HOVON-96: NON-SERIOUS ADVERSE EVENTS Monday November 28 12:16:54 2022
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allergy/immunol
allergy/immunol
auditory/ear
auditory/ear
auditory/ear

System organ class
Adverse event term
Subjects affected number
Subjects exposed number
Occurrences all number
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blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
cardiac arrythmia
cardiac arrythmia
cardiac arrythmia

cardiac general
cardiac general
cardiac general
cardiac general
cardiac general
cardiac general
cardiac general
cardiac general
coagulation

coagulation

coagulation

constitutional
constitutional
constitutional
constitutional
constitutional
constitutional
constitutional

symptoms
symptoms
symptoms
symptoms
symptoms
symptoms
symptoms

aeterm

Exanthema skin
Hemolysis

Febrile neutropenia
Hearing loss

Otitis

ANC

ANC decrease

ANC decreased

Anc decreased
Anemia

Auto-immune thrombocytopenia

Bone marrow cellularity
DAT positive hemolysis

DAT positive hemolytic anemia

HB decrease

Hb decrease
Hemaglobin
Hemoglobin
Hemoglobin < 4.9
Hemoglobin decrease
Hemolysis
Hypertension
Leucocytes

Leucocytes ( varying*

Leucocytes (with pear graft *

Leukocytes

Leukocytes decrease
Neutropenia

Neutrophils

Neutrophils decrease
Neutrophils/granulocytes
Othr: trombolic *
Pancytopenia

Platelets

Platelets decrease
Platelets decreased
Platelets (HPA-antibiotics)
Platelets (varying *

Serum Hb decreased
Thrombocytes
Thrombocytopenia
Thrombopenia

WBC decrease

WBC decreased

Aterial fibrillation
Atrial fibrillation
Prolonged Qtc

Cardiac ischemia
Decompensation cordis
Edema

Edema feet

Hyertension

Hypertension

Hypertension (orthostatic)
Hypotension

TTP

Thrombotic micrangiopathy
Thrombotic microangiopathy
Chills

Fatigue

Fatigue (malaise)
Fatigue/malaise
Fatique

Fever

General deteration
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constitutional
constitutional
constitutional
constitutional
constitutional
constitutional

symptoms
symptoms
symptoms
symptoms
symptoms
symptoms

dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
endocrine

endocrine

endocrine

gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal

hemorrhage/bleeding
hemorrhage/bleeding
hemorrhage/bleeding
hemorrhage/bleeding
hemorrhage/bleeding
hepatobiliary/pancreas
hepatobiliary/pancreas
hepatobiliary/pancreas

infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection

General malaise

Insomnia

Loss of appetite

Malaise

Rigors / chills

Weight loss

Engrafment syndrome
Erythema

Exanthema

Injection site reaction
Other: folliculitus
Pruritus/itching

Rash

Rash no GvVHD

Rash skin *

Rash, no GVHD

Prednison induced DM II
Steroid induced DM
Steroid induced diabetis *
Anorexia

Broken tooth due to attack
Constipation

Diarrhea

Esophagitis

Gastritis
Gastrointestinal; *
Heartburn

Ileus

Mucositis

Mucositis (functional/symptom)
Mucositis esophagus
Mucositis,oral cavity, bowel
Nausea

Nausea (almost no intake)
Naussea

Obstipation

Pain epigastro

Ulcer- tongue

Vomiting

Vomitting

Weight loss

Epistaxis

Hemmorrhage - Nose
Hemorrage brain
Hemorrhage, cns
Infection Gul
Cholecystolithiasis
Hepatabiliary insufficiency
Hypermagnesemia
Abdominal infection/*
Aspergillus infection lung
Aspergillus pneumonia
Bactaemia

Bacteraemia

Bacteremia

Balanitis

CMV disease

CMV reaction

CMV reactivatie

CMV reactivation
Campylobactainfection GI
Candida

Candida inf.mouth
Candida infect. mouth
Candida infection mouth
Candida infection tongue
Cholangitis
Cholecystitis
Cholestitis

Clostridium infection
Clostridium infection GI
Cmv reactivation
Colitis,infections (CMV)
Cystitis

E.coli infection

EBV reactivation

Febrile neutropenia
Febrile neutropenia eci
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infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

lymphatics
lymphatics
lymphatics
lymphatics
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory

