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Case ID Country ALL PTs Patient Age 
(Years)

Patient Gender Medical History Concomitant Medications WW Identifier Batch/Lot 
Number

GERMANY Acute pulmonary oedema, Pulmonary embolism 85.00 Female VAXZEVRIA; VAXZEVRIA 092F21A

GERMANY Sudden death 86.00 Male SPIKEVAX; SPIKEVAX 3004951

AUSTRIA Death 73.00 Male Diabetes mellitus(C); Hypertension(C); COVID-19 
VACCINE MODERNA(H); COVID-19 VACCINE 
MODERNA(H)

CZECH REPUBLIC Dyspnoea, Leukaemia, Pain, Pain in extremity, Rash macular, Spinal 
pain

72.00 Female Cardiac disorder(C)

THAILAND Cerebral haemorrhage, Fall 85.00 Female ASTRAZENECA COVID-19 VACCINE

GERMANY Death 72.00 Male

GERMANY Cerebrovascular accident 82.00 Female

GERMANY Death 66.00 Male Coronary artery disease(C); Coronary artery bypass

GERMANY Death, Loss of consciousness 89.00 Female

GERMANY Cardiac arrest 90.00 Male Cardiac failure(C) 000117A

DENMARK Cardiac arrest 67.00 Female SPIKEVAX; SPIKEVAX PANODIL; LANSOPRAZOL CF; EFASTAD; 
ZARATOR MAX; CARDIOSTAD PLUS; 
VENLAFAXIN KRKA; IBUPROFEN DH; 
KLORZOXAZON; METFORMIN BOIE

3004959

GERMANY Cerebrovascular accident 96.00 Male

PORTUGAL Chills, Respiratory distress 85.00 Male Chronic kidney disease(H); Cardiovascular 
disorder(H)

3005885

GERMANY Myocardial infarction 66.00 Male 216044

GERMANY Sudden death 81.00 Male

UNITED KINGDOM COVID-19, Ruptured cerebral aneurysm 76.00 Female 000014A

GREECE Chills, Coronary artery occlusion, Death, Dyspnoea, Fatigue, Feeling 
cold, Myocardial infarction, Pyrexia

73.00 Male Hypertension(H); Diabetes mellitus(H)

JAPAN Pneumonia aspiration, Respiratory failure 82.00 Male Cardiac failure(C); Chronic obstructive pulmonary 
disease(C)

3005700

KOREA, REPUBLIC 
OF

Sudden death 66.00 Male KR-MODERNATX, INC.-

CROATIA Agonal respiration, Death 93.00 Female Cor pulmonale chronic(C); Chronic respiratory 
failure(C); Goitre(C); Scoliosis(C); 
Cholecystectomy; Hypertension(C); Delusion(C); 
VAXZEVRIA; VAXZEVRIA; Neurosis(H); 
OXYGEN(H)

ATROVENT N; KALINORM; LEXILLIUM; 
NEBILET; RISSET; FUROSEMIDA MK 
[FUROSEMIDE]

3004952
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Case ID Country ALL PTs Patient Age 
(Years)

Patient Gender Medical History Concomitant Medications WW Identifier Batch/Lot 
Number

UNITED STATES Discomfort, Dizziness, Feeling of body temperature change, 
Pulmonary thrombosis

66.00 Female PFIZER BIONTECH COVID-19 VACCINE; 
PFIZER BIONTECH COVID-19 VACCINE

PLAVIX

GERMANY Asthenia, Death, Dehydration, Diarrhoea, Dizziness, Malaise, Nausea 78.00 Female Adrenal insufficiency(H); Autoimmune 
thyroiditis(H); Vitamin B12 deficiency(H); 
VAXZEVRIA; COMIRNATY

GERMANY Cardiac arrest 79.00 Female Hypertension(C); Hiatus hernia(C); B-cell small 
lymphocytic lymphoma(C); Hyperlipidaemia(C); 
Spinal osteoarthritis(C)

3005291

FINLAND Brain injury, Myocardial ischaemia, Ventricular fibrillation 86.00 Male 3006274

JAPAN Arrhythmia, Cardio-respiratory arrest, Myocardial infarction, 
Respiratory arrest

96.00 Female Dementia(C); Gastritis(C); Cerebral infarction(H) LANSOPRAZOLE; MEMANTINE 
HYDROCHLORIDE; MEMANTINE 
HYDROCHLORIDE; EXCEGRAN; ENSURE 
H

3005701

GERMANY Death, Fatigue, Influenza, Paraesthesia, Vomiting 81.00 Female Heart valve calcification(C) 000114AM

JAPAN Aortic dissection, Cardio-respiratory arrest, Dyspnoea 68.00 Female COMIRNATY; COMIRNATY 3005840

UNITED KINGDOM Hypertension, Oxygen saturation decreased, Pyrexia, Tachycardia 79.00 Male Pulmonary fibrosis(H); Lower respiratory tract 
infection(H); Dyspnoea(H); Hypertension(C); 
Oxygen saturation decreased(H); Arthritis(H); (H); 
COVID-19(H)

ATORVASTATIN; PFIZER BIONTECH 
COVID-19 VACCINE; DOXYCYCLINE; 
MORPHINE; SALBUTAMOL

GERMANY Sudden death 65.00 Male Coronary artery disease(H); Atrial fibrillation(H); 
Hypertension(H)

000105A

GERMANY Sudden death 67.00 Male VAXZEVRIA; COMIRNATY 3004951

SPAIN COVID-19 pneumonia, Vaccination failure 65.00 Male VAXZEVRIA 216001

GERMANY Cerebral infarction, Cerebrovascular accident, Hemiparesis 80.00 Male Atrial fibrillation(C); BNT162B2; BNT162B2 092F21A

JAPAN Drowning, Listless, Somnolence 77.00 Female Uterine cancer(C); Rectal cancer(C); Metastases to 
lymph nodes(C); COMIRNATY; COMIRNATY

TEGAFUR;URACIL 3006279

JAPAN Acidosis, Arthralgia, Cardiac arrest, Listless, Oedema peripheral, 
Pericarditis, Pleural effusion, Pulmonary congestion

94.00 Female Diabetes mellitus(C); Chronic kidney disease(C); 
Cardiac failure chronic(C); Dementia(C); Chronic 
sinusitis(C); Bronchitis chronic(C); Angina 
pectoris(C); Hyperuricaemia(C); Constipation(C); 
Subarachnoid haemorrhage(H); CELECOX(H); 
KAKKONTOKASENKYUSHIN'I 
[CINNAMOMUM CASSIA BARK;CNIDIUM 
OFFICINALE RHIZOME;EPHEDRA SPP. 
HERB;GLYCYRRHIZA SPP. ROOT;MAGNOLIA 
SPP. FLOWER;PAEONIA LACTIFLORA 
ROOT;PUERARIA LOBATA ROOT;ZINGIBER 
OFFICINALE RHIZOME;ZIZIPHUS JUJUBA 
FRUIT](H); Spinal operation

CALONAL; TRAZENTA; AMLODIN; LASIX 
P; ALDACTONE A; FEBURIC; MEMARY; 
BISOLVON; GASMOTIN SR; YODEL-S

3005840

SPAIN Death 68.00 Male VAXZEVRIA 031G21A

TAIWAN, PROVINCE 
OF CHINA

Cardiac arrest 71.00 Female Diabetes mellitus(C); Hypertension(C)

TAIWAN, PROVINCE 
OF CHINA

Fatigue, Myalgia, Vaccination site pain 71.00 Female
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Case ID Country ALL PTs Patient Age 
(Years)

Patient Gender Medical History Concomitant Medications WW Identifier Batch/Lot 
Number

TAIWAN, PROVINCE 
OF CHINA

Altered state of consciousness 77.00 Female 006K21A_111
0208-CDC

TAIWAN, PROVINCE 
OF CHINA

Chest discomfort 77.00 Male

TAIWAN, PROVINCE 
OF CHINA

Death 92.00 Female

JAPAN Acute myocardial infarction, Cardio-respiratory arrest, Feeling 
abnormal, Malaise

86.00 Male Hypertension(C); Diabetes mellitus(C); 
COMIRNATY; COMIRNATY; Eczema(C); 
Dementia(C); Insomnia(C); Cerebral infarction(C); 
Cardiac failure chronic(C); Back pain(C); Femoral 
neck fracture(H); Spinal compression fracture(H)

NEXIUM EBB; RUPAFIN; MEMANTINE 
HYDROCHLORIDE OD; SERTRALINE; 
BAYASPIRIN; ZOLPIDEM TARTRATE; 
CELECOXIB; AMLODIPINE

3005786

TAIWAN, PROVINCE 
OF CHINA

Abdominal pain, Abdominal pain upper, Chest pain, Syncope 73.00 Female Diabetes mellitus(C); Hypertension(C); Cardiac 
failure(H)

TAIWAN, PROVINCE 
OF CHINA

Headache, Syncope, Vomiting 72.00 Female Diabetes mellitus(C); Dialysis; ASTRAZENECA 
COVID-19 VACCINE; ASTRAZENECA COVID-
19 VACCINE

TAIWAN, PROVINCE 
OF CHINA

Altered state of consciousness 87.00 Male Diabetes mellitus(C); End stage renal disease(C); 
Dialysis; Coronary artery disease(C); Stent 
placement

TAIWAN, PROVINCE 
OF CHINA

Death 70.00 Male

TAIWAN, PROVINCE 
OF CHINA

Chest pain 80.00 Female

TAIWAN, PROVINCE 
OF CHINA

Death 69.00 Male

TAIWAN, PROVINCE 
OF CHINA

Abdominal pain, Altered state of consciousness 75.00 Male Myocardial ischaemia(H); Essential 
hypertension(H); End stage renal disease(H); Colon 
cancer stage II(H); Haemodialysis

050F21A_111
0124-CDC

TAIWAN, PROVINCE 
OF CHINA

Altered state of consciousness, Syncope 72.00 Female 006K21A_111
0208-CDC

TAIWAN, PROVINCE 
OF CHINA

Apnoea, Cardiac arrest, Loss of consciousness 72.00 Male 050F21A-
1110124-CDC

TAIWAN, PROVINCE 
OF CHINA

Decreased appetite, Pyrexia 86.00 Female Bronchiectasis(C); ASTRAZENECA COVID-19 
VACCINE; ASTRAZENECA COVID-19 
VACCINE

072F21A_111
0129-CDC

SWITZERLAND Death 77.00 Male Tobacco user(C); Lung neoplasm malignant(C); 
Colon cancer(C); Hypercholesterolaemia(C); 
Diabetes mellitus(H)

PREDNISONE TEVA; ACIDUM FOLICUM; 
SIMCORA; DUODART; EFFORTIL; 
SOLARAZE; DAFALGAN
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Case ID Country ALL PTs Patient Age 
(Years)

Patient Gender Medical History Concomitant Medications WW Identifier Batch/Lot 
Number

SWITZERLAND Asthenia, Death, Head injury 85.00 Male Renal impairment(C); Metastatic malignant 
melanoma(C); Hypochromic anaemia(C); Urinary 
tract infection(H); Ischaemic cardiomyopathy(H); 
Cardiac pacemaker insertion; Gout(H); Drug 
hypersensitivity; Peripheral venous disease(C); 
Peripheral arterial occlusive disease(H)

JAPAN Cardio-respiratory arrest, Drowning, Vaccination site pain 90.00 Female Hypertension(C); Diabetes mellitus(C); Lacunar 
infarction(C); Gastrooesophageal reflux disease(C); 
Spinal compression fracture(H)

ATELEC; MICARDIS; ALDACTONE A; 
TAKEPRON; PLETAAL; METGLUCO; 
GASMOTIN SR; RIKKUNSHITO 
[ATRACTYLODES LANCEA 
RHIZOME;CITRUS AURANTIUM 
PEEL;GLYCYRRHIZA SPP. ROOT;PANAX 
GINSENG ROOT;PINELLIA TERNATA 
TUBER;PORIA COCOS 
SCLEROTIUM;ZINGIBER OFFICINALE 
RHIZOME;ZIZIPHUS JUJUBA FRUIT]

000008A

JAPAN Angina pectoris, Death 72.00 Male

TAIWAN, PROVINCE 
OF CHINA

Cardiac arrest 71.00 Female

TAIWAN, PROVINCE 
OF CHINA

Insomnia 66.00 Male

TAIWAN, PROVINCE 
OF CHINA

Cold sweat, Presyncope 84.00 Male Hypertension(C); Diabetes mellitus(C)

TAIWAN, PROVINCE 
OF CHINA

Cardiac arrest 78.00 Female Atrial fibrillation(C); Hypertensive heart disease(C)

TAIWAN, PROVINCE 
OF CHINA

Abdominal pain 65.00 Male

TAIWAN, PROVINCE 
OF CHINA

Death 67.00 Female

TAIWAN, PROVINCE 
OF CHINA

Pyrexia 83.00 Male Cerebrovascular accident(C); Hypertension(C)

