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Anaemia

Anemia

Febrile neutropenia

Neutropenic Fever

Neutropenic fever

Pancytopenia

Acute coronair syndrome

Acute coronary syndrome
Arrhytmia (atrial fibrillation)
Atrial fibrilation

Atrial fibrillation

Atrial fibrillation (paroxycism)
Atrial flutter (arrhytmia)
Bradycardia

Bradycardie

Cardiac arrest

Cardiac arrhytmia

Cardiac failure

Cardiac general:decompensatio cordis
Decompensation Cordis

Heart failure

Left ventricular systolic dysfunction
Myocardial Infarction

Sick sinus syndrome
Supraventricular tachycardia
Tachy-bradycardy syndrome

Total AV Block

Ventricle fibrillation

Hearing impairment

Vertigo
Constipation
Constipation GRII
Constipation II
Diarrhea

Gastrointestinal-PERFORATION COLON
Nausea

Obstipation

Oesophagitis

Perforation GI

Perforation gastrointestinal
Perforation sigmoid (encysted)
Rectal bleeding

Severe pain in abdomen

Vomiting and nausea

Chest pain

Chest pain e.c.i.

Death

Edema

Fatigue

Fever

Fever (before treatment)

Fever of unknown origin

General malaise

General physical health deterioration
Increased pain left thorax
Intercurrent death

Left hip replacement is detached
Malaise

Malaise (due to progressive disease)
Oedema

Pain

Pain left arm + hand

aeterm affected
1

PARRRARRPRRREREFOWNNRENRRERERERRPONRPWRRNRRERRERNRRRRERERRRERPROWWRERERWRAG

exposed
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324
324

occurrences

PRARRPORFPRREPERPEIWNNRENRRPRREPRERRPONRFWRRNRERERRRENRNRRERRPRERRERPROWRRERERWEA R

occurrel

NNRRERERWREAWR

[,

=N

PR R OR R

[N

B

e

fatality fatalrel



HOVON-87: SERIOUS

General disorders
General disorders
General disorders

ADVERSE EVENTS Monday November 21 14:07:13 2022 Page 2

and administration site conditions
and administration site conditions
and administration site conditions

Hepatobiliary disorders
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Injury,

poisoning and procedural complications

and procedural complications
and procedural complications
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and procedural complications
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and procedural complications
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and procedural complications
and procedural complications
and procedural complications
and procedural complications
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and procedural complications

Injury, poisoning
Injury, poisoning
Injury, poisoning
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Injury, poisoning
Injury, poisoning
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Injury, poisoning
Injury, poisoning
Injury, poisoning
Injury, poisoning
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Investigations

Investigations

Investigations

Metabolism and nutrition disorders
Metabolism and nutrition disorders
Metabolism and nutrition disorders
Metabolism and nutrition disorders
Metabolism and nutrition disorders
Metabolism and nutrition disorders
Metabolism and nutrition disorders

Musculoskeletal
Musculoskeletal
Musculoskeletal
Musculoskeletal

and connective tissue disorders
and connective tissue disorders
and connective tissue disorders
and connective tissue disorders

Pneumonitis

Progressive disease MM
Weakness

Cholangitis

Gallstones

Abscess on jaw/tooth

Acute cystitis

Campylobacter infection
Cutaneous infection
Diverticulitis

E. Coli bacteriaemia
Endocarditis infective gr.3
Erysipelas

HAEMOPHILIS INFLUENZA INFECTION
Infection

Infection of bedsores
Infection with normal ANC
Infection-pneumonia

Penumonia (right)

Perineum abscess

Pneumococcal sepsis

Pneumonia

Pneumonia (code 4906)
Pneumonia Pneumococcen
Pneumonia right

Pneumonia with normal ANC
Pneumoniae

Pneumonie

Pneumosepsis

Pulmonary infection

Pyemie

Pyogenic infection right thumb
Relapsing fever

Respiratory infection

Sepsis

Sinusitis/bronchitis
Spondylodiscitis

Upper respiratory tract infection
Upperairway infection

Urinary infection

Urinary infection/pneumonia
Urinary tract infection
Urinary tract infection NOS, 4924
Urinary tract infection/ uro sepsis
Urine infection

Urosepsis

22/3 new vertebral collapse
Acetabulum fracture left side
Collum fracture

Collum fracture right side
Drug intoxication

Femoral neck fracture

Impeding fracture

Infection

Intoxication
Musculoskeletal/softtissue-fracture subtrochanteric leftside
Osteoporotic vertevral fracture
Rib fracture

Rib fracture 9+10 left

Rib fractures right side
Ribfractures

Subcapital humerus fracture
Suspection at occlusion bypass right side
Vertebra fracture