Fever (no focus)

Flebitis

Fungus infection mouth

HSV infection skin

Infection

Infection - Aspergillus
Infection - CMV

Infection - CMV reactivation
Infection - Candida

Infection - Pseudomonas in *
Infection - Pseudomonas*
Infection - upper airway
Infection GI

Infection airway

Infection bladder

Infection catheter related
Infection catheter related(*
Infection lung

Infection lung (aspargillus)
Infection lung asperigillus
Infection lung(asp)

Infection mastoiditis
Infection mouth

Infection mouth (candida)
Infection mouth HSV

Infection mouth candida
Infection mouth/oeophages
Infection oral cavity-candida
Infection otitis externa
Infection upper airway
Infection urinary tract
Infection: BK-virus
Infection: CMV reactivation
Infection: influenza A
Infection:CMV

Infection:para influenza III
Influenza B infection
Influenza infection

Invasive aspergillus infection
Lung infection eci
Neutropenic fever

Oral upperairway inf.

Otitis

Pancreatitis

Pericaditis

Pneumonia

Possible inf. lung *

Probable aspergillus of lung
Probable aspergilosis inf.lung
Pulmonary infection

Pulmonary infection *

RSV infection

RSV-pneumonia

Recurrent CMV reactivations
Recurrent candida inf.mouth
Recurrent infections urinary *
Repeated candida infection*
Rhinovirus infection

S epidermidis

Sinusitis

Sinusitis (chronic)

Upper airway

Upper airway infect.

Urinary tract

Varicella zoster

Edema

Edema (legs)

Edema face and limbs

Edema: limb

ALAT increased

ALK. fosfatase increase

ALT
ALT
ALT decrease
ALT high

ALT increase
ASAT increase
ASAT increased
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metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
neurology

neurology

neurology

tissue
tissue
tissue
tissue
tissue
tissue
tissue

AST

AST high

AST increase

Acidosis

Alkaline phosphatase
Alkaline phosphatase increase
Alkaline phosphatase increased
Anemia

Bilirubin

Bilirubine *

Bilirubine high
Bilirubine incr.
Bilirubine increase
Blood bilirubin increased
Creatine

Creatinin

Creatinine

Creatinine increased
Dehydration

Electrocyte disturbance
Electrolite disturbance
GFR

GGT

GGT increase

GGT increased

GGT"

Gamma - GT incr.
Gamma-GT

Gamma-GT high

Gamma-GT increase
Glucose increase
Hemoglobin (episodal)
Hyperbilirubin
Hyperbilirubinemia
Hyperbillurubin
Hypercalcemia
Hyperglycemia
Hyperglycemia (steroid induced
Hyperkalemia
Hypernatremia

Hypo natremia
Hypoalbuminemia
Hypocalcemia

Hypokalemia
Hypomagnesemia
Hyponatremia
Hypophosphatemia
Hypopotassemia
Hytpoalbuminemia
Increased Creatinine
Increased biliubin
Increased creatinin
Increased creatinine
Increased leverenzymes
Increased liver enzymes
Increased liverenzymes
Infection oral

LDH 3100 on 18/3/13
Metabolic disruption
Multi organ failure
Neutropenia (max. CTCAE gr.4)
Pancytopenia

Prednison induced hyper*
Renal function decreased
Thrombopenia (max.CTCAE gr.4)
Vitamin K depletion

Y-GT

Y-GT increase

Fracture

Fracture ankle

Muscle weakness

Myalgia

Oligo-arthritis

Steroid indused myopathy
Tenditis tendo calcaneus
Collapse

Confusion

Delier
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neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

ocular/visual

ocular/visual

ocular/visual

ocular/visual

ocular/visual

ocular/visual

ocular/visual

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pulmonary/upper respiratory
pulmonary/upper respiratory
pulmonary/upper respiratory
pulmonary/upper respiratory
pulmonary/upper respiratory
pulmonary/upper respiratory
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
surgery/intra-operative injury
vascular

Depression

Dizziness

Epileptic insult

Headache

Headache (after liquor punct)
Mood alteration apathy
Mood alteration-anxiety
Mood alteration: anxiety
Neurologic toxicity
Neuropathy - sensory
Neuropathy feet