JAPAN Apnoea, Cardiac arrest, Cardiac failure acute, Depressed level of 
consciousness, Near drowning, Pulmonary oedema

80.00 Female Craniotomy(H); Intra-cerebral aneurysm 
operation(H)

JAPAN Arrhythmia, Arteriosclerosis, Cardio-respiratory arrest 73.00 Female Chronic kidney disease(C); Glomerulonephritis(C); 
Haemodialysis; Spinal stenosis(C)

RIZEN; MEVALOTIN; FEBURIC; 
MAINTATE; PLAVIX; TAKECAB; 
ORKEDIA; CEROCRAL; DOPS; TARLIGE

3006279

JAPAN Arrhythmia, Cardio-respiratory arrest, Visceral congestion 81.00 Female 3006279

GERMANY Death 67.00 Male 000128A

NORWAY Atrial fibrillation, Cardiac failure, COVID-19 immunisation, 
Endotracheal intubation, Renal failure, Respiratory failure, 
Staphylococcal sepsis, Tachycardia

71.00 Male Chronic kidney disease(H); Chronic obstructive 
pulmonary disease(H); Cardiac failure(H); 
Emphysema(H); Plasma cell myeloma(H); 
Comirnaty; Comirnaty

DARATUMUMAB; BORTEZOMIB; 
DEXAMETHASONE

JAPAN Death, Pyrexia, Respiratory arrest, Sputum increased 88.00 Male Neoplasm malignant(C); Comirnaty; Comirnaty; 
Prostate cancer(C); Cerebral infarction(H)

3006279
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Case ID Country ALL PTs Patient Age 
(Years)

Patient Gender Medical History Concomitant Medications WW Identifier Batch/Lot 
Number

GERMANY Cerebral haemorrhage 84.00 Female 3005690

JAPAN Acute respiratory failure, Cardio-respiratory arrest 93.00 Male Cerebral infarction(C); Chronic kidney disease(C); 
Rheumatoid arthritis(C); Food allergy(H); Bile duct 
stone(H); Choledocholithotomy; Pneumonia 
aspiration(H)

000009A

JAPAN Anaemia, Cardiac failure, Cardio-respiratory arrest, Depressed level of 
consciousness, Dyspnoea, Haematochezia, Polyp

86.00 Female Cardiac failure congestive(C) 3005786

JAPAN Death, Depressed level of consciousness 76.00 Male Cerebral infarction(C); Diabetes mellitus(C); 
Cerebral infarction(H); COMIRNATY; 
COMIRNATY

3005786

JAPAN Death, Loss of consciousness 83.00 Female Diabetes mellitus(C); Hypertension(C); 
Dementia(C); Aortic valve stenosis(C); 
Delirium(H); COMIRNATY; COMIRNATY

SEIBULE; METGLUCO; TRADIANCE; 
MICAMLO; AMLODIPINE; YOKUKANSAN

000025A

GERMANY Granulomatosis with polyangiitis 77.00 Female Granulomatosis with polyangiitis(C); 
COMIRNATY; COMIRNATY

000087A

TAIWAN, PROVINCE 
OF CHINA

Asthma, Chest discomfort 87.00 Female Diabetes mellitus(C); Hypoacusis(C)

TAIWAN, PROVINCE 
OF CHINA

Acute myocardial infarction 85.00 Female 006K21A 
1110210-CDC

TAIWAN, PROVINCE 
OF CHINA

Fatigue, Headache, Myalgia, Pain in extremity 75.00 Male

GERMANY Pulmonary embolism 84.00 Female

GERMANY Cardiac failure 91.00 Male Aortic valve incompetence(H); Lymphoma(H); 
Atrial fibrillation(H); Aortic valve stenosis(H); 
Goitre(H); Cardiac failure(H); Cataract(H)

007G21A

GERMANY Cerebral haemorrhage 91.00 Female COMIRNATY; COMIRNATY 000125A

JAPAN Aortic dissection, Cardio-respiratory arrest 80.00 Female Aortic dissection(H) 000001A

SPAIN COVID-19 pneumonia, Dyspnoea, Vaccination failure 68.00 Male Type 1 diabetes mellitus(C); Solid organ transplant; 
Chronic kidney disease(C); Angina pectoris(H); 
Myocardial ischaemia(H); COVID-19(H)

3005790; 
300042722; 
3000494

UNITED KINGDOM Cardiac death 75.00 Male 000074A

JAPAN Acute myocardial infarction, Arrhythmia, Cardiac arrest, Loss of 
consciousness, Pulmonary congestion

69.00 Female Hypertension(C); Hyperlipidaemia(C); Back 
pain(C)

UNITED KINGDOM Death 83.00 Female Neoplasm(C); Chemotherapy; Hypertension(C); 
Squamous cell carcinoma(C); Gastrointestinal 
neoplasm(C); SARS-COV-2 VACCINE(H); SARS-
COV-2 VACCINE(H); SARS-COV-2 
VACCINE(H); Radiotherapy; Benign pleural 
neoplasm(C)

ALLOPURINOL; ATENOLOL; DONEPEZIL; 
FLUOXETINE; LANSOPRAZOLE; 
MEMANTINE; MIRTAZAPINE; SENNA 
[SENNA ALEXANDRINA]; SIMVASTATIN; 
PARACETAMOL

000076A

GERMANY Cardiac failure 86.00 Male Chronic obstructive pulmonary disease(C); 
Hypertension(C); Tricuspid valve 
incompetence(C); Cardiac failure(C); Cardiac 
failure(C); Urinary incontinence(C); Dyspnoea 
exertional(C); Hypoxia(C); Atrial fibrillation(C); 
COMIRNATY; COMIRNATY

000114A

JAPAN Acute respiratory distress syndrome, Pneumonia 79.00 Male Hypertension(C); Urticaria chronic(C) LOSARTAN K; PREDONINE-1; ZOLPIDEM 
TARTRATE

000009A
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Case ID Country ALL PTs Patient Age 
(Years)

Patient Gender Medical History Concomitant Medications WW Identifier Batch/Lot 
Number

TAIWAN, PROVINCE 
OF CHINA

Myocardial infarction 68.00 Male

SWEDEN COVID-19 immunisation, Nausea, Sudden death 90.00 Female COVID-19 immunisation; Hypertension(C); 
Ileus(H); COVID-19 immunisation; Memory 
impairment(C); Cerebrovascular accident(H); 
Chronic obstructive pulmonary disease(C); COVID-
19 immunisation

3006270

GERMANY Acute myocardial infarction, Dyspnoea, Malaise, Ventricular 
fibrillation

72.00 Female Cardiac failure(H); Supraventricular 
extrasystoles(H); Type 2 diabetes mellitus(C); 
Hypertension(C); Guillain-Barre syndrome(C); 
Diaphragmatic paralysis(H); COMIRNATY; 
COMIRNATY

21046

UNITED KINGDOM Cardiac arrest 87.00 Male Cerebrovascular accident(H); Cardiac pacemaker 
insertion

000076A

UNITED KINGDOM Cardiac arrest 87.00 Male Myocardial ischaemia(H); Atrial fibrillation(H); 
Cerebrovascular accident(H); Cardiac assistance 
device user(H); Obstructive sleep apnoea 
syndrome(H); Knee arthroplasty

ATORVASTATIN; EDOXABAN; 
FUROSEMIDE; INDAPAMIDE; 
OMEPRAZOLE

0000768

GREECE Death, Dyspnoea 78.00 Female

JAPAN Cardio-respiratory arrest, Death, Decreased activity, Incontinence, 
Pyrexia

65.00 Male Schizophrenia(C) 3006278

UNITED KINGDOM Death 89.00 Female Dementia Alzheimer's type(C); Asthenia(C) COMIRNATY; NITROFURANTOIN 000075A

TAIWAN, PROVINCE 
OF CHINA

Death 72.00 Male Hypertension(C); Diabetes mellitus(C)

TAIWAN, PROVINCE 
OF CHINA

Fatigue, Pyrexia 83.00 Male Diabetes mellitus(C); Hypertension(C); 
Cerebrovascular accident(H); Myocardial 
infarction(H)

JAPAN Apnoea, Cardiac hypertrophy, Cardio-respiratory arrest, Chills, 
Feeling hot, Incontinence, Malaise, Muscular weakness, Pain, Pyrexia

65.00 Male Mitral valve repair; Hypertension(C); 
COMIRNATY; COMIRNATY

3006278

TAIWAN, PROVINCE 
OF CHINA

Fatigue, Headache, Vomiting 70.00 Male

TAIWAN, PROVINCE 
OF CHINA

Pulmonary embolism 95.00 Female Hypertension(C); Dementia(C)

TAIWAN, PROVINCE 
OF CHINA

Thrombocytopenia 65.00 Female

TAIWAN, PROVINCE 
OF CHINA

Death 69.00 Male 048M21A_11
10504

GERMANY Death, Influenza 80.00 Female SPIKEVAX; SPIKEVAX 3004962

SWEDEN Cardiac arrest, COVID-19 immunisation, Decreased appetite, Fatigue, 
General physical health deterioration, Malnutrition, Mobility 
decreased, Multiple organ dysfunction syndrome, Personality change

94.00 Female Upper limb fracture(H); Drug hypersensitivity; 
Colon cancer(H); Angina pectoris(C); Diarrhoea(H)

016G21A

GERMANY Cardiac arrest, Dyspnoea, Sudden death 80.00 Male 3005696

GERMANY Pulmonary embolism, Pulmonary oedema 85.00 Male VAXZEVRIA; VAXZEVRIA 092F3AA
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Case ID Country ALL PTs Patient Age 
(Years)

Patient Gender Medical History Concomitant Medications WW Identifier Batch/Lot 
Number

SWEDEN Aortic dissection, COVID-19 immunisation, Pulmonary embolism 75.00 Male COVID-19 immunisation(H); Pulmonary 
embolism(H); Oxygen therapy(C); Hemiparesis(C); 
Respiratory failure(C); COVID-19 
immunisation(H); Cerebrovascular accident(H); 
Hypertension(C)

3003659

GERMANY Aspiration, Asthenia, Atonic seizures, Dementia Alzheimer's type, 
Dysarthria, Dysphagia, Dyspnoea, Palliative care, Quadriplegia

88.00 Female Depression(H); Polyneuropathy(C); 
Hyperlipidaemia(C); Hypertension(C)

092F21A

UNITED STATES Fall 77.00 Male Plasma cell myeloma(H); Hypertension(H); Gait 
disturbance(H); Arrhythmia(H); Cardiac pacemaker 
insertion; Deep vein thrombosis(H)

POMALIDOMIDE; DEXAMETHASONE; 
NEURONTIN; LACTULOSE

JAPAN Blood pressure decreased, Bradycardia, Cardio-respiratory arrest, 
Chest discomfort, Depressed level of consciousness, Mydriasis, 
Oxygen saturation decreased, Restlessness, Sudden cardiac death

74.00 Male Cardiac failure(C); Chronic kidney disease(C); 
Carotid arteriosclerosis(C); Hypertension(C); 
Diabetes mellitus(C); Dyslipidaemia(C); 
Constipation(C); Gastric ulcer haemorrhage(C); 
COMIRNATY; COMIRNATY(H)

GERMANY Cerebrovascular accident 80.00 Male Atrial fibrillation(C); Diabetes mellitus(C); 
VAXZEVRIA; Food allergy

UNITED KINGDOM Agitation, Agonal respiration, Cardiac arrest, Choking, Confusional 
state, Delirium, Fall, Hypotension, Malaise, Personality change, 
Productive cough, Psychomotor hyperactivity, Seizure

90.00 Female Heavy menstrual bleeding(H); 
Hyperparathyroidism(H); Blood pressure 
fluctuation(H); Syncope(H); Eyelid rash(H); 
Sarcoma(H); Femur fracture(H); Depression(C); 
Arthritis(C); Anxiety(C)

PHILIPPINES Loss of consciousness 74.00 Male 068F21A

UNITED KINGDOM Lower respiratory tract infection, Pneumonia 87.00 Male 000081A

UNITED KINGDOM Pneumonia 87.00 Male Left ventricular dysfunction(H); Aortic stenosis(H); 
Myocardial ischaemia(H); Chronic kidney 
disease(C); Pulmonary hypertension(C)

APIXABAN; HYDROXOCOBALAMIN; 
TAMSULOSIN; FINASTERIDE; 
ATORVASTATIN; LANSOPRAZOLE; 
EPOETIN NOS

000081A

JAPAN Cardiac death 70.00 Male Hypertension(C); Diabetes mellitus(C); Myocardial 
infarction(C); Cardiac failure chronic(C); Chronic 
kidney disease(C); Hyperlipidaemia(C); Myocardial 
ischaemia(C); Atrial fibrillation(C); 
Gastrooesophageal reflux disease(C)

000224A

JAPAN Bacterial infection, Multiple organ dysfunction syndrome, Pneumonia, 
Pulmonary alveolar haemorrhage, Respiratory failure, Vasculitis

