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**********   List of reported SAE’s   **********

−>  group == Arm1: Experimental (1 arm only)

  ssoccd          SOC code
  aeterm          Event term
  affected        Subjects affected number
  exposed         Subjects exposed number
  occurrences     Occurrences all number
  occurrel        Occurrences causally related to treatment number
  fatality        Fatalities number
  fatalrel        Fatalities causally related to treatment number

                                                      ssoccd                              aeterm  affected  exposed  occurrences  occurrel  fatality  fatalrel
Blood and lymphatic system disorders                          Hemolytic uremic syndrome                  1      110            1         1         1         1
Blood and lymphatic system disorders                          Neutropenic fever                          1      110            1         1         .         .
Cardiac disorders                                             Acute myocard infarct                      1      110            1         .         .         .
Cardiac disorders                                             Cardiomyopathy                             1      110            1         1         .         .
Cardiac disorders                                             Decompensatio cordis                       1      110            1         1         .         .
Gastrointestinal disorders                                    Colitis                                    1      110            1         1         .         .
Gastrointestinal disorders                                    Diarrhea                                   4      110            4         2         .         .
Gastrointestinal disorders                                    Intra−abdominal hemorrhage                 1      110            1         .         .         .
Gastrointestinal disorders                                    Nausea                                     1      110            1         .         .         .
Gastrointestinal disorders                                    Vomiting                                   4      110            4         2         .         .
Gastrointestinal disorders                                    Vomitting                                  1      110            1         .         .         .
General disorders and administration site conditions          Fever                                      2      110            2         2         .         .
General disorders and administration site conditions          General malaise                            1      110            1         .         .         .
General disorders and administration site conditions          Malaise                                    1      110            1         1         .         .
Immune system disorders                                       AGVHD                                      1      110            1         .         .         .
Immune system disorders                                       AGvHD                                      1      110            1         1         .         .
Immune system disorders                                       Acute GvHD                                 1      110            1         .         .         .
Immune system disorders                                       Acute graft versus host disease            1      110            1         1         .         .
Immune system disorders                                       CGVHD extensive                            1      110            1         .         .         .
Immune system disorders                                       Diarrhea (aGvHD)                           1      110            1         .         .         .
Immune system disorders                                       Diarrhea a GvHD                            1      110            1         1         .         .
Immune system disorders                                       Engraftment syndrome                       1      110            1         1         .         .
Immune system disorders                                       GVHD                                       1      110            1         1         .         .
Immune system disorders                                       GvHD                                       1      110            1         .         .         .
Immune system disorders                                       Gvhd                                       1      110            1         .         .         .
Infections and infestations                                   Aspergillose                               1      110            1         .         .         .
Infections and infestations                                   Bacteremia                                 1      110            1         .         .         .
Infections and infestations                                   CMV reactivation                           1      110            1         .         .         .
Infections and infestations                                   Catheter infection                         1      110            1         .         .         .
Infections and infestations                                   Catheter related infection                 2      110            2         .         .         .
Infections and infestations                                   Cholangiosepsis                            1      110            1         1         1         1
Infections and infestations                                   Clostridium infection                      2      110            2         .         .         .
Infections and infestations                                   GI infection                               1      110            1         1         .         .
Infections and infestations                                   Gastro entreritis                          1      110            1         1         .         .
Infections and infestations                                   Gemella morbillorum infection              1      110            1         .         .         .
Infections and infestations                                   Infection Lung                             1      110            1         .         .         .
Infections and infestations                                   Infection catheter related                 1      110            1         1         .         .
Infections and infestations                                   Infection lung                             1      110            1         1         .         .
Infections and infestations                                   Liver abcesses                             1      110            1         .         .         .
Infections and infestations                                   Lung infection                             1      110            1         .         .         .
Infections and infestations                                   Pneumonia                                  3      110            3         2         .         .
Infections and infestations                                   Sepsis                                     1      110            1         .         1         .
Infections and infestations                                   Throat infection                           1      110            1         .         .         .
Infections and infestations                                   Urinary tract infection                    1      110            1         1         .         .
Investigations                                                Increased creatinine                       1      110            1         .         .         .
Metabolism and nutrition disorders                            Hyponatremia                               1      110            1         1         .         .
Metabolism and nutrition disorders                            Increased creatinine                       1      110            1         .         .         .
Neoplasms benign, malignant and unspecified (incl cysts and   AML progression                            1      110            1         .         1         .
 polyps)                                                                                                 .        .            .         .         .         .
Nervous system disorders                                      Ciclosporin induced encephalopathy         1      110            1         .         .         .
Renal and urinary disorders                                   Acute renal insufficiency                  1      110            1         .         .         .
Renal and urinary disorders                                   Decreasing renal function                  1      110            1         .         .         .
Renal and urinary disorders                                   Renal insufficiency                        1      110            1         1         .         .
Respiratory, thoracic and mediastinal disorders               Death by pulmonary insufficiency           1      110            1         1         1         1
Respiratory, thoracic and mediastinal disorders               Death due to ARDS                          1      110            1         .         1         .
Respiratory, thoracic and mediastinal disorders               Dyspnea                                    2      110            2         1         .         .
Respiratory, thoracic and mediastinal disorders               Respiratoire insuff                        1      110            1         .         .         .
Respiratory, thoracic and mediastinal disorders               Respiratory failure                        1      110            1         1         1         1
Respiratory, thoracic and mediastinal disorders               Respiratory insufficiency                  1      110            1         .         .         .
Skin and subcutaneous tissue disorders                        Rash                                       1      110            1         1         .         .
Vascular disorders                                            Hypertension                               1      110            1         .         .         .