Creatinine level too high
Elevation of creatinine

Serum creatinine elevated
Dehydration

Diabetic ketoacidosis
Electrolyte imbalance
Hypercalceamia

Hypercalcemia

Hypercalciemia

Hyperglycemia

Back pain

Backpain

Fracture hip (left)

Pain
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Pain back

Pain back (under) progressive
Pain in left groin

Pain left hip

Pain-back and ribs, due to bone lesion
Severe back pain

Weakness

AML

Acute myeloid leukemia

Acute myeloide leukemia

Acute myeloide leukemia (SPM)

Adenocarcinoma of the stomach (gastrointestinal- other)

Basaal cell carcinoma re temple, 6mm
Basal cell carcinoma
Basalcellcarcinoma left side cheek
Basalcellulair carcinoma
Bronchioalveolar carcinoma

CML (SPM)

Cancer Pulm

Cancer corpus uteri

Colon carcinoma

Colon/rectal carcinoma

Cutaneous follicular lymphoma
Death

Duodenum tumor

Gastro intestinal adeno-carcinoma
Lumpectomie left breast

Lung cancer carcinoma

MDS

Mamma carcioma left (relapse 1993)
Melanoma right flank (SPM)
Melanoma skin (SPM)

Ovarian adenocarcinoma

Ovarian carcinoma

PROGRESSIVE DISEASE MM

Papillair urotheliacell carcinoma
Plasmacytoom

Possible papillary urothelial cell carcinoma
Progression

Progression M myeloma

Prostate ca. (SPM)

Recurrent pulmonal adenocarcinoma
Renal cell carcinoma

SPM Renal cell carcinoma

SPM basal cell carcinoma

SPM lung carcinoma

SPM: 2x Basal Cell carcinoma

SPM; Recto-sigmoid adenocarcinoma
Second malignancy

Second primair malignancy

Second primary malignancy (MDS)
Squamous cell carcinoma

Stomach cancer (gastrointestinal-other) (SPM)
T. NHL

Tumor mass spinal canal

Urosepsis

(left) leg paresis

CMS ischemia: CVA

CNS cerebrovascular ischemia

CNS cerebrovscular ischemi= minor stroke
CNS transcient ischemic attack
Cerebral Vascular accident
Cerebrovascular ischemia (CNS)
Critical illness polyneuropathy
Dizziness

Guillain-Barree

Ischemic CVA

Neurological symptoms
Polyneuropathy

Somnolentia due to medication
Syncope

TIA

Anxiety

Confusion

Delirium

Panic disorder

Psychose

Transient confusion
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Renal and urinary disorders

Renal and urinary disorders

Renal and urinary disorders

Renal and urinary disorders

Renal and urinary disorders

Renal and urinary 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
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
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
Skin and subcutaneous tissue disorders

Skin and subcutaneous tissue disorders

Skin and subcutaneous tissue disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders

Vascular disorders
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ssoccd Primary SOC for this MedDRA term

Page 4

A acute loss of renal function
Acute renal failure

Difficulty urinating

Kidney failure

Renal insufficiency

Renal insufficiency exacerbation
Complaints of known benign prostatic hyperplasia
Bronchospasm after pentamidin inhalation
COPD exacerbation

COPD excacerbation

Dyspnea

Dyspnoe

Exacerbation COPD

Interstitial lung desease
Interstitial pneumonitis

Pleural pain

Pneumonia due to aspiration
Pneumonia due to aspiration (second time)
Pneumonitis

Pneumonitis due to ERCP
Pneumothorax right

Pulmonary arterial hypertension
Pulmonary embolism

Pulmonary infiltrate

Pulmonary infiltrates

Pulmonary infiltration

Pulmonic embolism

Respiratoire insufficient
Subsegmental pulmonary embolism
Trombosis ctc grade 3

Desquamating Rash

Erythroderma

Rash

Bleeding

CNS ischemia

Circulatory collapse

Collaps

Collaps e.c.i.

Collapse e.c.i.