84.00 Female Back pain(C); Hypertension(C); Dementia(C); 
COMIRNATY; COMIRNATY

UNITED STATES Dementia, Interchange of vaccine products, Parkinson's disease, 
Pyrexia, Seizure

75.00 Male Alcohol use(H); Drug hypersensitivity; Non-
tobacco user(C); Arterial stent insertion; 
Parkinson's disease(C)

VENLAFAXINE; LORAZEPAM; 
MIDODRINE; TRAZODONE; MIRALAX; 
TYLENOL; VITAMIN D2; PREVACID; 
SEROQUEL

065K21A; 
030H21B

UNITED KINGDOM Abdominal pain, COVID-19, Death, Fatigue, Thirst, Vomiting 98.00 Male Suspected COVID-19(H); SARS-COV-2 
VACCINE(H); SARS-COV-2 VACCINE; SARS-
COV-2 VACCINE

PARACETAMOL

UNITED KINGDOM Pneumonia 82.00 Male Living in residential institution(H); 
Hypertension(C); Vascular dementia(C); Atrial 
fibrillation(C); Type 2 diabetes mellitus(C); 
Chronic kidney disease(C); SARS-COV-2 
VACCINE; SARS-COV-2 VACCINE; SARS-COV-
2 VACCINE

BENPERIDOL; BISOPROLOL; 
GLICLAZIDE; LINAGLIPTIN; 
MIRTAZAPINE

000018A

ITALY Dyspnoea, Non-small cell lung cancer, Pleural effusion 89.00 Female COMIRNATY; COMIRNATY 214024 sc 
09/02/2022

GERMANY Cerebral haemorrhage 68.00 Male Hypertension(C); Parkinson's disease(C); 
VAXZEVRIA

042G21A

10
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Case ID Country ALL PTs Patient Age 
(Years)

Patient Gender Medical History Concomitant Medications WW Identifier Batch/Lot 
Number

TAIWAN, PROVINCE 
OF CHINA

Death 81.00 Male Hypertension(C); Dialysis; ASTRAZENECA 
COVID-19 VACCINE; ASTRAZENECA COVID-
19 VACCINE

TAIWAN, PROVINCE 
OF CHINA

Decreased appetite 88.00 Male Dialysis

TAIWAN, PROVINCE 
OF CHINA

Death 80.00 Female Dialysis; COVID-19 VACCINE ASTRAZENECA; 
COVID-19 VACCINE ASTRAZENECA

2100696_111
0525

SWEDEN Cardiac arrest, Hypoxic-ischaemic encephalopathy 79.00 Female COVID-19 immunisation; Torticollis(C); COVID-
19 immunisation; COVID-19 immunisation; 
Depression(C)

000037A

UNITED KINGDOM Aortic stenosis, Chronic kidney disease, Pneumonia 87.00 Male Myocardial ischaemia(C); Aortic stenosis(C); 
Chronic kidney disease(C); Epistaxis(H); Cardiac 
failure(H); Pulmonary hypertension(C)

APIXABAN; ATORVASTATIN; 
FINASTERIDE; LANSOPRAZOLE; 
TAMSULOSIN; HYDROXOCOBALAMIN; 
EPOETIN NOS

000081A

GERMANY Myocardial infarction 66.00 Female COMIRNATY; COMIRNATY 0001401

GERMANY Bone cancer 88.00 Female COMIRNATY; COMIRNATY 092F21A

UNITED KINGDOM Cerebrovascular accident, Grip strength decreased, Muscular 
weakness, Status epilepticus

83.00 Male Vitamin B12 deficiency(H); Hypertension(C) AMLODIPINE

SWEDEN Asthenia, Cardiac failure, COVID-19 immunisation, Decreased 
appetite, Dyspnoea, Fatigue, Pulmonary embolism

85.00 Female COVID-19 immunisation; COVID-19 
immunisation; Diabetes mellitus(C); 
Hypertension(C); COVID-19 immunisation

000037A

ESTONIA COVID-19, Vaccination failure 84.00 Female Osteoporosis(C); Glaucoma(C) ATORVASTATIN; VITAMIN D 3; CALCIUM 3005243

11
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Appendix 11.29d Elderly: Fatal case narratives after Booster
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Appendix 11.29e Elderly: Literature Search Methodology 

(((("Aged, 80 and over"[MeSH Terms]) OR ("Elderly"[Text Word])) OR ("Elderly"[MeSH 
Terms])) AND (("mrna vaccines"[MeSH Terms] OR "2019 ncov vaccine mrna 1273"[MeSH 
Terms] OR ("2019 ncov vaccine mrna 1273"[MeSH Terms] OR ("2019 ncov"[All Fields] AND 
"vaccine"[All Fields] AND "mRNA 1273"[All Fields]) OR "2019 ncov vaccine mrna 1273"[All 
Fields] OR "mRNA 1273"[All Fields] OR "mRNA 1273"[All Fields] OR ("2019 ncov vaccine 
mrna 1273"[MeSH Terms] OR ("2019 ncov"[All Fields] AND "vaccine"[All Fields] AND 
"mRNA 1273"[All Fields]) OR "2019 ncov vaccine mrna 1273"[All Fields] OR "mrna1273"[All 
Fields]) OR ("modernatx"[All Fields] AND "1273"[All Fields]) OR "1273"[All Fields] OR ("2019 
ncov vaccine mrna 1273"[MeSH Terms] OR ("2019 ncov"[All Fields] AND "vaccine"[All Fields] 
AND "mRNA 1273"[All Fields]) OR "2019 ncov vaccine mrna 1273"[All Fields] OR "m 
1273"[All Fields]) OR "m 1273"[All Fields] OR ("moderna"[All Fields] AND ("covid 19 
vaccines"[MeSH Terms] OR ("covid 19"[All Fields] AND "vaccines"[All Fields]) OR "covid 19 
vaccines"[All Fields] OR ("covid19"[All Fields] AND "vaccine"[All Fields]) OR "covid19 
vaccine"[All Fields])) OR "moderna covid 19 vaccine"[All Fields] OR "moderna covid 19 
vaccine"[All Fields] OR "moderna covid 19 vaccine"[All Fields] OR "SPIKEVAX"[All Fields] 
OR ("2019 ncov vaccine mrna 1273"[MeSH Terms] OR ("2019 ncov"[All Fields] AND 
"vaccine"[All Fields] AND "mRNA 1273"[All Fields]) OR "2019 ncov vaccine mrna 1273"[All 
Fields] OR "elasomeran"[All Fields]) OR "CX-024414"[All Fields] OR "tak 919"[All Fields] OR 
"tak 919"[All Fields] OR ("2019 ncov vaccine mrna 1273"[MeSH Terms] OR ("2019 ncov"[All 
Fields]) OR (SARS-CoV-2 vaccination) AND "vaccine"[All Fields] AND "mRNA 1273"[All 
Fields]) OR "2019 ncov vaccine mrna 1273"[All Fields]))) AND (("2022/01/01"[Date - 
Publication] : "2022/06/18"[Date - Publication]))) 
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Appendix 11.30a Children: Cumulative event counts in the < 18 years age group 

 
 
 

5960



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Subtotal Subtotal 72 48 16 15 77 50 17 15 151 159

Subtotal 0 0 1 0 0 0 1 0 1 1

Coombs positive haemolytic anaemia 0 0 1 0 0 0 1 0 1 1

Subtotal 2 0 2 1 3 0 1 1 5 5

Anaemia 2 0 1 1 3 0 0 1 4 4

Microcytic anaemia 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Haemolysis 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 2 0 1 0 1 0 2 2

Hyperleukocytosis 0 0 1 0 0 0 1 0 1 1

Lymphocytosis 0 0 1 0 1 0 0 0 1 1

Subtotal 70 48 7 6 73 50 5 6 131 134

Lymph node pain 0 1 0 0 0 1 0 0 1 1

Lymphadenitis 2 3 0 1 2 4 0 0 6 6

Lymphadenopathy 68 45 7 6 71 45 5 6 126 127

Subtotal 0 0 0 1 0 0 0 1 1 1

Pancytopenia 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 7 7 0 0 7 7 14 14

Immune thrombocytopenia 0 0 1 3 0 0 1 3 4 4

Thrombocytopenia 0 0 4 4 0 0 4 4 8 8

Thrombosis with thrombocytopenia 0 0 2 0 0 0 2 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Thrombocytosis 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 26 24 148 58 39 27 160 59 256 285

Subtotal 2 1 1 0 2 1 1 0 4 4

Cardiac disorder 1 1 1 0 1 1 1 0 3 3

Cardiovascular disorder 1 0 0 0 1 0 0 0 1 1

Subtotal 13 7 16 4 17 7 12 5 40 41

Cardiac discomfort 0 0 0 1 0 0 0 1 1 1

Palpitations 13 7 16 4 17 7 12 4 40 40

Subtotal 0 0 1 2 0 0 1 2 3 3

Angina pectoris 0 0 1 1 0 0 1 1 2 2

Myocardial infarction 0 0 0 1 0 0 0 1 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Cardiomegaly 0 1 0 0 0 1 0 0 1 1

Subtotal 1 1 98 36 1 1 100 36 136 138

Myocarditis 1 1 73 23 1 1 74 23 98 99

Myopericarditis 0 0 25 13 0 0 26 13 38 39

Subtotal 2 0 21 8 2 0 21 8 31 31

Pericarditis 2 0 21 8 2 0 21 8 31 31

Subtotal 10 14 18 9 14 15 16 8 51 53

Arrhythmia 2 1 4 0 2 1 4 0 7 7

Bradycardia 0 0 2 1 0 0 2 1 3 3

Bradycardia neonatal 0 0 1 0 0 0 1 0 1 1

Cardiac flutter 0 0 1 0 0 0 1 0 1 1

Extrasystoles 1 1 0 0 1 1 0 0 2 2

Neonatal bradyarrhythmia 0 0 0 1 0 0 0 1 1 1

Tachycardia 8 12 10 7 10 13 8 6 37 37

Tachycardia paroxysmal 1 0 0 0 1 0 0 0 1 1

Subtotal 2 0 4 1 3 1 4 0 7 8

Atrial fibrillation 1 0 1 0 1 0 1 0 2 2

Atrial tachycardia 0 0 1 0 0 0 1 0 1 1

Sinus arrhythmia 0 0 0 1 0 1 0 0 1 1

Sinus bradycardia 1 0 0 0 1 0 0 0 1 1

Noninfectious pericarditis

Rate and rhythm disorders NEC

Supraventricular arrhythmias

Lymphatic system disorders NEC

Marrow depression and hypoplastic anaemias

Thrombocytopenias

Thrombocytoses

Cardiac disorders

Cardiac disorders NEC

Cardiac signs and symptoms NEC

Ischaemic coronary artery disorders

Myocardial disorders NEC

Noninfectious myocarditis

Non Serious Serious Non Serious Serious

Blood and lymphatic system disorders

Anaemias haemolytic immune

Anaemias NEC

Haemolyses NEC

Leukocytoses NEC

SOC HLT PT # Cases # Events

Cases  
Grand Total

Events 
Grand Total

1
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Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Sinus tachycardia 0 0 1 0 0 0 1 0 1 1

Supraventricular tachycardia 0 0 2 0 1 0 1 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Tricuspid valve incompetence 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 4 0 0 1 4 0 5 5

Cardiac arrest 0 0 3 0 0 0 3 0 3 3

Ventricular extrasystoles 0 1 0 0 0 1 0 0 1 1

Ventricular tachycardia 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 0 0 8 3 1 0 7 6 11 14

Subtotal 0 0 1 1 0 0 1 1 2 2

Atrial septal defect 0 0 0 1 0 0 0 1 1 1

Ventricular septal defect 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Bicuspid aortic valve 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Aplasia 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Transposition of the great vessels 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1

Haemoglobinopathy 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 1 0 0 1 1 2 2

Laryngomalacia 0 0 1 0 0 0 1 0 1 1

Tracheo-oesophageal fistula 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Hypospadias 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Coloboma 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 1 0 0 1 1 2 2

Patent ductus arteriosus 0 0 1 0 0 0 1 0 1 1

Persistent foetal circulation 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Congenital hydronephrosis 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Congenital skin disorder 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 18 19 14 6 20 21 16 9 57 66

Subtotal 6 0 2 2 7 0 1 2 10 10

Ear discomfort 0 0 0 1 0 0 0 1 1 1

Ear pain 5 0 2 1 6 0 1 1 8 8

Ear swelling 1 0 0 0 1 0 0 0 1 1

Subtotal 1 1 7 2 1 2 7 1 11 11

Deafness 0 0 1 1 0 0 1 1 2 2

Deafness transitory 0 0 1 0 0 0 1 0 1 1

Hypoacusis 1 1 5 1 1 2 5 0 8 8

Subtotal 2 0 0 0 2 0 0 0 2 2

Hyperacusis 2 0 0 0 2 0 0 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Meniere's disease 0 0 1 0 0 0 1 0 1 1