Neuropathy leggs
Neuropathy sensory
Neuropathy-sensory

PNP

Pnp

Restless legs

Somnolence

Syncope

Tremal

Tremor

Tremors

Blurred vision (retinal *
Cataract

Chemosis l+r eye
Conjuctivitis

Lightflashes

Vision flasing lights
Visus lost

Headache

Pain

Pain - bone

Pain bones

Pain in legs

Pain myalgie,arthralgie
Pain- headache
Pain-headache

Pain-muscle

Pain: knee prothesis
Pain:painfull breating (chest
Thoracle pain

Coughing

Dyspnea

Pleural effusion(infiltrates)
Pneumonia

Pneumonitis (irrediat.)
Pulmonary; cold
(pollakisuria)urinary frequenc
Acute kidney injury

EGFR (decrease)

Hematuria

Impaired renalfunction
Renal failure

Renal function disturbance
Renal insufficiency
Urinary frequency
Cholecystectomie (cholecystitis
Edema

vascular Edema both sides
vascular Edema extremities
vascular Flebitis
vascular Hypertension
vascular Phlebitis
vascular Pulmonary hypertension
vascular Thrombosis le-arm
vascular Trombotic microangiopathy (TMA
-> group == Arm B

ssoc System organ class

aeterm Adverse event term

affected Subjects affected number

exposed Subjects exposed number

occurrences

Occurrences all number
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auditory/ear
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
cardiac arrythmia
cardiac arrythmia
cardiac arrythmia
cardiac arrythmia
cardiac general
cardiac general
cardiac general
cardiac general
cardiac general
cardiac general
cardiac general
coagulation
coagulation
coagulation

constitutional
constitutional
constitutional
constitutional
constitutional
constitutional
constitutional
constitutional
constitutional
constitutional
constitutional
constitutional
constitutional

symptoms
symptoms
symptoms
symptoms
symptoms
symptoms
symptoms
symptoms
symptoms
symptoms
symptoms
symptoms
symptoms

death
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
endocrine

Hearing loss

AF increased

ANC decreased

ANC, neutrophils

Anc decreased

Anemia

Anemia (CTCAE gr.3 & 2)
Electrolites disfunction
HB decreased

Hb

Hb decreased
Hemaglobin
Hemoglobin
Hemoglobin decrease
Hemolysis

Leucocytes

Leukocytes

Leukocytes decrease
Lymphopenia

Micro angiopathic hemolyse
Neutropenia

Neutrophils

Neutrophils decrease
Neutrophils decreased
Pancytopenia

Platelets

Platelets decrease
Platelets decreased
Thrombocytopenia

Total WBC

WBC decreased

Wbc

Wbc decreased

Atrial fibrillation
Atrium fibrillation
Atrium fibrillation *
Paroxymal atrial fibtillation
Atrial fibrillation (after *
Decompensatio cordis

Edema

Hypertension

Hypertension (amlodipine)
LV dysfunction, LVEF 32%
Left ventricular systolic *
Fever

PTT

Weight loss

Edema

Fatigue

Fatique

Fatique (malaise)

Febrile neutropenia

Fever

Fever (40.172C)

GGT

Increased creatinine
Insomnia

Malaise

Nausea

Weight loss

Death

(residual) rash

Erythema

Erythema multi forme
Exanthema

Itch

Itching

Rash

Rash (toxicodermie)

Rash (toxocodemie)

Rash due to engrafment
Rash, seborrhoicum eczema (*
Rash,hand-foot skin reaction
Rash; erythema multiform(*
Skin: erythema
Toxicodermia

Bilirubin

aeterm affected
1
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185
185
185
185
185
185
185
185
185
185
185
185
185
185
185
185
185
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185
185
185
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185
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185
185
185
185
185
185

occurrences
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endocrine
endocrine
endocrine
endocrine
endocrine
endocrine
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
hemorrhage/bleeding
hemorrhage/bleeding
hemorrhage/bleeding
hemorrhage/bleeding
hepatobiliary/pancreas
hepatobiliary/pancreas
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection
infection

Diabetes

Diabetes mellitus
Hyperglycemia
Hypermenorrhea

Prednison induced DM
Uncontrolled DM

Anorexia

Candida stomatitis
Candida/mucositis
Constipation

Diarrhea

Diarrhea (caused NOROvirus)
Diarrhea (clostridium infecti
Diarrhea (clostridium)
Gastritis