DVT

DVT (Deep Vein thrombosis)

Deep vein thrombosis

Deep vein trombosis

Hypertension

Phlebitis with fever gr.3
Thrombosis

Thrombosis right vene saphena magna
Venous thrombosis leg (Superficial vein Thrombosis)
Vte

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

Allergic reaction

Anaemia

Anemia

Febrile neutropenia

Febrile neutropenia with urosepsis

Fever

Fever with neutropenia/trombopenia
Hemoglobin (anemia)

Neutropenic fever

Neutropenic fever (febrile neutropenia)
Pancytopenia

Rash

Splenic bleeding

ACS=acute coronary syndrome

ACUTE CORONARY SYNDROME WITH DECOMPENSATION CORDIS
Acute subendocardial infarction(icdl10=121.4)

affected
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Cardiac disorders
Ear and labyrinth
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Eye disorders

Eye disorders
Gastrointestinal
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Infections
Infections
Infections
Infections
Infections
Infections
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Angina pectoris

Anteroseptal myocardial infarction
Atrial fibrilation

Atrial fibrillation

Atrial flutter with av block
Atrium flutter

Bradycardia

Bradytachy Syndrome

Cardiac arrest

Cardiac arrythmia

Dec.cordis

Decompensatio cordis
Decompensation

Myocardial infarction
Myocardinfarct

Ventricular tachycardia (VT)
Worsening decompensation cordis
Hearing loss

Vertigo

Hypothyroidism

Blurred vision

Wet acute macula degeneration (AMD)
Acute bleeding from the stomach
Constipation

Diahoea

Diarrhea

Enterocolitis

Gastro intestinal disorders
Hernia Inguinalis

Ileus, GI

Intestinal bleeding

Nausea

Pain abdomen

Sigmoid Polyp (Secondary malignancy)
Ulcer Gl stomach

Vomiting

Febris, in the absence of neutropenia
Fever

Fever eci

Fever with normal ANC

Flu like syndrome CTC-Grade 2
Malaise

Pain

Pain, left side of thorax
Pain-chest pain

Physical Dysconfort

Progressive disease

Thoracal pain

Urinary infection

Cholangitis

Cholecystitis

Icterus

Liver cirrhosis

Allergic reaction
(hospitalization for) Herpes keratitis
15 pneumonia

Abcess jaw

Aggravated infection

Airway infection with ANC gr 3.
Appendicitis

Bilateral pneumonia

Bronchitis

Cystitis

Diverticulitis with fistula
Erysipelas

Fasciitis necroticans right arm = soft tissue infection
Gastro enteritis

Gastro entritis

Gastroenteritis

Herpes zoster

Infection

Infection (febrilia)

Infection - pneumonia

Infection Airway

Infection other: hydradenitis
Infection respiratory tract
Infection urinary tract
Infection with grade 2 ANC
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Infection with normal ANC’upper airway nos’

Infection wound
Infection-lung

Lung infection
Osteomyelitis

Paronychia digitalis 3 right hand
Perforated appendicitis
Persistent pneumonia
Pleural Infection
Pneumonia

Pneumonia left side lung
Pneumonie

Pneumothorax

Pneunomia

Pulmonary infect
Pulmonary infection

Recurrence panaritium tendineum digitalis 3 right hand

Respiratory infection

Sepsis

Sinusitis with normal ANC
Surgery for infected hip prosthesis
Suspect infection hip (low grade)
Suspect pneumonia

Suspicion diverticullitis
Unknown infection

Upper Respiratory infection.
Upper airway infection

Upper respiratory infection
Urinary tract infection

Urinary tract infection with normal ANC
Urine tract infection

Urosepsis

VIRAL GASTROENTERITIS

Viral Infection

5758 hip fracture

Bone fracture

Bone fracture (sternum)

Clogged feeding tube

Collom fracture

Compression lower vertebrae (+thoracal)
Fall

Fracture

Fracture (femur left)

Fracture C2

Fracture Th7 and clavicula
Fracture right hip

Fracture, grade 3

Hip fracture

Hip fracture right hip

Humerus fracture right

Jaw fracture

Left femur fracture

Subdural hematoma

Thoracal pain

Platelets

Dehydratio

Dehydration

Fluid retention

Hyperkalaemia

Shoulder pain

Unregulated Diabetes Mellitus II
(musculo) skeletal pain back
Back pain

Calcium Phosphate crystal arthritis
Hospitalization for back pain
Mono arthritis

Muscle aching

Neck pain

Osteolytic lesion (progression)
Pain (and social issues)

Pain (lumbal)

Pain cervical

Pain in shoulder

Polyartritis

Prepatellar bursitis

(Renal insufficiency) GFR

2nd malignancy pancreas

2x squamous cell carcinoma (SPM)
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AML

Acute myeloide leukemie
Adenocarcinoma

Adenocarcinoma in colon sigmoidea
Adenocarcinoma lung

Basaal cell carcinoma chest

Basal Cell Carcinoma

Basal cell Carcinoma

Basal cell carcinoma

Basal cell carcinoma (SPM

Basal cell carcinoma nasal

Basal cell carcinoma on skin

Basal cell carcinoma (SPM)

Basal cell carcinoma/SPM

Basal cellcarcinoma skin (SPM)
Basaliom

Bowens disease (SPM)

Brain Metastases

Brain tumor

Breast Carcinoma (SPM)

Breast cancer

Breast cancer (SPM)

COLORECTAL ADENOCARCINOMA (SPM)
Cancer colicoecicum met.

