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System organ class
Adverse Event term
Subjects affected number
Subjects exposed number
Occurrences all number

ssoc aeterm
ic disorders Anaemia
ic disorders Anemia
ic disorders Creatinine increased
ic disorders Febrile neutropenia
ic disorders Leukocytosis
ic disorders Neutropenia
ic disorders Neutropenic fever
ic disorders Neutrophil count decreased
ic disorders Peripheral oedema
ic disorders Platelet count decreased
ic disorders Thrombocytopenia
ic disorders White bloodcells decreased

Atrial fibrillation

Atrium flutter
Chestpain(cardial)

Paroxsysmal atrial fibrilation

Sinustachycardia
Thrombo left artricle AF
ial and genetic disorders Febrile neutropenia
disorders Deafness, hearingloss
disorders Hearing impairment-*
disorders R ear pain
rs Panhypopituitarism
Blurred vision under *
Cataract
Conjunctivitis
Diplopie

Dry eye syndrome
Eye disorder-chalazion

Glaucoma
disorders Abdominal distension
disorders Abdominal pain
disorders Anal hemorrhage
disorders Anorexia-TPN started
disorders Colitis
disorders Constipation
disorders Diarrea
disorders Diarrhea
disorders Diarrhea (norovirus +)
disorders Fever (not neutropenic)
disorders Gastric ulcers
disorders Heartburn
disorders Ileus
disorders Melena
disorders Mouth, stomatitis aphlosa
disorders Mucositis
disorders Mucositis (oropharyngeal)
disorders Mucositis oral
disorders Nausea
disorders Obstipation
disorders Oral candida
disorders Oral mucositis
disorders Typhlitis
disorders Vomiting
disorders Vomiting (with tube feeding)
disorders Vomiting (due to press in head)

and administration site conditions Edema

and administration site conditions Edema face

and administration site conditions Edema feet, ankles

and administration site conditions Edema legs

and administration site conditions Edema limb

and administration site conditions Edema limbs

and administration site conditions Edema right hand and arm
and administration site conditions Fatigue

and administration site conditions Fatique
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General disorders and administration site
General disorders and administration site
General disorders and administration site
General disorders and administration site
General disorders and administration site
General disorders and administration site
General disorders and administration site
General disorders and administration site
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Infections
Infections
Infections
Infections
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Injury, poisoning
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Investigations
Investigations

Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations

infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations

and procedural
and procedural
and procedural
and procedural

conditions
conditions
conditions
conditions
conditions
conditions
conditions
conditions
conditions
conditions
conditions
conditions
conditions

complications
complications
complications
complications
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Fever
Fever, no focus
Fluid retention/oedema

Hypothermia
Injection si
Mouth ulcer
Mucositis
Odema limbs
Oedema
Oedema legs
Pain, headach
Pain-right c
Weight gain
Livertoxicit
ALAT + ASAT
BRMO carrier
Bacterial co
Bladder infe
CNS bacterae
Candid infec
Candidaemia

Catheter related infection

Creatinine i
Ear infectio

Gastroenteritis->presence of *

Hickman infe
Hickman infe
Hickman infe

Hickmancatheter infection

te reaction

e
alf

y due to *
high

njunctivitis
ction

mia

tion

ncreased
n

ction
ction CNS
ction’

Infection

Infection - bacteremia
Infection - inguinal
Infection - mouth
Infection - oral
Infection - oral candida
Infection - urinary tract
Infection blood

Infection at site of brain **

Infection bl

Infection mouth -> candida

Infection mo
Infection ot
Infection si
Infection sk

Infection, catheter related

Infection-ur
Infection-wo
Mucositis
Neutropenic
Oral candida
Oral candida
Penile infec

Penile infection-Genital *

Pharyngitis
Phlebitis
Pnemonia
Pneumonia
Pulmonal inf
Skin infecti

Skin infection wound head*

Tooth infect
Upper resp.i
Urinary trac
Viral infect
Bonefracture
Fall

Hip fracture

Swelling left arm at piccline

ALAT increas
ASAT increas

adder

uth candida

her: cellulitis

nusitis
in-foot

inary tract
und

fever

sis
tion

ection
on

ion
nfection
t infection
ion
(colles dex)

ed
ed

Acute renal failure
Asparate aminotransferase *
Blood bilirubin increased
Cratinin increased
Creatinine increased

