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

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

  ssoccd          Primary SOC for this MedDRA term
  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 disorders                         Anaemia (hemoglobin)               1       62            1         1         .         .
Blood and lymphatic disorders                         Febrile leucopenia                 1       62            1         1         .         .
Blood and lymphatic disorders                         Febrile neutropenia                3       62            3         3         .         .
Blood and lymphatic disorders                         Neutropenic fever                  4       62            5         4         .         .
Blood and lymphatic disorders                         Pancytopenia                       1       62            1         1         .         .
Cardiac disorders                                     C V A                              1       62            1         .         .         .
Cardiac disorders                                     Cardial insufficiency              1       62            1         1         .         .
Gastrointestinal disorders                            Ascites                            1       62            1         .         .         .
Gastrointestinal disorders                            Diarrhea                           1       62            1         1         .         .
Gastrointestinal disorders                            Intestinal perforation             1       62            1         .         .         .
Gastrointestinal disorders                            Vomiting                           1       62            1         .         .         .
General disorders and administration site conditions  Death                              1       62            1         .         1         .
General disorders and administration site conditions  Death due to progression           1       62            1         .         1         .
General disorders and administration site conditions  Fever                              2       62            2         2         1         1
General disorders and administration site conditions  Malaise                            1       62            1         1         .         .
General disorders and administration site conditions  Progression of disease             1       62            1         .         1         .
General disorders and administration site conditions  Progressive disease                1       62            1         .         .         .
Infections and infestations                           Hickman catheter infection         1       62            1         .         .         .
Infections and infestations                           Infection−lung                     1       62            1         1         .         .
Infections and infestations                           Infections                         1       62            1         .         .         .
Infections and infestations                           Klebsiella pneumonia               1       62            1         1         .         .
Infections and infestations                           Pneumonia                          2       62            2         1         1         1
Infections and infestations                           Sepsis                             1       62            1         1         1         1
Infections and infestations                           Urine tract infection              1       62            1         1         .         .
Infections and infestations                           Urosepsis                          1       62            1         1         .         .
Musculoskeletal and connective tissue disorders       Pain with myopathy                 1       62            1         1         .         .
Neoplasms benign, malignant and unspecified           CNS progression                    1       62            1         .         .         .
Nervous system disorders                              Fainting                           1       62            1         1         .         .
Nervous system disorders                              Polyneuropathy                     1       62            1         1         .         .
Reproductive system and breast disorders              Fistula (recto−vaginal)            1       62            1         .         .         .
Respiratory, thoracic and mediastinal disorders       Dyspnea                            1       62            1         .         1         .
Respiratory, thoracic and mediastinal disorders       Haemoptoe                          1       62            1         .         .         .