Carcinoma gastrointestinal
Carcinoma of the tongue

Chronic myelomonocytic leukemia
Colon Adenocarcinoma

Colon cancer

Colon cancer (sec malignancy)

Colon polyp > tubulovillous ademona (low grade)
Coloncarcinoma

Colonpolyp, tubulovillous adenoma
Cutaneous squamous cell carcinoma (2nd primary malignancy)
Leukemia secondary to oncology chemo = ALL
Low grade adenoma

MDS

MDS (SPM)

Melanoma on the back

Meningeoom= meningeoma

Metastasis of squamous cell cancer
Metastatic squamous cell carcinoma
Morbus Bowen

Multiple myeloma progression
Nodular basalioma (2 cutaneus lesions)
Nodular melanoma

Non hogdkin lymphoma

Peri bronchial small cell cancer
Plasma cell leukemia

Progression of multiple myeloma
Prostate Cancer

SPM - Spinocellulair Carcinoma

SPM ; Nodulair Basocellulair carcinoma
SPM colon adenocarcinoma

SPM: Penis carcinoma

Secondary malignancy - melanoma
Secondary malignancy: adenocarcinoma colon
Skin cancer in situ, mb bowen

Solid skin tumour

Squamous cell carcinoma

Squamous cell carcinoma (SPM
Squamous cell carcinoma (SPM)
Squamous cell carcinoma (SPM) (3rd)
Squamous cell carcinoma of the skin
Squamous cell carcinoma skin head
CNS Ischemia (TIA)

CVA-left

Cerebellair infarct left (TIA)
Cerebral infarction(occlusion a.media)
Cerebral vascular ischemia
Cerebrovascular ischemia

Cns cerebrovascular ischemia
Collaps

Dizziness

Ischemia Cerebrovascular

Ischemic CVA (with hemiparesis)
Lipothymia

Neurocardiac-syncope

FRRRPRPRPRPRRPRERRERRERRERRERRRRR R RRRRRRERERRRRRRRRRRRRNRRRRERRRRRRRRRRRRRRERRRRERRRRRRRRRRREREN

332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332
332

FRRRPRRPRPRPRRPRRERRERRRRERRR R R RRRRRRERERRRRRRRRRRRRNRRRRERRRRRRRRRRRRRRERRRRERRRRRRRRRRREREN

PR RRERE RN

[N

(SN (SN

PRRPRRRRRE PRRER. PR RN [ e e R R

[,

[N

PR RRRRE.

e

e

B

e



HOVON-87: SERIOUS ADVERSE EVENTS Monday November 21 14:07:13 2022 Page 8

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

Reproductive
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,
Respiratory,

disorder
disorder
disorder
disorder
disorder
disorder
disorder
disorder
disorder
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

system and breast disorders
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Skin and subcutaneous
Skin and subcutaneous
Skin and subcutaneous
Surgical and medical procedures
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Neuropathy (sensory gr.3)
Neuropathy sensory
Orthostatic collapse
Parkinson symptoms

Seizure

Syncope

TIA

Transient Ischaemic Attack
Transitoric cerebral Ischemia
(kidney) bleeding

Acute kidney insufficiency
Hematuria

Hematuria because of urine tract infection

Kidney failure

Kidney stone

Renal failure

Renal failure (insufficientie)
Renal insufficiency

Urine weg infectie/pyelonefritris
Epididymis inflammation
Bilateral pulmonary embolism
Dyspnea

Dyspnoe

Exacerbation of COPD
Impending resp. insuff.
Interstitial lung disease
Lung abscess

Lung embolism

Lungemboly

Pleural Effusion

Pneumonia

Pneumonitis

Pneumothorax

Pulmonary embolism

Pulmonary infection

Diffuse Erythema

Hand skin reaction

Rash

Cholecystectomy

Turp (transurethal prostateresection)
(rash)vasculitis

Arteria iliaca stenosis
Collaps

DVT

DVT (deep vein thrombosis)
DVT leg

Deep vein thrombosis

Deep vein thrombosis, left leg
Deep venous thrombosis

Deep venous thrombus
Longembolus

Pulmonary embolism
Thrombophlebitis left leg
Thrombosis

Thrombosis leg

Trombosis (DVT) left leg
Vasculitis

Vasculitis (rash)
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