Gastrointestinal, dysphagia
Gingivitis

Heartburn

Melena

Mucositis

Mucositis/oral cavity
Nausea

Obstipation

Oral mucositis (TNP)
Pyrosis

Small intestine infection(*
Stomach pain

Vomiting
(epistaxis)hemorrhage, *
Epistaxis

Fever

Petechiae/purpura legs
Blood bilirubin increased
Hypokalemia

Aspargillus infection lung
Aspargillus infection lung*
Aspergillus pneumonia
BK-infection

Bacteraemia

Bacteremia

CMV Colitis

CMV colitis

CMV collitis

CMV positive

CMV reaction

CMV reactivatie

CMV reactivation

CMV reactivication

Candida (mouth)

Candida inf.mouth

Candida infection

Candida infection mouth
Candida oesophagitis
Catheter related infectioin
Catheter related infection
Cholangitis

Clostridium infection gut
Cmv reactivation

Colitis, infecticus clostridiu
Conjunctivitis

E.coli (urine)

EBV infection

EBV reactivation

Febrile neutopenia

Febrile neutropenia

Fever / infection ECI
Fungus infection skin
Gastro-intestinal infection
Gout knee

Gut infection

Inf.catheter related
Inf.lung: klebsilla pneumonia
Infecion mouth

Infect. mouth (candida)
Infectioin with anc grade 3/4
Infection (parainfluenza)
Infection GI

Infection GI closticlium
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infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

lymphatics
lymphatics
lymphatics
lymphatics
lymphatics
lymphatics
lymphatics
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory

Infection catheter related
Infection dental

Infection eye

Infection feet

Infection gout

Infection gut rotavirus
Infection gut shiga toxorex*
Infection lung

Infection lung (*

Infection lung: espargillus
Infection mouth

Infection other:*

Infection para-influenza virus
Infection upper airrway
Infection upper airway
Infection upper-airway
Infection upperairway *
Infection urinary

Infection urinary tract
Infection with anc grade3/4
Infection with grade 3 or 4 *
Infection, catheter related
Infection, ileitis
Infection, rhinovirus, *
Infection-normal anc -> *
Infection-renal pyelo-nefritis
Infection-upperairway NOS (*
Infection: cmv reactivation
Infection: cmv reactivation 2
Infection: oral candida
Influenza A infection
Influenza B infection
Influenza infection
Influenza infenction
Klebsella penumoniae

Lung infection

Lung infection zygomycosis
Lunginfection aspergillus
Neutropenic fever

Other-CMV- reactivation
Otitis

Otitis externa
Para-influenza type 2 inf
Parainfluenza infection lung
Pneumonia

Pseudomonas bactermia

RS virus

RSV pneumonia:infection lung
Recurrent CMV reactivation
Recurrent candida *

Rhinitis

Rhinovirus infection
Rhinovirus pneumonitis
Sepsis

Sinusitis

Spondylodiscitis

Suspected infection lung(*
Suspected infection*

Upper airway infection

Upper resp.infection
Urinary tract infectio

Viral endefalitis

With normal ANC - upper airway
Edema

Edema (legs)

Edema (pitting)

Edema in eyes+lips+ankles
Edema in face

Edema limb

Other:capillary leak syndrome
ALAT

ALAT increased

ALT

ALT increased

ASAT

ASAT increase

AST

Alkaline phosphatase
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metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

tissue
tissue
tissue
tissue
tissue

Anorexia

Bilirubin

Bilirubin increase
Bilirubine

Bilirubine increase
Bilirubine increased
Billirubin

Billirubine increased
Blood bilirubin increased
Calcium serum low
Creatine increased
Creatinin

Creatinine

Creatinine *
Creatinine increased
Creatinine’

Diabetes disordered
GGT
GGT
GGT increase

GGT increased

Gamma - GT (GGT)

Gamma -GT

General deterioration

Hyper bilirubinaemia
Hyperbilirubin
Hyperbilirubinemia
Hypercalcemia

Hyperglycemia

Hyperglycemia (gliclazide)
Hyperkalemia
Hypermagnesemia
Hypertriglyceridemia

Hypo phosphatemia
Hypocalcemia

Hypomagnesemia

Hyponatremia

Increase ALAT

Increased ALT

Increased AST

Increased Gamma GT
Increased JGT

Increased creatinine
Increased gamma GT
Increased liver enzymes
Increased liverenzymes
Increased liverenzymes (TPV)
Incresed liverenzymes
Leukocytes