Subtotal 10 19 6 5 10 19 7 6 40 42

Tinnitus 2 3 2 4 2 3 2 4 11 11

Vertigo 8 16 5 2 8 16 5 2 31 31

Subtotal Subtotal 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Silent thyroiditis 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 31 12 22 3 49 13 26 3 68 91

Endocrine disorders

Acute and chronic thyroiditis

Eye disorders

Skin and subcutaneous tissue disorders 
congenital NEC

Ear and labyrinth disorders

Ear disorders NEC

Hearing losses

Hyperacusia

Inner ear disorders NEC

Inner ear signs and symptoms

Haemoglobinopathies congenital

Laryngeal and tracheal disorders congenital

Male reproductive tract disorders congenital

Ocular disorders congenital NEC

Persistent foetal circulation disorders

Renal and urinary tract disorders congenital 
NEC

Tricuspid valvular disorders

Ventricular arrhythmias and cardiac arrest

Congenital, familial and genetic disorders

Cardiac septal defects congenital

Cardiac valve disorders congenital

Congenital disorders NEC

Great vessel disorders congenital

Cases  
Grand Total

Events 
Grand Total

2
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Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal 1 0 2 0 3 0 1 0 3 4

Conjunctival hyperaemia 0 0 2 0 2 0 1 0 2 3

Conjunctival oedema 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2

Blepharospasm 0 0 2 0 0 0 2 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Uveitis 0 0 1 0 0 0 1 0 1 1

Subtotal 2 1 0 0 2 1 0 0 3 3

Dry eye 0 1 0 0 0 1 0 0 1 1

Lacrimation increased 2 0 0 0 2 0 0 0 2 2

Subtotal 2 4 1 0 2 4 1 0 7 7

Erythema of eyelid 1 1 0 0 1 1 0 0 2 2

Eyelid oedema 0 2 1 0 0 2 1 0 3 3

Swelling of eyelid 1 1 0 0 1 1 0 0 2 2

Subtotal 8 1 3 1 9 1 2 1 13 13

Eye pain 3 1 2 0 4 1 1 0 6 6

Eye swelling 3 0 1 0 3 0 1 0 4 4

Periorbital swelling 2 0 0 1 2 0 0 1 3 3

Subtotal 6 1 2 0 7 1 1 0 9 9

Eye discharge 1 0 0 0 1 0 0 0 1 1

Eye irritation 1 0 2 0 2 0 1 0 3 3

Ocular hyperaemia 4 1 0 0 4 1 0 0 5 5

Subtotal 0 0 2 0 1 0 1 0 2 2

Eye movement disorder 0 0 1 0 1 0 0 0 1 1

Strabismus 0 0 1 0 0 0 1 0 1 1

Subtotal 5 1 0 0 5 1 0 0 6 6

Asthenopia 1 0 0 0 1 0 0 0 1 1

Photophobia 4 1 0 0 4 1 0 0 5 5

Subtotal 0 0 1 0 0 0 1 0 1 1

Papilloedema 0 0 1 0 0 0 1 0 1 1

Subtotal 1 1 1 0 2 1 0 0 3 3

Mydriasis 1 1 1 0 2 1 0 0 3 3

Subtotal 7 4 11 2 9 4 13 2 24 28

Diplopia 1 0 5 1 1 0 5 1 7 7

Vision blurred 7 4 9 1 8 4 8 1 21 21

Subtotal 1 0 0 0 1 0 0 0 1 1

Visual field defect 1 0 0 0 1 0 0 0 1 1

Subtotal 4 0 6 0 8 0 3 0 10 11

Blindness 0 0 1 0 0 0 1 0 1 1

Visual impairment 4 0 5 0 8 0 2 0 9 10

Subtotal Subtotal 236 159 74 51 358 203 74 62 520 697

Subtotal 0 0 1 0 1 0 0 0 1 1

Gastrointestinal sounds abnormal 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 1 0 0 1 1 2 2

Colitis ulcerative 0 0 1 0 0 0 1 0 1 1

Enterocolitis haemorrhagic 0 0 0 1 0 0 0 1 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Teething 0 1 0 0 0 1 0 0 1 1

Subtotal 36 21 8 2 39 21 5 2 67 67

Diarrhoea 35 21 8 2 38 21 5 2 66 66

Diarrhoea neonatal 1 0 0 0 1 0 0 0 1 1

Subtotal 2 0 1 0 3 0 0 0 3 3

Dyspepsia 2 0 1 0 3 0 0 0 3 3

Subtotal 2 1 2 0 3 1 2 0 5 6

Visual impairment and blindness (excl colour 
blindness)

Gastrointestinal disorders

Abdominal findings abnormal

Colitis (excl infective)

Dental disorders NEC

Diarrhoea (excl infective)

Dyspeptic signs and symptoms

Faecal abnormalities NEC

Ocular nerve and muscle disorders

Ocular sensation disorders

Optic disc abnormalities NEC

Pupil disorders

Visual disorders NEC

Visual field disorders

Conjunctival infections, irritations and 
inflammations

Eyelid movement disorders

Iris and uveal tract infections, irritations and 
inflammations

Lacrimation disorders

Lid, lash and lacrimal infections, irritations 
and inflammations

Ocular disorders NEC

Ocular infections, inflammations and 
associated manifestations

Cases  
Grand Total

Events 
Grand Total

3
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Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Abnormal faeces 0 1 0 0 0 1 0 0 1 1

Faeces discoloured 1 0 1 0 1 0 1 0 2 2

Mucous stools 1 0 2 0 2 0 1 0 3 3

Subtotal 0 0 1 0 0 0 1 0 1 1

Flatulence 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Gastric ulcer 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Gastritis 0 0 1 0 0 0 1 0 1 1

Subtotal 31 33 13 9 34 33 10 9 86 86

Abdominal pain 20 25 9 8 21 25 8 8 62 62

Abdominal pain lower 0 3 0 0 0 3 0 0 3 3

Abdominal pain upper 11 5 4 1 13 5 2 1 21 21

Subtotal 3 3 1 0 4 3 0 0 7 7

Constipation 2 1 1 0 3 1 0 0 4 4

Gastrooesophageal reflux disease 1 2 0 0 1 2 0 0 3 3

Subtotal 2 8 0 0 2 8 0 0 10 10

Functional gastrointestinal disorder 0 1 0 0 0 1 0 0 1 1

Gastrointestinal disorder 2 7 0 0 2 7 0 0 9 9

Subtotal 1 0 1 0 2 0 0 0 2 2

Bowel movement irregularity 0 0 1 0 1 0 0 0 1 1

Dyschezia 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1

Enteritis 0 0 1 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Hyperchlorhydria 1 0 0 0 1 0 0 0 1 1

Subtotal 7 2 1 1 8 2 0 1 11 11

Abdominal discomfort 4 2 0 1 4 2 0 1 7 7

Dysphagia 2 0 1 0 3 0 0 0 3 3

Odynophagia 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Frequent bowel movements 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Intestinal haematoma 0 0 1 0 0 0 1 0 1 1

Subtotal 176 105 51 39 230 121 40 42 371 433

Infantile spitting up 0 2 0 0 0 2 0 0 2 2

Infantile vomiting 2 1 1 0 3 1 0 0 4 4

Nausea 115 56 30 21 127 58 19 20 222 224

Retching 0 2 0 0 0 2 0 0 2 2

Vomiting 92 56 28 24 100 58 21 22 200 201

Subtotal 1 0 5 2 1 0 8 2 8 11

Gastrointestinal haemorrhage 0 0 2 0 0 0 2 0 2 2

Haematemesis 0 0 1 2 0 0 1 2 3 3

Haematochezia 1 0 3 0 1 0 4 0 4 5

Melaena 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1

Salivary hypersecretion 0 0 1 0 1 0 0 0 1 1

Subtotal 0 2 0 0 0 2 0 0 2 2

Cheilitis 0 2 0 0 0 2 0 0 2 2

Subtotal 7 4 3 1 10 4 2 2 15 18

Hypoaesthesia oral 0 2 2 1 1 2 1 1 5 5

Lip discolouration 1 0 1 0 1 0 1 0 2 2

Lip erythema 0 1 0 0 0 1 0 0 1 1

Lip pain 1 0 0 0 1 0 0 0 1 1

Oral dryness and saliva altered

Oral soft tissue disorders NEC

Oral soft tissue signs and symptoms

Gastrointestinal mucosal dystrophies and 
secretion disorders

Gastrointestinal signs and symptoms NEC

Gastrointestinal spastic and hypermotility 
disorders

Intestinal haemorrhages

Nausea and vomiting symptoms

Non-site specific gastrointestinal 
haemorrhages

Gastritis (excl infective)

Gastrointestinal and abdominal pains (excl 
oral and throat)

Gastrointestinal atonic and hypomotility 
disorders NEC

Gastrointestinal disorders NEC

Gastrointestinal dyskinetic disorders

Gastrointestinal inflammatory disorders NEC

Flatulence, bloating and distension

Gastric ulcers and perforation

Cases 
Grand Total

Events 
Grand Total

4
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Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Lip pruritus 1 0 0 0 1 0 0 0 1 1

Oral mucosal blistering 1 0 0 0 1 0 0 0 1 1

Oral mucosal eruption 0 1 0 0 0 1 0 0 1 1

Oral mucosal erythema 1 0 0 0 1 0 0 0 1 1

Oral pain 1 0 0 1 1 0 0 1 2 2

Paraesthesia oral 3 0 0 0 3 0 0 0 3 3

Subtotal 8 2 1 3 9 4 1 2 14 16

Lip oedema 3 1 0 1 3 1 0 1 5 5

Lip swelling 3 1 1 2 3 3 1 1 7 8

Mouth swelling 1 0 0 0 1 0 0 0 1 1

Palatal oedema 1 0 0 0 1 0 0 0 1 1

Palatal swelling 1 0 0 0 1 0 0 0 1 1

Subtotal 3 1 0 0 4 1 0 0 4 5

Aphthous ulcer 2 0 0 0 2 0 0 0 2 2

Mouth ulceration 1 1 0 0 1 1 0 0 2 2

Stomatitis 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Tongue disorder 1 0 0 0 1 0 0 0 1 1

Subtotal 2 2 1 1 2 2 1 1 6 6

Swollen tongue 1 1 0 0 1 1 0 0 2 2

Tongue discolouration 1 1 0 0 1 1 0 0 2 2

Tongue eruption 0 0 1 0 0 0 1 0 1 1

Tongue pruritus 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Umbilical hernia 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 1,480 872 219 140 2,331 1,582 282 206 2,711 4,401

Subtotal 4 6 0 1 4 6 0 1 11 11

Administration site erythema 2 0 0 0 2 0 0 0 2 2

Administration site induration 0 1 0 0 0 1 0 0 1 1

Administration site inflammation 1 0 0 0 1 0 0 0 1 1

Administration site joint erythema 0 1 0 0 0 1 0 0 1 1

Administration site lymphadenopathy 1 1 0 0 1 1 0 0 2 2

Administration site oedema 0 1 0 0 0 1 0 0 1 1

Administration site pain 0 1 0 1 0 1 0 1 2 2

Administration site pruritus 0 1 0 0 0 1 0 0 1 1

Subtotal 490 33 0 0 490 33 0 0 523 523

No adverse event 490 33 0 0 490 33 0 0 523 523

Subtotal 5 2 0 0 5 2 0 0 7 7

Application site erythema 1 1 0 0 1 1 0 0 2 2

Application site pain 3 0 0 0 3 0 0 0 3 3

Application site reaction 1 1 0 0 1 1 0 0 2 2

Subtotal 253 171 67 34 324 195 57 36 525 612

Asthenia 52 81 18 12 57 81 14 13 163 165

Fatigue 158 68 36 14 171 71 27 13 276 282

Malaise 89 42 22 11 96 43 16 10 164 165

Subtotal 0 0 6 0 0 0 6 0 6 6

Hyperthermia 0 0 5 0 0 0 5 0 5 5

Hypothermia 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 5 5 0 0 5 5 10 10

Death 0 0 3 4 0 0 3 4 7 7

Death neonatal 0 0 2 0 0 0 2 0 2 2

Premature baby death 0 0 0 1 0 0 0 1 1 1

Subtotal 434 432 107 74 465 442 89 69 1,047 1,065

Fever neonatal 0 0 1 0 0 0 1 0 1 1

Tongue signs and symptoms

Umbilical hernias

General disorders and administration site 
conditions Administration site reactions NEC

Adverse effect absent

Application and instillation site reactions

Asthenic conditions

Body temperature altered

Death and sudden death

Febrile disorders

Oral soft tissue swelling and oedema

Stomatitis and ulceration

Tongue disorders

Cases 
Grand Total

Events 
Grand Total

5
5965



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Hyperpyrexia 5 0 9 8 5 0 9 8 22 22