GGT increased
GammaGT *

Increased ALAT
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Metabolism and
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Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
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Musculoskeletal
Musculoskeletal
Musculoskeletal
Musculoskeletal
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Musculoskeletal
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nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders

and
and
and
and
and
and
and
and
and

connective tissue
connective tissue
connective tissue
connective tissue
connective tissue
connective tissue
connective tissue
connective tissue
connective tissue

disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

Neoplasms benign, malignant and unspecified
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
Psychiatric disorders

Psychiatric disorders

Psychiatric disorders

Psychiatric disorders

Psychiatric disorders

Psychiatric disorders

Psychiatric disorders

Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
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Renal and urinary
Renal and urinary
Renal and urinary
Renal and urinary
Renal and urinary
Renal and urinary
Renal and urinary
Renal and urinary

disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

Reproductive system and breast 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
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Increased ASAT

Increased GGT

Increased creatinine

LDH increased

Liverenzyme toxicity
Livertoxicity

Neutophil count decreased
Neutrophil count decreased
Neutrophill count decreased
Platelet count decreased
Platelets count decreased
Platelets decreased

Raised LFT’s

Renal dysfunction

WBC decreased

Weight gain

Weight loss

Weight loss, TPV started
White blood cell decreased
White bloos cell decreased
Anorexia

Corticoid steroid induced *
Glucose increase

Glucose intolerance
Hyperbilirubinemia
Hyperglycemia

Hypocallemia

Hypokalemia

Hyponatremia

Livertoxicity

Arthritis

Back pain

Bone pain

Dysphagia

Frozen shoulder

Muscle weakness
Ribfracture

Steroid induced myopathy
Steroid myopathy

Neoplasms berign, malignant*
Amnesia

CNS cerebrovascular ischemia
CNS hemorrhage

Cognitive disturbance
Dizziness

Headache

Hydrocephalus

Lethargy

Mononeuropathy

Mood alteration
Neuropathy

Peripheral motor *

Steriod myopathy

Steroid myopathy

Syncope

Tremor (tiutbation) of head
Vasovagal reaction
Agitation

Anxiety

Delier

Delirium

Depression

Insomnia

Verbal agression/mood *
Acute kidney injury
Creatinine increased
Nefrotoxicity

Renal failure

Renal insuffiency*
Renaltoxicity

Retentie blaas --> CAD
Urinary retention (CAD)
Upper respiratory tract infect
Dyspnoe (decompensatio cordis
Hiccups

Hypoxia

Pneumonia

Pneumonitis
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Respiratory,
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Vascul
Vascul
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thoracic

subcutaneous tissue
subcutaneous tissue
subcutaneous tissue
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subcutaneous tissue
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subcutaneous tissue
subcutaneous tissue
subcutaneous tissue
subcutaneous tissue
subcutaneous tissue
subcutaneous tissue
and medical procedures

disorders
disorders
disorders
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Cardia
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Cardia
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and mediastinal disorders
and mediastinal disorders

disorders
disorders
disorders
disorders
disorders
disorders
disorders
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disorders
disorders
disorders
disorders

System organ class
Adverse Event term

lymphatic
lymphatic
lymphatic
lymphatic
lymphatic
lymphatic
lymphatic
lymphatic
lymphatic
lymphatic
lymphatic
lymphatic
lymphatic
lymphatic
isorders
isorders
isorders
isorders
isorders

disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

d labyrinth disorders
d labyrinth disorders
Endocrine disorders
Eye disorders
Eye disorders
Eye disorders
Eye disorders
Eye disorders

disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

Subjects affected number
Subjects exposed number
Occurrences all number

Pneumonitis (*
Pulmonary oedema
Decubitus

Erysipelas

Exanthema

Headwound (biopsy)
Itching skin head
Pruritus

Purpura

Rash

Rash Maculopapular
Rash acneiform

Skin itching

Skinrash
Laparogomy+division bowel*
Deep venousthrombosis legs
Edema ankles/arms
Edema leg

