HOVON-89: NON-SERIOUS ADVERSE EVENTS Wednesday December 14
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List of reported NON-SERIOUS AE'’s
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aeterm
affected
exposed
occurrences

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

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
cardiac general
cardiac general
cardiac general
constitutional
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
symptoms

dermatology/skin

dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin
dermatology/skin

Hearing
Hearing loss
ANC

ANC below
ANC low
Granulocytes low
High ferritine
Iron overload
Leucopenia
Leukocytose
Low ANC count
Low platelets
Neutropenia
Neutrophil count decreased
Neutrophile count (ANC) *
Neutrophils

Neutrophils decreased
Platelet count

Platelet decrease
Platelets

Platelets low
Thrombocytopenia
Thrombopenia
Trombocytopenia
Trombopenia

Atrial fibrillation
Atrium fibrillation
Decompensatio cordis
Sinus bradycardia

Agina pectoris

Angina pectoris

Cardiac toxicity
Decompensatio cordis
Hypertension

Oedema legs

Other; thoracal pain
Overload disease*

Pain breast

Pulmonary hypertension
Dyspnea

Fatigue

Fatique

Fever

Flu like symptoms
General malaise
Increased fatigue
Insomnia

Malaise

Other: listlessness
Sweating

Tired

Weight loss

Weightloss

(Pseudo) Psoriasis
Blisters vulva +*
Derm.other-possibly*

Dry skin

Exanthema

Exanthema skin

Itching

Itching skin
Itching/erythema erysipelas
Morbus bowen left leg
Other:indurated abces*
Pruritis
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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
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
gastrointestinal
hemorrhage/bleeding
hemorrhage/bleeding
hepatobiliary/pancreas
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

infection

infection

infection

infection

infection

infection

infection

infection

infection

infection
metabolic/laboratory
metabolic/laboratory

Pruritis/itching Clemastine
Pruritus/itching

Psorasis

Rash

Rash (eczema)

Rash (skin)

Rash - bulleuze erysipelas
Rash/erythema

Skin rash

Skin rash under breasts
Skin; rash

Ulceration (cheek)
Ulceration (leg)
Ulceration cheek
Hypothyroidism

Anorexia

Colitis

Constipation

Diarrea

Diarrhea

Diarrhea (due to constipation)

Diarrhea (episodal)
Diarrhea, due to exjade
Dyspepsia

Fecal incontinence

Gastro enteritis

Mouth stomatitis

Nausea

Obstipation

Other: diverticulitis
Vomiting

Epistaxis hemorr.upper resp.
Hematoma on hand

ALAT

ASAT

Billir

GGT

Bladder infection

Candida - fluconazole
Cellulitits

Fever eci

Fever, no focus, AB given
Flue like symptoms

Herpes nose infection

Inf norm ANC urinary tract
Infection

Infection - respiratory
Infection bladder
Infection eye

Infection foot

Infection hallux right
Infection left eyex*
Infection nail

Infection sinus maxillaris
Infection skin feet
Infection throat

Infection urinary tract*
Infection with normal ANC
Infection, viral hepatitis
Infection-bowel (enteritis)
Infection-throat
Infection; perichondritis
Jaw infection
Mucositis-infection
Mycose (skin infection)
Mycose (skin-infection)
Odontogenic infection
Pulmonal infection
Sinusitis maxillaris
Sinustitis (upper resptr.inf.
Upper resp.infection
Upper respiratory infection
Urinary infection

Urinary track infection
Urinary tract inf.

Urinary tract infection
ALAT increase

ALT
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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
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
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

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

tissue
tissue
tissue
tissue
tissue
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
pulmonary/upper
pulmonary/upper
pulmonary/upper

respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory
respiratory

ANC below
ASAT increase
AST, SGOT

Alat increase
Albumin serum low
Asat increase
Bilirubin
Bilirubin increase
CREAT increase
Creatinine

GFR

GGT-increased
GammaGT

GammaGT increase
Hyperglycemia
Hypocalcemia
Hypokalemia
Hypomagnesia
Increased ASAT
Livertoxicity
Neutropenia
Arthritis

Broken wrist
Cramps muscles
Distal radius fracture
Muscle pain
Musculoskeletal -other *
Musculoskeletal-gout
Myalgia

Neck myalgia
Osteoporosis
Other: muscle pain
Rib fracture
Anxiety

Depression
Dizziness

Fainting

Hand-foot syndrom/PNP?
Headaches (migraine)
Neuropathy sensory
Neuropathy-sensory (*
Pnp