Pyrexia 429 432 97 66 460 442 79 61 1,024 1,042

Subtotal 104 84 21 11 122 87 13 12 220 234

Chills 74 74 12 10 80 74 7 10 170 171

Feeling abnormal 24 3 4 0 26 3 3 0 31 32

Feeling cold 5 4 3 0 7 4 1 0 12 12

Feeling hot 4 5 3 1 6 5 1 1 13 13

Feeling jittery 1 0 0 0 1 0 0 0 1 1

Hunger 0 0 0 1 0 0 0 1 1 1

Sensation of foreign body 0 0 1 0 0 0 1 0 1 1

Sense of oppression 1 0 0 0 1 0 0 0 1 1

Thirst 1 1 0 0 1 1 0 0 2 2

Subtotal 4 1 3 0 4 1 3 0 8 8

Gait disturbance 4 0 3 0 4 0 3 0 7 7

Gait inability 0 1 0 0 0 1 0 0 1 1

Subtotal 120 191 21 11 131 245 14 10 343 400

Adhesion 2 0 0 0 2 0 0 0 2 2

Concomitant disease aggravated 1 0 0 0 1 0 0 0 1 1

Condition aggravated 1 1 7 1 3 1 5 1 10 10

Crying 10 4 0 0 10 4 0 0 14 14

Developmental delay 2 0 0 0 2 0 0 0 2 2

Exercise tolerance decreased 0 0 1 1 0 0 1 1 2 2

General physical health deterioration 1 1 1 0 1 1 1 0 3 3

Ill-defined disorder 0 0 1 0 0 0 1 0 1 1

Illness 9 1 1 0 10 1 0 0 11 11

Induration 0 27 0 0 0 27 0 0 27 27

Influenza like illness 21 33 7 2 25 33 3 2 63 63

Local reaction 1 94 1 0 2 95 0 0 96 97

Multiple organ dysfunction syndrome 0 0 1 0 0 0 1 0 1 1

Nonspecific reaction 1 0 0 0 1 0 0 0 1 1

Performance status decreased 1 0 1 0 1 0 1 0 2 2

Peripheral swelling 15 6 2 2 17 7 1 1 25 26

Physical deconditioning 1 0 0 0 1 0 0 0 1 1

Swelling 7 71 0 5 7 71 0 5 83 83

Swelling face 3 3 0 1 3 5 0 0 7 8

Unevaluable event 45 0 0 0 45 0 0 0 45 45

Subtotal 0 4 2 0 0 4 2 0 6 6

Inflammation 0 4 2 0 0 4 2 0 6 6

Subtotal 1 0 0 0 1 0 0 0 1 1

Infusion site rash 1 0 0 0 1 0 0 0 1 1

Subtotal 87 59 9 7 125 75 7 6 162 213

Injected limb mobility decreased 1 0 0 2 1 0 0 2 3 3

Injection site cyst 2 0 0 0 2 0 0 0 2 2

Injection site erythema 19 11 1 1 19 13 1 0 32 33

Injection site haematoma 1 1 0 0 1 1 0 0 2 2

Injection site hypoaesthesia 4 0 0 0 4 0 0 0 4 4

Injection site induration 2 1 0 0 2 1 0 0 3 3

Injection site inflammation 5 0 0 0 5 0 0 0 5 5

Injection site mass 1 0 0 0 1 0 0 0 1 1

Injection site oedema 5 0 1 0 5 0 1 0 6 6

Injection site pain 49 40 6 2 52 41 3 1 97 97

Injection site paraesthesia 0 0 0 1 0 0 0 1 1 1

Injection site pruritus 7 0 0 0 7 0 0 0 7 7

Injection site rash 2 0 1 0 2 0 1 0 3 3

Feelings and sensations NEC

Gait disturbances

General signs and symptoms NEC

Inflammations

Infusion site reactions

Injection site reactions

Cases 
Grand Total

Events 
Grand Total

6
5966



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Injection site reaction 8 6 0 2 8 6 0 2 16 16

Injection site swelling 8 6 1 1 9 7 1 0 16 17

Injection site urticaria 1 1 0 0 1 1 0 0 2 2

Injection site vesicles 1 1 0 0 1 1 0 0 2 2

Injection site warmth 5 3 0 1 5 4 0 0 9 9

Subtotal 2 0 0 0 2 0 0 0 2 2

Mass 1 0 0 0 1 0 0 0 1 1

Nodule 1 0 0 0 1 0 0 0 1 1

Subtotal 11 3 4 2 11 3 5 2 20 21

Face oedema 2 0 1 0 2 0 1 0 3 3

Localised oedema 3 0 1 1 3 0 1 1 5 5

Oedema 3 1 0 0 3 1 0 0 4 4

Oedema peripheral 3 2 3 1 3 2 3 1 9 9

Subtotal 109 299 64 40 135 309 59 40 512 543

Axillary pain 14 5 1 0 14 5 1 0 20 20

Chest discomfort 16 8 9 5 19 8 6 5 38 38

Chest pain 40 43 56 23 50 44 47 22 162 163

Discomfort 5 1 0 0 5 1 0 0 6 6

Facial pain 0 1 0 0 0 1 0 0 1 1

Pain 39 247 7 14 42 249 5 13 307 309

Tenderness 5 1 0 0 5 1 0 0 6 6

Subtotal 9 12 2 12 12 12 0 12 35 36

Adverse drug reaction 0 0 0 1 0 0 0 1 1 1

Adverse event 3 0 0 1 4 0 0 1 4 5

Adverse reaction 1 0 0 0 1 0 0 0 1 1

Idiosyncratic drug reaction 0 0 1 0 1 0 0 0 1 1

Immediate post-injection reaction 2 0 1 0 3 0 0 0 3 3

No reaction on previous exposure to drug 2 1 0 0 2 1 0 0 3 3

Therapeutic response unexpected 1 0 0 0 1 0 0 0 1 1

Therapy partial responder 0 11 0 0 0 11 0 0 11 11

Vaccination failure 0 0 0 10 0 0 0 10 10 10

Subtotal 0 0 0 1 0 0 0 1 1 1

Metaplasia 0 0 0 1 0 0 0 1 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Ulcer 0 1 0 0 0 1 0 0 1 1

Subtotal 317 134 21 9 500 167 22 12 481 701

Extensive swelling of vaccinated limb 2 4 0 0 2 4 0 0 6 6

Vaccination site anaesthesia 0 1 0 0 0 1 0 0 1 1

Vaccination site bruising 1 0 0 0 1 0 0 0 1 1

Vaccination site discolouration 2 0 0 0 2 0 0 0 2 2

Vaccination site discomfort 2 6 0 0 3 6 0 0 8 9

Vaccination site erythema 69 18 2 1 70 19 1 1 90 91

Vaccination site hypoaesthesia 2 0 1 0 2 0 1 0 3 3

Vaccination site induration 4 1 0 1 4 1 0 1 6 6

Vaccination site inflammation 11 3 0 1 11 3 0 1 15 15

Vaccination site joint erythema 2 0 0 0 2 0 0 0 2 2

Vaccination site lymphadenopathy 7 8 0 1 7 8 0 1 16 16

Vaccination site macule 3 1 0 1 3 1 0 1 5 5

Vaccination site mass 9 0 0 0 9 0 0 0 9 9

Vaccination site movement impairment 4 0 1 0 4 0 1 0 5 5

Vaccination site oedema 31 4 2 0 31 5 2 0 37 38

Vaccination site pain 194 70 13 6 206 72 8 5 283 291

Vaccination site paraesthesia 0 1 0 0 0 1 0 0 1 1

Vaccination site plaque 3 1 0 0 3 1 0 0 4 4

Vaccination site reactions

Mass conditions NEC

Oedema NEC

Pain and discomfort NEC

Therapeutic and nontherapeutic responses

Trophic disorders

Ulcers NEC

Cases 
Grand Total

Events 
Grand Total

7
5967



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Vaccination site pruritus 22 4 2 0 22 4 2 0 28 28

Vaccination site rash 30 4 1 0 30 4 1 0 35 35

Vaccination site reaction 20 18 4 1 22 18 2 1 43 43

Vaccination site swelling 32 15 3 0 34 15 3 0 50 52

Vaccination site urticaria 3 2 0 0 3 2 0 0 5 5

Vaccination site warmth 29 2 1 1 29 2 1 1 33 33

Subtotal Subtotal 3 2 7 0 4 2 6 0 12 12

Subtotal 2 1 1 0 2 1 1 0 4 4

Hyperbilirubinaemia 0 0 1 0 0 0 1 0 1 1

Jaundice 2 1 0 0 2 1 0 0 3 3

Subtotal 0 1 0 0 0 1 0 0 1 1

Liver disorder 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 2 0 1 0 1 0 2 2

Hepatic function abnormal 0 0 1 0 0 0 1 0 1 1

Hypertransaminasaemia 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Acute hepatic failure 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Hepatomegaly 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 3 0 0 0 3 0 3 3

Hepatic cytolysis 0 0 2 0 0 0 2 0 2 2

Hepatitis acute 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 26 253 24 28 27 272 23 29 331 351

Subtotal 5 30 2 3 5 30 2 3 40 40

Hypersensitivity 5 30 1 3 5 30 1 3 39 39

Type I hypersensitivity 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Food allergy 0 0 0 1 0 0 0 1 1 1

Subtotal 1 1 13 3 1 1 13 3 18 18

Anaphylactic reaction 1 1 9 3 1 1 9 3 14 14

Anaphylactic shock 0 0 4 0 0 0 4 0 4 4

Subtotal 0 0 0 1 0 0 0 1 1 1

Autoimmune disorder 0 0 0 1 0 0 0 1 1 1

Subtotal 20 239 9 22 21 241 8 21 290 291

Haemophagocytic lymphohistiocytosis 0 0 1 0 0 0 1 0 1 1

Immunisation reaction 20 239 4 20 21 241 3 19 283 284

Multisystem inflammatory syndrome in 
children

0 0 3 2 0 0 3 2
5 5

Vaccine associated enhanced disease 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 42 51 29 20 48 53 26 21 142 148

Subtotal 0 1 5 1 0 1 5 2 7 8

Abdominal abscess 0 0 0 1 0 0 0 1 1 1

Appendicitis 0 0 2 0 0 0 2 0 2 2

Appendicitis perforated 0 0 0 1 0 0 0 1 1 1

Dysentery 0 1 3 0 0 1 3 0 4 4

Subtotal 0 1 0 1 0 1 0 1 2 2

Arthritis bacterial 0 0 0 1 0 0 0 1 1 1

Cellulitis 0 1 0 0 0 1 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Erythema migrans 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Candida infection 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Myocarditis infectious 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Infections and infestations

Abdominal and gastrointestinal infections

Bacterial infections NEC

Borrelial infections

Candida infections

Cardiac infections

Central nervous system and spinal infections

Immune system disorders

Allergic conditions NEC

Allergies to foods, food additives, drugs and 
other chemicals

Anaphylactic and anaphylactoid responses

Autoimmune disorders NEC

Immune and associated conditions NEC

Hepatobiliary disorders

Cholestasis and jaundice

Hepatic and hepatobiliary disorders NEC

Hepatic enzymes and function abnormalities

Hepatic failure and associated disorders

Hepatobiliary signs and symptoms

Hepatocellular damage and hepatitis NEC

Cases 
Grand Total

Events 
Grand Total

8
5968



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Myelitis 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Chlamydial infection 0 0 1 0 0 0 1 0 1 1

Subtotal 6 4 2 13 7 4 1 13 25 25

Asymptomatic COVID-19 0 1 0 0 0 1 0 0 1 1

COVID-19 5 3 2 12 6 3 1 12 22 22

COVID-19 pneumonia 0 0 0 1 0 0 0 1 1 1

Suspected COVID-19 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1

Cytomegalovirus infection 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Sialoadenitis 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Ear infection 0 0 1 0 0 0 1 0 1 1

Subtotal 1 2 1 0 1 2 1 0 4 4

Epstein-Barr virus infection 0 2 0 0 0 2 0 0 2 2

Hepatitis infectious mononucleosis 0 0 1 0 0 0 1 0 1 1

Infectious mononucleosis 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Vulvitis 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Dengue fever 0 1 0 0 0 1 0 0 1 1

Subtotal 9 11 3 0 9 11 3 0 23 23

Genital herpes 1 1 0 0 1 1 0 0 2 2

Herpes simplex 1 0 0 0 1 0 0 0 1 1

Herpes zoster 5 7 1 0 5 7 1 0 13 13

Herpes zoster oticus 0 0 1 0 0 0 1 0 1 1

Herpes zoster reactivation 1 0 0 0 1 0 0 0 1 1

Oral herpes 1 3 1 0 1 3 1 0 5 5

Subtotal 2 2 1 1 2 3 1 0 6 6

Abscess 0 2 0 0 0 2 0 0 2 2

Abscess limb 1 0 0 0 1 0 0 0 1 1

Infection 1 0 0 0 1 0 0 0 1 1

Localised infection 0 0 1 0 0 0 1 0 1 1

Respiratory tract infection 0 0 0 1 0 1 0 0 1 1

Subtotal 3 6 3 1 3 6 3 1 13 13

Influenza 3 6 3 1 3 6 3 1 13 13

Subtotal 0 0 1 1 1 0 1 1 2 3

Bronchitis 0 0 1 0 1 0 0 0 1 1

Pneumonia 0 0 1 1 0 0 1 1 2 2

Subtotal 0 1 0 0 0 1 0 0 1 1

Orchitis 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Gonorrhoea 0 0 1 0 0 0 1 0 1 1