Edema legs

Embolic event
Hypertension
Hypotension
Lomgembolic event
Oedema leg

Phlebitis

Phlelitis

Thrombo embolic event
Thromboembolic event
Thrombose veva jugularis
Thrombosis

Thrombosis - DVT

aeterm
Anaemia
Anaemia intermittent
Anemia
Bleeding (hickman)
Bone marrow hypocellular
Febrile neutropenia
Fever not neutropenic
Hypernatremia
Intermittent Anaemia
Neutropenia
Neutropenia febrile
Neutrophil count decreased
Platelet count decreased
Thrombocytopenia
Atrial fibrilation
Atrial fibrillation
Heart failure
Intermittent hypotension
Right ventrucular dysfunction
Hearing impaired
Otitis externa
Fatigue
Blurred vision
Conjunctivitis
Edema eyes Dexamethason given
Irritated eyes
Tearing eyes
Anorexia
Colitis
Constipation
Constipation intermittent
Diarrhea
Diarrhoea
Dyspepsia
Hematemesis
Hemorroids treated w/ Lidocain
Ileal ulcer
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Gastrointestinal
Gastrointestinal
Gastrointestinal
Gastrointestinal
Gastrointestinal
Gastrointestinal
Gastrointestinal
Gastrointestinal
Gastrointestinal
Gastrointestinal

General
General
General
General
General
General
General
General
General
General

disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

and
and
and
and
and
and
and
and
and
and

administration
administration
administration
administration
administration
administration
administration
administration
administration
administration

site
site
site
site
site
site
site
site
site
site

conditions
conditions
conditions
conditions
conditions
conditions
conditions
conditions
conditions
conditions

Hepatobiliary disorders
Immune system disorders
Immune system disorders

Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and
Infections and

infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations
infestations

Injury, poisoning and procedural
Injury, poisoning and procedural
Injury, poisoning and procedural
Injury, poisoning and procedural
Injury, poisoning and procedural

Investigations
Investigations
Investigations
Investigations
Investigations
Investigations

complications
complications
complications
complications
complications
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Left lower quad pain
Malabsorption

Mucositis

Mucositis (HSV +) oral
Mucositis oral

Nausea

Nausea intermittent
Obstipation

Oral mucositis

Stomach pain (pantazol given)
Edema face

Edema limbs

Fatique

Fever

Fever, no focus

Gait disturbance

Infustion related reaction
Non neutropenic fever no focus
Pneumonia

Rituximab reaction

Deranged liver function
Allergic reaction

Cold sores intermittent

BRMO carrier

BRMO+, isolation needed
Bladder infection

Blood infection

Bronchitis

Candida oral cavity

Catheter related infection
Catheter related infection **
Cultur positive for ecoli **
Diarrhea due to clostridium
Flebitis

Headwound infection
Hepatitis wviral

Herpes simplex infection
Hickman infect:hickman removed
Hickman infection

Infection

Infection - cellulitis arm
Infection bladder

Infection herpes zoster
Infection norovirus positive
Infection pos.cultures *
Infection subcutane *
Infection- bacteremia
Infection-oral
Infection-respiratory
Infection-skin rectum
Infection-urinary tract
Livertoxicity, GGT increased
Lung infection

Lymphogitis

MSV

MSV + CMV infection

Mucosal infection (oral)
Mucositis

Norovirus present: enteritis
Pneumonia

Sepsis

Skin viral

Suspected pnemonia (AB given)
Tooth infection

Urinary tract infection
Vaginal infection

Wound infection butt

Embolic event

Headwound by fall

Wound compli head after biopsy
Wound complication

Wound complication tailbone
ALAT increased

ALT increased

ASAT increased

AST increased

Alat

Anaemia
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Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Investigations
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Metabolism and
Musculoskeletal
Musculoskeletal
Musculoskeletal
Musculoskeletal
Musculoskeletal
Musculoskeletal
Musculoskeletal
Musculoskeletal
Musculoskeletal
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system
Nervous system

nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders
nutrition disorders

and connective
and connective
and connective
and connective
and connective
and connective
and connective
and connective
and connective
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

tissue
tissue
tissue
tissue
tissue
tissue
tissue
tissue
tissue

disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

Cardiac troponin increased
Creatinine increased
Creatinine (*

GGT increased

GammaGT *

Hyperglycaemia
Hypernatriaemia
Hypoalbuminemia
Hypokalemia

Hypokaliaemia

Increased ALAT

Increased ASAT

Increased GGT

Increased JGT

Increased liverenzymes

LDH *

LDH “(>5 uln)

Leukopenia

Liver enzymes increased
Liver enzymtoxicity
Liverenzym toxicity
Liverenzymtoxicity
Liverenzymtoxicity *
Livertoxicity

Neutropenia

Neutropenia (*

Neutrophil count decrease
Neutrophil count decreased
Platelet count decrease
Platelet count decreased
Thrombo decreased
Thrombocytopenia

WBC decreased

Weight gain

Weight loss

White blood cells decrease
Anorexia

Diabetes

Glucose intolerance
Glucose intolerance *
Hyperglycemia
Hyperglycemia (*
Hypernatremia

Hypo magnesium
Hypoalbuminemia
Hypokalcaemia intermittent
Hypokalemia

Hypokaliaemia
Hypomagnesium intermittent
Hyponatremia
Hyponatriaemia
Hypophosphatemia
Intermittent Hypokalemia
Intermittent hypokaleamia
Weight gain

Weight gain, lasix given
Weight loss

General weakness
Generalized muscle wekness
Inflammation (Gout)

Muscle pain leg

Muscle weakness

Muscle weakness left

Pain extremity

Pain intermittent

R leg+ foot pain

Cognitive disturbance
Collaps due to orthostasis

Collapse; vasovagal reaction

Critical illness neuropathy
Delier

Delireu

Dizziness

Foot drop

Headache

Peripheral sensory neuropathy

Polyneuropathy - paresis
Somnolence
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Nervous system disorders
Nervous system disorders

Psychiatric disorders
Psychiatric disorders
Psychiatric disorders
Psychiatric disorders
Psychiatric disorders
Psychiatric disorders
Renal and urinary dis
Renal and urinary dis
Renal and urinary dis
Renal and urinary dis
Renal and urinary dis
Renal and urinary dis
Renal and urinary dis
Renal and urinary dis
Renal and urinary dis
Renal and urinary dis
Renal and urinary dis
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Respiratory, thoracic
Respiratory, thoracic
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Skin and subcutaneous
Skin and subcutaneous
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Social circumstances
Surgical and medical
Surgical and medical
Surgical and medical
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Vascular disorders
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and mediastinal
and mediastinal
and mediastinal
and mediastinal
and mediastinal
and mediastinal
tissue disorders
tissue disorders
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procedures
procedures
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procedures

disorders
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Vasovagal reaction

Vasovagal reactions
Confusion under dexamethasone
Delier

Delirium

Depression

Hallucinations

Insomnia

Acute kidney injury

Bladder cramps

Creatinine increased

Dysuria

Elevated creatinine

Fluid retention intermittent
Intermittent fluid retention
Proteinuria (nef.syndrome)
Recidive urine positivex*
Renal failure

Sterile cystitis

Unrinary retention

Urinary incontinence
Urinary retention
Aspiration (pneumonia)
Epistaxis

Hypoxia

Intermit exacerbation asthma
Larynx mucositis

Pneumonia

Decubitus

Pruritis

Rash

Skin ulceration

Difficulty sleepng
Extravasatie skin round infuse
Hypotension during *
Periodontal disease
Placement omaya drain

Wound skinhead due to biopsy
DVT - right arm

Edema

Hematoma: subdural
Hypertension

Hypotension

Oedema

Phlebitis

Subdural haematoma

Thrombo embolic event
Thromboembolic event
Thrombophlebitis

Thrombose

Thrombosis
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