Multi organ failure
Platelets

Platelets (episodal between *.
Serum billirubine increased
Serum calcium decreased
Serum glucose increased
Serum phosphate decreased
Steroid induced DM

Uric acid serum high

Y-GT

Y-GT increased

Muscle weakness

Muscle weakness-extremity lowe
Oligoarthritis

Pain muscles and joints
Steroid myopathy

Delier

Depression

Dizziness

Epileptic insult

GGT

Hallucinations

Headache

Headache, migraine

Mood alteration depression
Mood alteration, deprsession
Mood alteration: depression
Myoclones

Other; hernia cevicales
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neurology
neurology
neurology
neurology
neurology
neurology
neurology
neurology
neurology
neurology
neurology
neurology
neurology
ocular/visual
ocular/visual
ocular/visual
ocular/visual
ocular/visual
pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper

respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory

renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
secondary malignancy

PNP

PNP complains
Paresthesia
Polyneuropathic
Restless leggs
Slow performance
Somnolence

Spasm legs
Syncope

Transient ischemic attack
Transient ischemic attack (TIA)

Tremor

Tremor hands
Chorioretinopathy
Complaint eyes

Dry eye

Ocular - visus loss
Ocular distichiasis
Headache

Headache (episodal)

Headache (episodal) due to ICP

Muscle

Pain - abdominal
Pain - back

Pain - right hip
Pain back

Pain hands+feet
Pain in legs
Pain knee

Pain left ear
Pain leggs

Pain tooth

Pain- headache
Scrotum

Cough

Cough (pending)
Coughing

Dyspnea
Hiccoughs
Hyperia

Pleural effusion

Pneumonitis/pulmonary *

Cystitis

Decreased renal function

Dyspnea
Hematuria

Incontinence, urinary

Renal failure

Renal function disturbance
Renal insuff. acute chronic

Renal insufficiency
Renal :hematurie
Urinary retention

Basal cell carcinoma ear

sexual/reproductive function Gynecomastia
syndromes Depression
syndromes Engraftment syndrome
syndromes Multi organ failure
vascular Edema
vascular Hypertension
vascular Microangiopathy
vascular Phlebitis
vascular Restless legs
vascular Thrombosis
-> group == Arm C

ssoc System organ class

aeterm Adverse event term

affected Subjects affected number

exposed Subjects exposed number

occurrences

Occurrences all number

:16:54 2022
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ssoc aeterm affected
allergy/immunology Anemia 1
allergy/immunology Febrile neutropenia
allergy/immunology Folliculitis: *
allergy/immunology Hypersensitivity (dizziness *
allergy/immunology Neutropenia
auditory/ear Hear loss
blood/bone marrow Anemia

blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
blood/bone marrow
cardiac arrythmia
cardiac arrythmia
cardiac arrythmia
cardiac general

cardiac general

cardiac general

Febrile neutropenia
Hemoglobin decreased
Iron overload
Leukocytes
Neutrophils

Pending cytopenia
Platelet count decreased
Platelets (TMA)
Platelets decrease
Platelets decreased
Arterial fibrillation
Atrial fibrilation
Atrial fibrillation
Chest pain-cardiac
Decompensatio cardis
Decompensatio cordis

cardiac general Hypertenison
cardiac general Hypertension 1
cardiac general Hypotensia

cardiac general
coagulation
constitutional symptoms Cachexia
constitutional symptoms Fatigue
constitutional symptoms Fever
constitutional symptoms Fever eci
constitutional symptoms Insomnia
constitutional symptoms Weight loss