Polyneuropathy
Seizures

Syncope

Cataract right eye
Dry eyes

Abdominal cramps
Back pain

Backpain

Cramps left hand
Headache
Musculoskelet-back
Neuropatic pain
Pain - back

Pain - joints

Pain abdomen

Pain back

Pain back/shoulder
Pain chest wall
Pain feet

Pain head and neck
Pain right hip
Pain-back
Pain-muscle
Pain-right hip
COPD

CcoPD gold II

Cough

Dyspnea

Dyspnea d’effort
Dyspneu d’effort
Dyspnoe

Dyspnoe d’effort
Other: hyposmia
Respiratory tract infection
Tickling cough
Voice changes
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renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
renal/genitourinary
sexual/reproductive function
surgery/intra-operative injury
surgery/intra-operative injury
vascular

Cyctitis

Cystitis

Cystitis antibiotics given
Nefrolithiasis with symptoms
Poly uria

Renal failure

Urinary retention

Decreased sexual function NOS
Dotter procedure *

Removal breast prothesex*
Claudicatio,vessel injury

vascular Deep vein thrombosis
vascular PTCA leg vascular other
vascular Vasculitis
-> group == Arm B: 1

ssoc System organ class

aeterm Adverse Event term

affected Subjects affected number

exposed Subjects exposed number

occurrences Occurrences all number

ssoc aeterm

allergy/immunology Polychondritis
allergy/immunology Vasculitis
auditory/ear Deafness
auditory/ear Ear infection
auditory/ear Otitis external
auditory/ear Polychondritis
blood/bone marrow ANC decreaed
blood/bone marrow ANC decreased
blood/bone marrow Anemia
blood/bone marrow Decreased neutrophils
blood/bone marrow Decreased platelets
blood/bone marrow Leucopenia
blood/bone marrow Low neutrophils
blood/bone marrow Low platelets
blood/bone marrow Neutropenia
blood/bone marrow Neutropeny
blood/bone marrow Neutrophil count decreased
blood/bone marrow Neutrophils
blood/bone marrow Neutrophils (ANC)
blood/bone marrow Neutrophils decrease
blood/bone marrow Neutrophils decreased
blood/bone marrow Platelets
blood/bone marrow Platelets decreased
blood/bone marrow Platelets number decreased
blood/bone marrow Thrombocytopenia
blood/bone marrow Thrombopenia
blood/bone marrow Trombocytopenia
blood/bone marrow Trombopenia
blood/bone marrow WBC decrease
cardiac arrythmia Arrhythmia (flecainide given)
cardiac arrythmia Atrial fibrilation
cardiac arrythmia Atrial fibriliation
cardiac arrythmia Atrial fibrillation
cardiac arrythmia Atrial fibrillation (pacemaker)
cardiac arrythmia Prolonged QTc interval
cardiac general Cardiac ischemia
cardiac general Cardiac ischemia/infarction
cardiac general Decompensatio cordis
cardiac general Hypotension
coagulation Dizzyness, feeling after*
coagulation INR
coagulation INR increased
constitutional symptoms Alg.malaise
constitutional symptoms Fatigue
constitutional symptoms Fatigue (increased)
constitutional symptoms Fatigue/malaise
constitutional symptoms Fatique
constitutional symptoms Fever
constitutional symptoms General malaisia
constitutional symptoms Insomnia
constitutional symptoms Malaise
constitutional symptoms Sweating
constitutional symptoms Sweating (at night)
constitutional symptoms Sweating (night)
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constitutional symptoms
constitutional symptoms

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

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

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

Tired

Weight loss

Acne skinrash

Allergic reaction/rash on *
Eczema prednison given
Erysipelas

Exanthema

Injection site reaction
Itching

Other: eczemateuze laesie
Other: pustels

Pruritis

Pruritis perineum
Pruritus

Rash

Rash (exanthema)

Rash (psoriasis)

Rash maculo-papular
Rash/Exanthema

Skin breakdown/decubitus
Skin rash

Spongiotic dermatitis
Urticaria
Hypothyroidism

Abdominal cramps
Anorexia

Constipation

Diarhea

Diarrhea

Diarrhea due to use of *
Distension

Fissura ani

Heartburn

Hemorrhoids

Nausea

Weight loss

Hematoma, BM procedure
Hemorrhage other: wound leg
Liver function toxicity
Splenohepatomegaly