Subtotal 1 1 1 0 1 1 1 0 3 3

Dermo-hypodermitis 0 0 1 0 0 0 1 0 1 1

Pustule 0 1 0 0 0 1 0 0 1 1

Skin infection 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 1 0 0 1 1 0 2 2

Disseminated Bacillus Calmette-Guerin 
infection

0 1 0 0 0 1 0 0
1 1

Erythema induratum 0 0 1 0 0 0 1 0 1 1

Subtotal 17 20 5 2 20 20 2 2 44 44

Nasopharyngitis 10 16 3 1 11 16 2 1 30 30

Rhinitis 6 4 0 1 6 4 0 1 11 11

Tuberculous infections

Upper respiratory tract infections

Infections NEC

Influenza viral infections

Lower respiratory tract and lung infections

Male reproductive tract infections

Neisseria infections

Skin structures and soft tissue infections

Dental and oral soft tissue infections

Ear infections

Epstein-Barr viral infections

Female reproductive tract infections

Flaviviral infections

Herpes viral infections

Chlamydial infections

Coronavirus infections

Cytomegaloviral infections

Cases  
Grand Total

Events 
Grand Total

9
5969



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Sinusitis 1 0 2 0 3 0 0 0 3 3

Subtotal 0 1 0 0 0 1 0 0 1 1

Lymphangitis 0 1 0 0 0 1 0 0 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2

Viral infection 1 0 0 0 1 0 0 0 1 1

Viral rash 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 4,494 222 96 20 4,841 268 37 15 4,832 5,161

Subtotal 0 0 1 0 1 0 0 0 1 1

Lip injury 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Joint injury 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 3 0 0 0 3 0 3 3

Brain herniation 0 0 1 0 0 0 1 0 1 1

Concussion 0 0 2 0 0 0 2 0 2 2

Subtotal 0 1 0 0 0 1 0 0 1 1

Chillblains 0 1 0 0 0 1 0 0 1 1

Subtotal 158 19 34 9 177 22 21 6 220 226

Exposure during pregnancy 5 1 1 0 6 1 0 0 7 7

Exposure via breast milk 136 15 24 3 149 16 15 2 178 182

Foetal exposure during pregnancy 1 2 4 4 3 3 2 3 11 11

Maternal exposure during breast feeding 11 1 3 1 11 1 3 1 16 16

Maternal exposure during pregnancy 7 0 1 1 8 1 0 0 9 9

Paternal exposure before pregnancy 0 0 1 0 0 0 1 0 1 1

Subtotal 6 0 0 0 6 0 0 0 6 6

Intentional dose omission 2 0 0 0 2 0 0 0 2 2

Intentional product use issue 4 0 0 0 4 0 0 0 4 4

Subtotal 0 0 0 1 0 0 0 1 1 1

Tibia fracture 0 0 0 1 0 0 0 1 1 1

Subtotal 20 3 0 2 21 3 0 2 25 26

Circumstance or information capable of 
leading to medication error

1 0 0 0 1 0 0 0
1 1

Medication error 7 2 0 2 7 2 0 2 11 11

Product use issue 3 0 0 0 3 0 0 0 3 3

Vaccination error 8 1 0 0 8 1 0 0 9 9

Wrong patient 1 0 0 0 1 0 0 0 1 1

Wrong technique in product usage process 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Muscle rupture 0 0 0 1 0 0 0 1 1 1

Subtotal 4 3 11 2 12 3 3 2 20 20

Animal bite 0 0 0 1 0 0 0 1 1 1

Fall 2 0 11 1 10 0 3 1 14 14

Injury 2 2 0 0 2 2 0 0 4 4

Wound 0 1 0 0 0 1 0 0 1 1

Subtotal 96 17 5 1 100 19 2 0 119 121

Off label use 96 17 5 1 100 19 2 0 119 121

Subtotal 1 7 1 0 2 7 0 0 9 9

Overdose 1 7 1 0 2 7 0 0 9 9

Subtotal 4,301 181 47 3 4,490 207 4 1 4,532 4,702

Accidental overdose 2 0 1 0 3 0 0 0 3 3

Accidental underdose 4 2 2 0 6 2 0 0 8 8

Expired product administered 26 6 0 0 26 6 0 0 32 32

Extra dose administered 1 0 0 0 1 0 0 0 1 1

Inappropriate schedule of product 
administration

76 14 0 0 76 14 0 0
90 90

Incomplete course of vaccination 4 0 0 0 4 0 0 0 4 4

Overdoses NEC

Product administration errors and issues

Intentional product use issues

Limb fractures and dislocations

Medication errors, product use errors and 
issues NEC

Muscle, tendon and ligament injuries

Non-site specific injuries NEC

Off label uses

Vascular infections

Viral infections NEC

Injury, poisoning and procedural 
complications Abdominal and gastrointestinal injuries NEC

Bone and joint injuries NEC

Cerebral injuries NEC

Conditions caused by cold

Exposures associated with pregnancy, 
delivery and lactation

Cases  
Grand Total

Events 
Grand Total

10
5970



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Incorrect dose administered 7 0 0 0 7 0 0 0 7 7

Incorrect product administration duration 1 0 0 0 1 0 0 0 1 1

Incorrect product formulation administered 18 1 0 0 18 1 0 0 19 19

Incorrect route of product administration 2 0 0 0 2 0 0 0 2 2

Poor quality product administered 1 8 0 0 1 8 0 0 9 9

Product administered at inappropriate site 4 0 0 0 4 0 0 0 4 4

Product administered by wrong person 1 0 0 0 1 0 0 0 1 1

Product administered to patient of 
inappropriate age

4,232 170 44 3 4,277 172 4 1
4,449 4,454

Product administration error 10 3 0 0 10 3 0 0 13 13

Product dose omission issue 35 0 0 0 35 0 0 0 35 35

Wrong patient received product 2 0 0 0 2 0 0 0 2 2

Wrong product administered 16 1 0 0 16 1 0 0 17 17

Subtotal 3 0 0 0 3 0 0 0 3 3

Drug dispensed to wrong patient 2 0 0 0 2 0 0 0 2 2

Product dispensing issue 1 0 0 0 1 0 0 0 1 1

Subtotal 2 0 0 0 2 0 0 0 2 2

Product preparation issue 2 0 0 0 2 0 0 0 2 2

Subtotal 0 0 0 1 0 0 0 1 1 1

Product prescribing error 0 0 0 1 0 0 0 1 1 1

Subtotal 2 0 0 0 2 0 0 0 2 2

Product selection error 2 0 0 0 2 0 0 0 2 2

Subtotal 13 2 0 0 13 2 0 0 15 15

Product storage error 13 2 0 0 13 2 0 0 15 15

Subtotal 0 0 2 0 0 0 2 0 2 2

Face injury 0 0 1 0 0 0 1 0 1 1

Limb injury 0 0 1 0 0 0 1 0 1 1

Subtotal 4 0 3 0 7 0 1 0 7 8

Contusion 4 0 2 0 5 0 1 0 6 6

Skin abrasion 0 0 1 0 1 0 0 0 1 1

Skin laceration 0 0 1 0 1 0 0 0 1 1

Subtotal 4 1 0 0 4 1 0 0 5 5

Intentional underdose 1 0 0 0 1 0 0 0 1 1

Underdose 3 1 0 0 3 1 0 0 4 4

Subtotal 1 3 0 1 1 3 0 1 5 5

Reaction to previous exposure to any vaccine 1 0 0 0 1 0 0 0 1 1

Vaccination complication 0 3 0 1 0 3 0 1 4 4

Subtotal Subtotal 36 42 31 11 43 52 47 10 120 152

Subtotal 0 0 1 0 0 0 2 0 1 2

Antinuclear antibody 0 0 1 0 0 0 1 0 1 1

Rheumatoid factor 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Full blood count 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Oxygen saturation decreased 0 0 0 1 0 0 0 1 1 1

Subtotal 2 0 1 0 3 0 0 0 3 3

Blood glucose abnormal 0 0 1 0 1 0 0 0 1 1

Blood glucose decreased 1 0 0 0 1 0 0 0 1 1

Blood glucose increased 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Cardiac murmur 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 2 0 1 0 2 0 3 3

Cardiovascular function test abnormal 1 0 0 0 1 0 0 0 1 1

Echocardiogram 0 0 1 0 0 0 1 0 1 1

Venous pressure jugular 0 0 1 0 0 0 1 0 1 1

Cardiac auscultatory investigations

Cardiac function diagnostic procedures

Product storage errors and issues in the 
product use system

Site specific injuries NEC

Skin injuries NEC

Underdoses NEC

Vaccination related complications

Investigations

Autoimmunity analyses

Blood counts NEC

Blood gas and acid base analyses

Carbohydrate tolerance analyses (incl 
diabetes)

Product dispensing errors and issues

Product preparation errors and issues

Product prescribing errors and issues

Product selection errors and issues

Cases  
Grand Total

Events 
Grand Total

11
5971



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal 1 0 0 0 1 0 0 0 1 1

HLA-B*27 positive 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 2 0 1 2

Magnetic resonance imaging head 0 0 1 0 0 0 1 0 1 1

Magnetic resonance imaging spinal 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2

Inflammatory marker increased 1 0 1 0 1 0 1 0 2 2

Subtotal 0 1 1 1 0 2 1 1 3 4

Blood fibrinogen increased 0 1 0 0 0 1 0 0 1 1

Fibrin D dimer increased 0 1 0 1 0 1 0 1 2 2

Protein C increased 0 0 1 0 0 0 1 0 1 1

Subtotal 2 0 5 0 2 0 6 0 7 8

Electrocardiogram 1 0 1 0 1 0 1 0 2 2

Electrocardiogram abnormal 1 0 0 0 1 0 0 0 1 1

Electrocardiogram change 0 0 1 0 0 0 1 0 1 1

Electrocardiogram QT prolonged 0 0 1 0 0 0 1 0 1 1

Electrocardiogram ST segment abnormal 0 0 1 0 0 0 1 0 1 1

Electrocardiogram ST segment elevation 0 0 1 0 0 0 1 0 1 1

Electrocardiogram T wave inversion 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Foetal heart rate abnormal 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 1 0 0 1 1 0 2 2

Red blood cell sedimentation rate 0 0 1 0 0 0 1 0 1 1

Red blood cell sedimentation rate increased 0 1 0 0 0 1 0 0 1 1

Subtotal 6 5 6 4 8 5 5 4 21 22

Heart rate abnormal 1 0 0 0 1 0 0 0 1 1

Heart rate increased 5 4 5 3 6 4 4 3 17 17

Heart rate irregular 1 1 1 1 1 1 1 1 4 4

Subtotal 0 0 1 0 0 0 2 0 1 2

Alanine aminotransferase increased 0 0 1 0 0 0 1 0 1 1

Aspartate aminotransferase increased 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Ultrasound scan 0 0 1 0 0 0 1 0 1 1

Subtotal 0 4 0 0 0 4 0 0 4 4

Antibody test abnormal 0 3 0 0 0 3 0 0 3 3

Antibody test negative 0 1 0 0 0 1 0 0 1 1

Subtotal 2 1 3 0 2 1 3 0 6 6

Blood test 1 0 1 0 1 0 1 0 2 2

Blood test abnormal 1 0 0 0 1 0 0 0 1 1

Laboratory test 0 0 2 0 0 0 2 0 2 2

Polymerase chain reaction 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

N-terminal prohormone brain natriuretic
peptide increased

0 0 1 0 0 0 1 0
1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Blood culture 0 0 1 0 0 0 1 0 1 1

Subtotal 3 4 4 1 3 4 4 1 12 12

Body temperature abnormal 0 1 0 0 0 1 0 0 1 1

Body temperature decreased 1 0 1 0 1 0 1 0 2 2

Body temperature increased 2 2 1 0 2 2 1 0 5 5

Grip strength decreased 0 0 1 0 0 0 1 0 1 1

Menstruation normal 0 1 0 0 0 1 0 0 1 1

Respiratory rate increased 0 0 1 0 0 0 1 0 1 1

Weight decreased 0 0 0 1 0 0 0 1 1 1

Subtotal 0 1 0 0 0 2 0 0 1 2

Immunology analyses NEC

Investigations NEC

Metabolism tests NEC

Microbiology and serology tests NEC

Physical examination procedures and organ 
system status

Pituitary analyses anterior

ECG investigations

Foetal and neonatal diagnostic procedures

Haematological analyses NEC

Heart rate and pulse investigations

Hepatobiliary function diagnostic procedures

Imaging procedures NEC

Cell marker analyses

Central nervous system imaging procedures

Chemistry analyses NEC

Coagulation and bleeding analyses

Cases  
Grand Total

Events 
Grand Total

12
5972



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Blood thyroid stimulating hormone decreased 0 1 0 0 0 1 0 0 1 1

