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List of reported SAE"s

-> group == Standard

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

Blood and lymphatic system disorders
Blood and lymphatic system disorders
Blood and lymphatic system disorders
Blood and lymphatic system disorders
Cardiac disorders

Cardiac disorders

Cardiac disorders

Cardiac disorders

Cardiac disorders

Cardiac disorders

Gastrointestinal disorders
Gastrointestinal disorders
Gastrointestinal disorders
Gastrointestinal disorders
Gastrointestinal disorders
Gastrointestinal disorders
Gastrointestinal disorders

General disorders and administration site conditions
General disorders and administration site conditions

Hepatobiliary disorders

Immune system disorders

Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Infections and infestations
Injury, poisoning and procedural complications
Metabolism and nutrition disorders
Metabolism and nutrition disorders

ssoccd

Neoplasms benign, malignant and unspecified (incl cysts ...

Neoplasms benign, malignant and unspecified (incl
Nervous system disorders

Nervous system disorders

Nervous system disorders

Nervous system disorders

Nervous system disorders

Renal and urinary disorders

Respiratory, thoracic and mediastinal disorders
Respiratory, thoracic and mediastinal disorders
Respiratory, thoracic and mediastinal disorders
Respiratory, thoracic and mediastinal disorders
Respiratory, thoracic and mediastinal disorders
Respiratory, thoracic and mediastinal disorders
Respiratory, thoracic and mediastinal disorders
Respiratory, thoracic and mediastinal disorders
Respiratory, thoracic and mediastinal disorders

cysts ...

Febrile neutropenia
Hypocel lular bone marrow
Neutropenia
Refractive thrombocytosis
Astma cardiale (due to small myocard. infarction)
Cardiac arrest

Decompensatio cordis

Heart failure G3

Heartfailure

Nstemi

Bleeding gastric ulcer

Colonic Perforation

Colonic hemorrhage

Covered perforated sigmoid colon diverticulitis
Lower gastrointestinal Hemorrhage
Paralytic ileus

Severe (gr.111) colitis

Malaise

Multiple organ failure

Acute liver failure

Anaphylactic shock

Aspergillus pneumonia

Encephalitis

Encephalitis infection

Fever

Infection (Enteral) with Rizomucor
Infection lung aspergillus
Infection-lung

Lung infection

Lung infection aspergillosis
Pneumonia

Pneunomia

Pulmonary infection

Pulmonary invasive aspergillosis
Sepsis

Septic embols due to candida Krusei
Septic embols due to candida krusei
Sialo - adenitis

Streptococcal infection

Subdural hematoma

Anorexia

Tumor lysis syndrome

Pulmonary leukostasis

Sigmoid carcinoma

Brain infarction

Cerebral hemorrhage

Intracranial hemorrhage

Seizure

Status Epilepticus

Acute kidney injury

Broncho pulmonary Haemorrhage G5
Bronchopulmonary hemorrhage

Dyspnea

Pneumonitis

Pulmonary embolism

Respiratoire insufficiency
Respiratory failure

Respiratory insufficiebcy
Respiratory insufficiency
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Respiratory, thoracic and mediastinal disorders Respiratory insufficient 1 141
Vascular disorders Thrombo embolic event 1 141
-> group == Tose