Orthostatic hypotension
APTT prolonged

dermatology/skin Cat bite/scratch
dermatology/skin Decubitis
dermatology/skin Erythema
dermatology/skin Erythema multiforme
dermatology/skin Nail changes
dermatology/skin Pruritus
dermatology/skin Rash

dermatology/skin Rash maculo-papular
dermatology/skin Rash/toxicoderma
dermatology/skin Ulceration

endocrine PNP

endocrine Primary hypogonadism
gastrointestinal Anorexia
gastrointestinal Anorexia -> start TPN
gastrointestinal Ascitis
gastrointestinal Constipation
gastrointestinal Diarrhea
gastrointestinal Heartburn
gastrointestinal Hemorrhoids
gastrointestinal Hemorroids
gastrointestinal Hiccough
gastrointestinal Ileus by adhesion
gastrointestinal Mucositis
gastrointestinal Mucositis (oral/esophagus)
gastrointestinal Nausea
gastrointestinal Naussea
gastrointestinal Obstipation
gastrointestinal Pain gums
gastrointestinal Pyrosis
hemorrhage/bleeding Prolonged menstruation
infection Aspergilles leftupperlobe lung
infection Aspergillosis pulmonalis
infection BK cystitis

infection Bactereamia

infection Bacteriemie

infection CMV disease

infection CMV infection
infection CMV reactivation
infection CMV reactivations
infection CMV reactivstion
infection CMV-reactivation
infection Candida infection mouth

infection

Candida mouth
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infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection

lymphatics
lymphatics
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory

Candida oesofagitis
Clostridium infection
Colitis infections

Critical illness*

Cyctitis, infection*
Encefalitis

Febrile Neutropenia

Febrile neutropenia

Febrile neutropenia eci
Folliculitis

Infectin lung

Infection

Infection (parainfluenza)
Infection GI

Infection airway

Infection arm left
Infection bacteremia
Infection catheter related
Infection cerebral (aspargillu
Infection ear

Infection enterococcus faecium
Infection lower airway
Infection lung

Infection lung (aspargillus)
Infection lung (aspergillus)
Infection lung(klebsiella)
Infection mouth

Infection skin

Infection upper airway
Infection upper-airway
Infection urinary tract
Infection with normal ANC
Infection- lung (viral)
Infection: CMV reactivation
Infection: S. aureus
Infection: bocavirus
Infection: catheter related
Infection: influenze A
Infection: multiresistant *
Infection: rhinovirus
Infection; bacteraemia
Influenza A infection
Influenza B infection

Lung infection aspergillus
MSvV-infection skin
Neutropenic fever

Oral infection candida
Otitis

Para influenza infection
Parvo B1l9 infection
Pericarditis

Serositis

Sinusitis
Sinusitis,infection with gr.*
Suspected septic shock
Upper respiratory infection
Edema legs

Edema: limbs

Anorexia

Bilirubin

Bilirubine increased
Calcium

Creatinin increased
Creatinine

Creatinine increased
Electrolyt disturbance
Electrolyte disturbance
Electrolytes disturbance
GFR

GGT

GGT increase

GGT increased

Hyperglycemia

Hyperkalemia

Hypernatremia

Hypo albuminemia
Hypocalcemia

Hypokalemia
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metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
metabolic/laboratory
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology

neurology
ocular/visual
ocular/visual
ocular/visual
ocular/visual
ocular/visual
ocular/visual

pain

pain

pain

pain

pain

pain

pain

pain

tissue
tissue
tissue
tissue
tissue
tissue
tissue

pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper
pulmonary/upper

respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory

renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary

sexual/reproductive function

syndromes
vascular
vascular
vascular

Hypomagnesemia
Hyponatremia
Hypophosphatemia
Increased creatine
Increased creatinine
Increased liver enzymes
Increased liverenzymes
Mof due to GvHD + infection
Other: elevated liver values
Arthritis (gout)

Gout

Muscle weakness

Myalgia

Other: gout

Pain joints

Psoas bleeding
Confusion

Delier

Delirium

Depression

Dizziness
Encephalapathy
Neuropathy motor + sensory
Other, brachyphrenia
PNP

Steroid induced mania
Syncope
Syncope/fainting
Blurred vision

Cataract

Chemosis

Conjuctivitis

Irritated eyes

Vitreous hemaerhage
Backpain

Headache

Pain

Pain back after fall
Pain ear

Pain shoulder

Pain: headache
Pain:bone

Coughing

Dyspnea

Dyspneu d’effort
Hiccoughs (hiccups)
Hiccups

Hypoxia -> dyspnea
Pleural effusion
Pneumonia; aspergillus*
Pneumonitis

Dysuria

Haematuria

Hematuria

Urinairy retention
Urinary Retention
Solide laesie mamma (birarsIII
Engrafment syndrome

AMS thrombosis

Edema

Thrombosis vascular access*
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