Blood thyroid stimulating hormone increased 0 1 0 0 0 1 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Platelet count increased 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 2 0 1 0 2 0 3 3

C-reactive protein 0 0 1 0 0 0 1 0 1 1

C-reactive protein increased 1 0 1 0 1 0 1 0 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1

Haemoglobin decreased 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Chest X-ray 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 7 2 1 0 8 2 10 11

Blood creatine phosphokinase increased 0 0 1 0 0 0 1 0 1 1

Troponin I increased 0 0 3 0 0 0 3 0 3 3

Troponin increased 0 0 3 2 0 0 4 2 5 6

Troponin T 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Thyroid hormones increased 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 1 0 1 1 0 2 2

Blood lactate dehydrogenase increased 0 0 1 1 0 1 1 0 2 2

Subtotal 13 11 1 0 14 11 0 0 25 25

Blood pressure decreased 3 1 1 0 4 1 0 0 5 5

Blood pressure increased 10 10 0 0 10 10 0 0 20 20

Subtotal 2 17 1 1 2 20 1 1 21 24

SARS-CoV-2 antibody test 0 1 0 0 0 1 0 0 1 1

SARS-CoV-2 antibody test negative 0 14 0 0 0 14 0 0 14 14

SARS-CoV-2 test 0 1 0 0 0 1 0 0 1 1

SARS-CoV-2 test negative 1 2 0 0 1 2 0 0 3 3

SARS-CoV-2 test positive 1 2 1 1 1 2 1 1 5 5

Subtotal 1 0 0 0 1 0 0 0 1 1

White blood cell count decreased 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 35 15 13 13 41 15 8 14 76 78

Subtotal 25 12 2 8 26 12 1 8 47 47

Decreased appetite 24 12 2 8 25 12 1 8 46 46

Increased appetite 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Type 1 diabetes mellitus 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Diabetic ketoacidosis 0 0 0 1 0 0 0 1 1 1

Subtotal 7 3 7 2 10 3 4 2 19 19

Abnormal loss of weight 1 0 0 0 1 0 0 0 1 1

Cachexia 0 0 0 1 0 0 0 1 1 1

Feeding disorder 2 1 1 0 3 1 0 0 4 4

Food aversion 0 0 1 0 0 0 1 0 1 1

Neonatal insufficient breast milk syndrome 0 0 2 0 0 0 2 0 2 2

Poor feeding infant 3 2 2 1 4 2 1 1 8 8

Underweight 1 0 0 0 1 0 0 0 1 1

Weight gain poor 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Hyperglycaemia 0 0 1 0 0 0 1 0 1 1

Subtotal 3 0 2 1 3 0 2 1 6 6

Hypoglycaemia 3 0 1 1 3 0 1 1 5 5

Hypoglycaemia neonatal 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 1 1 2 0 0 1 3 3

Hypoglycaemic conditions NEC

Total fluid volume decreased

Tissue enzyme analyses NEC

Vascular tests NEC (incl blood pressure)

Virus identification and serology

White blood cell analyses

Metabolism and nutrition disorders

Appetite disorders

Diabetes mellitus (incl subtypes)

Diabetic complications NEC

General nutritional disorders NEC

Hyperglycaemic conditions NEC

Platelet analyses

Protein analyses NEC

Red blood cell analyses

Respiratory tract and thoracic imaging 
procedures

Skeletal and cardiac muscle analyses

Thyroid analyses

Cases  
Grand Total

Events 
Grand Total

13
5973



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Dehydration 1 0 1 1 2 0 0 1 3 3

Subtotal Subtotal 352 248 65 27 444 389 59 33 692 925

Subtotal 0 1 0 0 0 1 0 0 1 1

Arthritis 0 1 0 0 0 1 0 0 1 1

Subtotal 3 3 3 1 5 3 1 1 10 10

Bone pain 2 2 2 1 3 2 1 1 7 7

Pain in jaw 0 1 1 0 1 1 0 0 2 2

Spinal pain 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Rotator cuff syndrome 0 1 0 0 0 1 0 0 1 1

Subtotal 60 134 16 9 68 134 13 9 219 224

Arthralgia 59 132 16 8 65 132 13 8 215 218

Joint stiffness 0 1 0 1 0 1 0 1 2 2

Joint swelling 3 1 0 0 3 1 0 0 4 4

Subtotal 0 0 1 0 0 0 1 0 1 1

Systemic lupus erythematosus 0 0 1 0 0 0 1 0 1 1

Subtotal 113 158 17 13 117 160 13 12 301 302

Myalgia 113 158 17 13 117 160 13 12 301 302

Subtotal 9 4 2 1 10 4 2 1 16 17

Muscle spasms 8 4 1 1 8 4 1 1 14 14

Muscle tightness 2 0 0 0 2 0 0 0 2 2

Muscle twitching 0 0 1 0 0 0 1 0 1 1

Subtotal 2 0 1 1 2 0 1 1 4 4

Muscle rigidity 1 0 1 1 1 0 1 1 3 3

Torticollis 1 0 0 0 1 0 0 0 1 1

Subtotal 12 2 8 4 15 2 6 4 26 27

Muscular weakness 12 2 8 4 15 2 6 4 26 27

Subtotal 11 3 3 0 12 3 2 0 17 17

Growth retardation 1 0 0 0 1 0 0 0 1 1

Mobility decreased 6 0 1 0 6 0 1 0 7 7

Musculoskeletal stiffness 4 3 2 0 5 3 1 0 9 9

Subtotal 0 1 1 0 0 1 1 0 2 2

Facial asymmetry 0 1 1 0 0 1 1 0 2 2

Subtotal 196 72 29 6 212 80 18 5 303 315

Back pain 8 7 2 2 9 8 1 1 19 19

Limb discomfort 4 13 1 0 5 13 0 0 18 18

Musculoskeletal chest pain 1 0 0 1 2 0 0 1 2 3

Musculoskeletal pain 1 3 0 0 1 3 0 0 4 4

Neck pain 2 7 2 0 2 7 2 0 11 11

Pain in extremity 183 49 24 3 193 49 15 3 259 260

Subtotal 3 0 0 0 3 0 0 0 3 3

Axillary mass 1 0 0 0 1 0 0 0 1 1

Groin pain 1 0 0 0 1 0 0 0 1 1

Soft tissue mass 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Enthesopathy 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 472 410 203 130 602 478 260 185 1,215 1,525

Subtotal 0 0 1 0 0 0 1 0 1 1

Hyporeflexia 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Sleep paralysis 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 1 0 0 1 1 2 2

Petit mal epilepsy 0 0 1 1 0 0 1 1 2 2

Subtotal 0 0 1 3 0 0 1 3 4 4

Tendon disorders

Nervous system disorders

Abnormal reflexes

Abnormal sleep-related events

Absence seizures

Acute polyneuropathies

Muscle tone abnormalities

Muscle weakness conditions

Musculoskeletal and connective tissue 
conditions NEC

Musculoskeletal and connective tissue 
deformities of skull, face and buccal cavity

Musculoskeletal and connective tissue pain 
and discomfort

Soft tissue disorders NEC

Musculoskeletal and connective tissue 
disorders Arthropathies NEC

Bone related signs and symptoms

Joint related disorders NEC

Joint related signs and symptoms

Lupus erythematosus (incl subtypes)

Muscle pains

Muscle related signs and symptoms NEC

Cases  
Grand Total

Events 
Grand Total

14
5974
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Prior to 
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Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Guillain-Barre syndrome 0 0 1 3 0 0 1 3 4 4

Subtotal 0 0 1 0 1 0 0 0 1 1

Autonomic nervous system imbalance 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 4 1 0 0 4 2 5 6

Cerebral haemorrhage 0 0 2 0 0 0 2 0 2 2

Intraventricular haemorrhage 0 0 0 1 0 0 0 1 1 1

Intraventricular haemorrhage neonatal 0 0 1 0 0 0 1 0 1 1

Reversible ischaemic neurological deficit 0 0 1 0 0 0 1 0 1 1

Subarachnoid haemorrhage 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 2 0 0 0 2 2 2

Cerebral venous thrombosis 0 0 0 1 0 0 0 1 1 1

Transverse sinus thrombosis 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Chronic inflammatory demyelinating 
polyradiculoneuropathy

0 0 0 1 0 0 0 1
1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Coma 0 0 1 0 0 0 1 0 1 1

Subtotal 4 3 4 3 4 3 5 3 14 15

Balance disorder 2 2 3 0 2 2 3 0 7 7

Cerebellar syndrome 0 0 0 1 0 0 0 1 1 1

Coordination abnormal 1 0 0 0 1 0 0 0 1 1

Dysstasia 1 1 0 1 1 1 0 1 3 3

Nystagmus 0 0 2 1 0 0 2 1 3 3

Subtotal 0 0 0 1 0 0 0 1 1 1

Paresis cranial nerve 0 0 0 1 0 0 0 1 1 1

Subtotal 38 43 77 34 44 43 74 36 192 197

Altered state of consciousness 0 0 2 0 0 0 2 0 2 2

Depressed level of consciousness 0 0 4 2 0 0 4 2 6 6

Lethargy 5 1 1 2 6 1 0 2 9 9

Loss of consciousness 5 5 21 16 5 5 21 16 47 47

Somnolence 12 8 5 0 13 8 4 0 25 25

Somnolence neonatal 1 0 0 0 1 0 0 0 1 1

Syncope 15 29 47 16 19 29 43 16 107 107

Subtotal 5 1 2 2 5 1 2 2 10 10

Dyskinesia 2 0 0 0 2 0 0 0 2 2

Foetal movement disorder 1 0 1 0 1 0 1 0 2 2

Motor dysfunction 1 0 1 2 1 0 1 2 4 4

Movement disorder 0 1 0 0 0 1 0 0 1 1

Psychomotor hyperactivity 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Dystonia 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Immune-mediated encephalitis 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2

Encephalopathy 0 0 2 0 0 0 2 0 2 2

Subtotal 2 1 9 7 2 2 9 6 19 19

Bell's palsy 0 0 3 2 0 0 3 2 5 5

Facial paralysis 1 1 6 3 1 1 6 3 11 11

Facial paresis 1 0 0 2 1 1 0 1 3 3

Subtotal 0 0 2 1 0 0 2 2 3 4

Generalised tonic-clonic seizure 0 0 2 1 0 0 2 2 3 4

Subtotal 291 309 65 56 306 310 52 56 721 724

Headache 291 309 65 55 306 310 52 55 720 723

Tension headache 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Encephalitis NEC

Encephalopathies NEC

Facial cranial nerve disorders

Generalised tonic-clonic seizures

Headaches NEC

Increased intracranial pressure disorders

Coma states

Coordination and balance disturbances

Cranial nerve disorders NEC

Disturbances in consciousness NEC

Dyskinesias and movement disorders NEC

Dystonias

Autonomic nervous system disorders

Central nervous system haemorrhages and 
cerebrovascular accidents

Cerebrovascular venous and sinus thrombosis

Chronic polyneuropathies

Cases  
Grand Total

Events 
Grand Total

15
5975
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Prior to 
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Prior to 
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Review 
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Prior to 
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Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Idiopathic intracranial hypertension 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2

Memory impairment 1 0 1 0 1 0 1 0 2 2

Subtotal 3 1 5 2 3 1 5 2 11 11

Cognitive disorder 0 0 1 0 0 0 1 0 1 1

Disturbance in attention 3 1 4 2 3 1 4 2 10 10

Subtotal 5 5 1 6 5 5 2 6 17 18

Hemiplegic migraine 0 0 1 1 0 0 1 1 2 2

Migraine 5 4 1 2 5 4 1 2 12 12

Migraine with aura 0 1 0 2 0 1 0 2 3 3

Status migrainosus 0 0 0 1 0 0 0 1 1 1

Subtotal 1 4 2 2 1 4 2 2 9 9

Hypertonia 0 0 1 2 0 0 1 2 3 3

Hypotonia 1 4 1 0 1 4 1 0 6 6

Subtotal 1 1 2 1 1 1 2 1 5 5

Hypersomnia 1 1 2 1 1 1 2 1 5 5

Subtotal 1 0 3 0 1 0 3 0 4 4

Nervous system disorder 0 0 3 0 0 0 3 0 3 3

Psychomotor skills impaired 1 0 0 0 1 0 0 0 1 1

Subtotal 128 62 47 18 150 66 30 17 255 263

Clonus 0 0 0 1 0 0 0 1 1 1

Dizziness 96 53 29 13 106 55 21 11 191 193

Dizziness postural 1 1 0 0 1 1 0 0 2 2

Fontanelle bulging 0 0 0 1 0 0 0 1 1 1

Head discomfort 0 1 0 0 0 1 0 0 1 1

Infant irritability 0 0 1 0 0 0 1 0 1 1

Presyncope 34 9 16 4 43 9 7 4 63 63

Unresponsive to stimuli 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Hypotonic-hyporesponsive episode 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Myasthenia gravis crisis 1 0 0 0 1 0 0 0 1 1