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

Blood and lymphatic system disorders Blood disorders other, thrombocytopenia 1 135 1 .
Blood and lymphatic system disorders Neutropenic fever 1 135 1 1
Blood and lymphatic system disorders Pancytopenia 1 135 1 1
Blood and lymphatic system disorders Pancytopenie 1 135 1 1
Cardiac disorders Acute Coronary Syndrome 1 135 1 1
Cardiac disorders Atrial fibrillation 2 135 2 2
Cardiac disorders Atrial fibrillations 1 135 1 -
Cardiac disorders Cardiac arrest 1 135 1 .
Cardiac disorders Cardio-respiratory arrest 1 135 1 1
Cardiac disorders Cardiomyopathie 1 135 1 1
Cardiac disorders Heart failure 5 135 5 5
Cardiac disorders Myocardial infarction 2 135 2 1
Cardiac disorders NSTEMI (Non ST segment elevation myocardial infarction) 1 135 1 1
Eye disorders Uveitis 1 135 1 .
Gastrointestinal disorders Diarrhea 2 135 2 2
Gastrointestinal disorders Gastric hemorrhage 1 135 1 1
Gastrointestinal disorders ILEUS 1 135 1 1
Gastrointestinal disorders Nausea 1 135 1 -
Gastrointestinal disorders Neutropenic colitis 1 135 1 1
Gastrointestinal disorders Rectal bleeding 1 135 1 -
General disorders and administration site conditions Fever 2 135 2 1
General disorders and administration site conditions Malaise 1 135 1 .
General disorders and administration site conditions Mucositis (with > 31 diarrhea) 1 135 1 1
General disorders and administration site conditions Multi organ failure 1 135 1 1
General disorders and administration site conditions Multiple organ failure 1 135 1 1
General disorders and administration site conditions Peripheral edema 1 135 1 1
General disorders and administration site conditions Sudden death 1 135 1 1
Infections and infestations A-specific infection 1 135 1 1
Infections and infestations Aspergillosis (EORTC criteria; possible) 1 135 1 1
Infections and infestations Aspergillus Pneumonia 1 135 1 1
Infections and infestations Aspergillus infection lung 1 135 1 .
Infections and infestations Bacillus and yeast septicemia 1 135 1 1
Infections and infestations Bilateral pneumonia 1 135 1 1
Infections and infestations Candida sepsis 1 135 1 1
Infections and infestations Candida septicemia 1 135 1 1
Infections and infestations Corynebacterium septicemia 1 135 1 1
Infections and infestations Endocarditis 1 135 1 .
Infections and infestations Escherichia coll septicemia 1 135 1 1
Infections and infestations Esophageal aspergillosis 1 135 1 1
Infections and infestations Lung infection 3 135 3 3
Infections and infestations Neutropenic sepsis 1 135 1 .
Infections and infestations Otitis media 1 135 1 1
Infections and infestations PJP infection 1 135 1 1
Infections and infestations Pneumonia 9 135 9 7
Infections and infestations Possible aspergillus pneumonia 1 135 1 1
Infections and infestations Pulmonay infection 1 135 1 .
Infections and infestations Sepsis 11 135 2 10
Infections and infestations Sepsis (pseudonomas) 1 135 1 1
Infections and infestations Sepsis Grade 4 1 135 1 1
Infections and infestations Sepsis in aplasie 1 135 1 1
Infections and infestations Septic shock 4 135 4 4
Infections and infestations Septic shock eci 1 135 1 1
Infections and infestations Staphylococcus epidermidis sepsis 1 135 1 1
Infections and infestations Staphylococcus epidermitis septicemia 1 135 1 1
Infections and infestations Suspicion of aspergillosis 1 135 1 1
Infections and infestations Viral pneumonia 1 135 1 1
Injury, poisoning and procedural complications Contusio Capitis 1 135 1 -
Injury, poisoning and procedural complications Subdural hematoma 1 135 1 1
Metabolism and nutrition disorders Hypokalemia 1 135 1 1
Metabolism and nutrition disorders Metabolic alkalosis 1 135 1 1
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Nervous
Nervous
Nervous
Nervous
Nervous
Nervous
Nervous
Nervous
Nervous

system
system
system
system
system
system
system
system
system

disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

Psychiatric disorders
Renal and urinary disorders
Renal and urinary disorders
Respiratory, thoracic and
Respiratory, thoracic and

Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Skin and subcutaneous

thoracic and
thoracic and
thoracic and
thoracic and
thoracic and
thoracic and
thoracic and

Vascular disorders
Vascular disorders

mediastinal
mediastinal
mediastinal
mediastinal
mediastinal
mediastinal
mediastinal
mediastinal
mediastinal

disorders
disorders
disorders
disorders
disorders
isorders
isorders
disorders
disorders

tissue disorders

Acute cerebellitis
Cerebral hemorrhage
Hematoma intracerebral
Intracerebral bleeding
Intracranial hemorrhage
Parenchymal bleeding
Polyneuropathy

Severe neuropathic pain both legs

Subarachnoidal bleeding
Anxiety

Acute kidney failure
Renal failure

Acute tubular necrosis
Bilateral pulmonary embolism
Dyspnoe

Hypoxia

Pneumonitis gr. 4
Pulmonary embolism
Pulmonary oedema
Respiratory failure
Respiratory insufficiency
Morbus Grover

Capillary leak syndrome
Collapse

PRPWUIRPRRRPRPRRPRREPRPRRRPRRRERRRPE

135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135

PRPWUIRPRRRPRPRRREPRPRRPRPRRRERRRPE

1

RPN RPRRERRY RPRRD BRR

PR R

CPNWR R

Page 3