Abces inguinal

Bladder infection
Bladder infection*
Bladder-infection
Conjunctivitis

Cystitis

Febrile neutropenia augmentin*
Fever, due to the cold*
Flu

Flue infection

Flue like feelings

Gum infection

Herpes simplex infection
Hidradenitis

Infect.with unk.ANC *
Infection (varicella zoster)
Infection - wound
Infection bladder
Infection bladder *
Infection foot

Infection gr 1/2 ANC - *
Infection grade 1/2 ANC *
Infection jaw

Infection pulmonary NOS*
Infection with gr.3/4x%
Infection with normal *
Infection, erysipelas
Infection-ear
Infection-jaw

Otitis

Pneumonia

Pneumonia (infection, unk ANC)
Pulmonal infection
Respiratory infection
Sinusitis
Skin(cellulitis)

Tooth infection

Ulcus leg
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infection

infection

infection

infection

infection

infection

lymphatics
lymphatics
lymphatics
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
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
musculoskeletal/soft
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

neurology

neurology

neurology

neurology

neurology

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

pain

pain

pain

pain

pain

pain

pain

pain

pain

pain

tissue
tissue
tissue
tissue
tissue
tissue
tissue
tissue
tissue
tissue
tissue
tissue
tissue
tissue
tissue

Upper airway infect

Upper airway infection
Upper respiratory infection
Upper respiratory tract inf
Upper respiratory tract infect
Urinary tract infection
Edema

Edema (eye,ankles,pulse,lungs)
Edema feet/enkle after fall
Edema legs

Other: edema right foot
ALAT increased

ALT

Bilirubin

Bilirubin increase
Bilirubin increased
Bilirubine increased

Creat. increased

Creatinin

Creatinine

Creatinine increased

GFR decreased

GGT

Gamma GT increase
Hyperuricemia (Gout)
Hypocalcemia

Hypokalemia

Hyponatremia

Increased methylmalon acid
Neutropenia

Serum ALAT increase
Arthritis

Arthritis (hand)

Arthrose

Arthrose hand

Athralgia

Cramps hands

Cramps in hands increased
Cramps legs

Cramps muscles feet leg
Fracture

Gout

Muscle pain

Musculoskeletal *
Osteonecrosis

Pain in the knee

Ataxia

CNS ischemia

Collaps

Cramps hands

Delirium

Dizziness

Mood alteration:*

Mood alterations, depression*
Neurology-PNP

Neuropathy

Neuropathy -sensory
Neuropathy cranial 5
Neuropathy sens.

Peripheral neuropathy (sensor)
Polyneuropathy
Polyneuropathy sensory
Speech difficulty disorder
Ulnerapathy -> operation*
Complaints eyes
Conjuntivitis

Keratitis

Ophtalmoplegia (double-vision)
(muscle) pain

Back pain

Cramps bowel

Muscle pain

PAIN NOS (whole body)

Pain - back (hernia nucl pulp)
Pain chest

Pain hands (eci)

Pain hip after fall

Pain neck/shoulder
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pain Pain- back 1 95
pain Pain-abdominal 1 95
pain Pain-headache 1 95
pain Pain-joint 1 95
pain Pain-shoulder 1 95
pain Pain/musculoskeletal/bone 1 95
pulmonary/upper respiratory Cough 1 95
pulmonary/upper respiratory Coughing 1 95
pulmonary/upper respiratory Dyspnea 9 95
pulmonary/upper respiratory Dyspnea d’effort 1 95
pulmonary/upper respiratory Dyspneu 2 95
pulmonary/upper respiratory Dyspnoe 3 95
pulmonary/upper respiratory Dyspnoea 1 95
pulmonary/upper respiratory Pleural effusion 1 95
pulmonary/upper respiratory Pneumonia 2 95
pulmonary/upper respiratory Respiratory infection * 1 95
pulmonary/upper respiratory Sarcoidosis 1 95
pulmonary/upper respiratory Sleep apneu 1 95
renal/genitourinary Cystitis 1 95
renal/genitourinary Hydronefrosis left 1 95
renal/genitourinary Renal failure 1 95
renal/genitourinary Renale insuff. 1 95
renal/genitourinary Urinary frequency 1 95
renal/genitourinary Urinary retention 1 95
surgery/intra-operative injury Finger resection trauma 1 95
syndromes Flu like syndrome- * 1 95
vascular Petechia 1 95
vascular Vasculitis 1 95
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