Subtotal 6 1 2 0 6 1 2 0 9 9

Anosmia 5 0 1 0 5 0 1 0 6 6

Parosmia 1 1 1 0 1 1 1 0 3 3

Subtotal 0 0 0 1 0 0 0 1 1 1

Optic neuritis 0 0 0 1 0 0 0 1 1 1

Subtotal 38 14 20 8 48 16 20 8 80 92

Burning sensation 1 1 1 2 1 1 1 2 5 5

Dysaesthesia 1 0 1 0 1 0 1 0 2 2

Formication 0 0 1 0 0 0 1 0 1 1

Hemihypoaesthesia 0 0 0 1 0 0 0 1 1 1

Hyperaesthesia 2 1 1 0 2 1 1 0 4 4

Hypoaesthesia 24 6 10 2 26 6 9 2 42 43

Paraesthesia 17 7 8 4 18 8 7 3 36 36

Subtotal 0 0 2 3 0 0 2 3 5 5

Hemiparesis 0 0 1 1 0 0 1 1 2 2

Monoplegia 0 0 1 0 0 0 1 0 1 1

Paralysis 0 0 0 1 0 0 0 1 1 1

Paraparesis 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Simple partial seizures 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Neuropathy peripheral 0 0 1 0 0 0 1 0 1 1

Paralysis and paresis (excl cranial nerve)

Partial simple seizures NEC

Peripheral neuropathies NEC

Neurological signs and symptoms NEC

Neuromuscular disorders NEC

Neuromuscular junction dysfunction

Olfactory nerve disorders

Optic nerve disorders NEC

Paraesthesias and dysaesthesias

Memory loss (excl dementia)

Mental impairment (excl dementia and 
memory loss)

Migraine headaches

Muscle tone abnormal

Narcolepsy and hypersomnia

Nervous system disorders NEC

Cases  
Grand Total

Events 
Grand Total

16
5976
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Review 
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Prior to 
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Prior to 
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Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal 2 7 25 17 2 7 25 17 51 51

Change in seizure presentation 0 0 1 0 0 0 1 0 1 1

Clonic convulsion 0 0 2 0 0 0 2 0 2 2

Epilepsy 0 1 3 2 0 1 3 2 6 6

Febrile convulsion 0 1 1 2 0 1 1 2 4 4

Partial seizures 0 0 0 1 0 0 0 1 1 1

Seizure 2 5 17 11 2 5 17 11 35 35

Status epilepticus 0 0 0 1 0 0 0 1 1 1

Tonic convulsion 0 0 1 0 0 0 1 0 1 1

Subtotal 7 7 3 3 8 8 2 3 20 21

Ageusia 4 1 2 0 5 1 1 0 7 7

Dysgeusia 0 1 0 0 0 1 0 0 1 1

Electric shock sensation 1 0 0 0 1 0 0 0 1 1

Hypogeusia 1 0 0 0 1 0 0 0 1 1

Intercostal neuralgia 0 0 0 1 0 0 0 1 1 1

Neuralgia 0 3 0 0 0 3 0 0 3 3

Restless legs syndrome 0 0 0 1 0 0 0 1 1 1

Sensory disturbance 0 1 0 1 0 2 0 1 2 3

Taste disorder 1 1 1 0 1 1 1 0 3 3

Subtotal 1 0 1 0 1 0 1 0 2 2

Sleep deficit 0 0 1 0 0 0 1 0 1 1

Sudden onset of sleep 1 0 0 0 1 0 0 0 1 1

Subtotal 4 0 1 1 4 0 1 1 6 6

Dysarthria 2 0 0 0 2 0 0 0 2 2

Language disorder 1 0 0 1 1 0 0 1 2 2

Slow speech 0 0 1 0 0 0 1 0 1 1

Speech disorder 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2

Brain injury 0 0 1 0 0 0 1 0 1 1

Cerebral ventricular rupture 0 0 1 0 0 0 1 0 1 1

Subtotal 5 9 4 7 7 9 3 7 25 26

Intention tremor 0 0 1 0 0 0 1 0 1 1

Resting tremor 0 0 1 0 0 0 1 0 1 1

Tremor 5 9 3 7 7 9 1 7 24 24

Subtotal Subtotal 3 1 14 0 4 1 18 0 18 23

Subtotal 0 0 1 0 0 0 1 0 1 1

Abortion spontaneous 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Meconium in amniotic fluid 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 5 0 0 0 5 0 5 5

Foetal cardiac disorder 0 0 1 0 0 0 1 0 1 1

Foetal hypokinesia 0 0 4 0 0 0 4 0 4 4

Subtotal 0 0 1 0 0 0 1 0 1 1

Foetal macrosomia 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Shoulder dystocia 0 0 1 0 0 0 1 0 1 1

Subtotal 1 1 5 0 1 1 6 0 7 8

Low birth weight baby 1 0 3 0 1 0 3 0 4 4

Premature baby 0 1 3 0 0 1 3 0 4 4

Subtotal 1 0 0 0 1 0 0 0 1 1

Premature delivery 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Jaundice neonatal 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2

Labour onset and length abnormalities

Neonatal hepatobiliary disorders

Stillbirth and foetal death

Speech and language abnormalities

Structural brain disorders NEC

Tremor (excl congenital)

Pregnancy, puerperium and perinatal 
conditions Abortions spontaneous

Amniotic fluid and cavity disorders of 
pregnancy NEC

Foetal complications NEC

Foetal growth complications

Foetal position and presentation 
abnormalities

Gestational age and weight conditions

Seizures and seizure disorders NEC

Sensory abnormalities NEC

Sleep disturbances NEC

Cases  
Grand Total

Events 
Grand Total

17
5977



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period
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SOC HLT PT # Cases # Events

Foetal death 0 0 1 0 0 0 1 0 1 1

Stillbirth 0 0 1 0 0 0 1 0 1 1

Subtotal 2 0 0 0 2 0 0 0 2 2

Umbilical cord short 1 0 0 0 1 0 0 0 1 1

Umbilical granuloma 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 6 8 0 0 7 8 0 0 14 15

Subtotal 1 0 0 0 1 0 0 0 1 1

Device connection issue 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 2 0 0 0 1 2

Needle issue 1 0 0 0 1 0 0 0 1 1

Syringe issue 1 0 0 0 1 0 0 0 1 1

Subtotal 3 8 0 0 3 8 0 0 11 11

Inappropriate release of product for 
distribution

1 0 0 0 1 0 0 0
1 1

Product temperature excursion issue 2 8 0 0 2 8 0 0 10 10

Subtotal 1 0 0 0 1 0 0 0 1 1

Product substitution issue 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 42 37 20 12 51 43 25 15 111 134

Subtotal 2 0 3 1 3 0 2 1 6 6

Abnormal behaviour 1 0 1 0 2 0 0 0 2 2

Behaviour disorder 1 0 0 0 1 0 0 0 1 1

Staring 0 0 2 1 0 0 2 1 3 3

Subtotal 0 0 1 0 0 0 1 0 1 1

Affect lability 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Separation anxiety disorder 0 0 1 0 0 0 1 0 1 1

Subtotal 7 19 2 2 8 19 2 2 30 31

Agitation 1 1 0 2 1 1 0 2 4 4

Anxiety 4 15 1 0 4 15 1 0 20 20

Immunisation stress-related response 0 2 0 0 0 2 0 0 2 2

Nervousness 3 1 0 0 3 1 0 0 4 4

Stress 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Paranoia 0 0 1 0 0 0 1 0 1 1

Subtotal 5 3 2 4 5 3 2 4 14 14

Confusional state 5 3 2 4 5 3 2 4 14 14

Subtotal 0 0 1 0 0 0 1 0 1 1

Delirium 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1

Alice in wonderland syndrome 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Delusion 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Depression 0 0 0 1 0 0 0 1 1 1

Subtotal 9 8 0 0 9 9 0 0 17 18

Initial insomnia 1 1 0 0 1 1 0 0 2 2

Insomnia 7 8 0 0 7 8 0 0 15 15

Middle insomnia 1 0 0 0 1 0 0 0 1 1

Subtotal 2 0 2 0 2 0 2 0 4 4

Poor quality sleep 2 0 2 0 2 0 2 0 4 4

Subtotal 9 3 1 1 10 3 1 1 14 15

Dysphoria 2 0 0 0 3 0 0 0 2 3

Emotional distress 1 0 0 0 1 0 0 0 1 1

Irritability 4 3 1 1 4 3 1 1 9 9

Mood altered 2 0 0 0 2 0 0 0 2 2

Depressive disorders

Disturbances in initiating and maintaining 
sleep

Dyssomnias

Emotional and mood disturbances NEC

Psychiatric disorders

Abnormal behaviour NEC

Affect alterations NEC

Anxiety disorders NEC

Anxiety symptoms

Behaviour and socialisation disturbances

Confusion and disorientation

Deliria

Delusional disorders

Delusional symptoms

Umbilical cord complications

Product issues

Device issues NEC

Device physical property and chemical issues

Product distribution and storage issues

Product quality issues NEC

Cases  
Grand Total

Events 
Grand Total

18
5978



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period
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Subtotal 0 2 0 2 0 2 0 3 4 5

Aerophobia 0 0 0 1 0 0 0 1 1 1

Fear 0 1 0 0 0 1 0 0 1 1

Hydrophobia 0 0 0 1 0 0 0 1 1 1

Phonophobia 0 1 0 1 0 1 0 1 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1

Mood swings 1 0 0 0 1 0 0 0 1 1

Subtotal 1 1 2 0 1 2 2 0 4 5

Hallucination 0 0 2 0 0 0 2 0 2 2

Hallucination, auditory 0 1 0 0 0 1 0 0 1 1

Hallucination, visual 1 1 0 0 1 1 0 0 2 2

Subtotal 2 2 0 1 2 2 0 1 5 5

Restlessness 2 2 0 1 2 2 0 1 5 5

Subtotal 1 1 1 0 2 1 0 0 3 3

Apathy 0 1 0 0 0 1 0 0 1 1

Listless 1 0 1 0 2 0 0 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Panic reaction 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2

Sleep terror 1 0 0 0 1 0 0 0 1 1

Somnambulism 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1

Jamais vu 0 0 1 0 1 0 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Enuresis 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Psychiatric symptom 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Psychotic disorder 0 0 1 0 0 0 1 0 1 1

Subtotal 4 0 2 0 4 0 2 0 6 6

Sleep disorder 4 0 2 0 4 0 2 0 6 6

Subtotal 0 0 1 0 0 0 1 0 1 1

Conversion disorder 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Suicide attempt 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2

Thinking abnormal 1 0 1 0 1 0 1 0 2 2

Subtotal 0 1 1 1 0 1 1 1 3 3

Tic 0 1 1 1 0 1 1 1 3 3

Subtotal Subtotal 6 3 9 6 7 4 14 8 24 33

Subtotal 3 2 4 1 4 2 4 1 10 11

Dysuria 2 2 1 0 2 2 1 0 5 5

Incontinence 0 0 1 0 0 0 1 0 1 1

Micturition urgency 0 0 0 1 0 0 0 1 1 1

Pollakiuria 0 0 1 0 0 0 1 0 1 1

Urinary incontinence 0 0 2 0 1 0 1 0 2 2

Urinary retention 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 1 4 0 1 2 4 6 7

Glomerulonephritis 0 0 0 2 0 0 0 2 2 2

IgA nephropathy 0 0 1 1 0 0 1 1 2 2

Nephrotic syndrome 0 1 0 1 0 1 0 1 2 2

Post infection glomerulonephritis 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 1 1 1 0 1 1 3 3

Acute kidney injury 0 0 1 1 0 0 1 1 2 2

Thinking disturbances

Tic disorders

Renal and urinary disorders

Bladder and urethral symptoms

Glomerulonephritis and nephrotic syndrome

Renal failure and impairment

Psychiatric elimination disorders

Psychiatric symptoms NEC

Psychotic disorder NEC

Sleep disorders NEC

Somatic symptom disorders

Suicidal and self-injurious behaviour

Hallucinations (excl sleep-related)

Increased physical activity levels

Mood disorders NEC

Panic attacks and disorders

Parasomnias

Perception disturbances NEC

Fear symptoms and phobic disorders (incl 
social phobia)

Fluctuating mood symptoms

Cases  
Grand Total

Events 
Grand Total

19
5979
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Renal impairment 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Pyelocaliectasis 0 0 1 0 0 0 1 0 1 1

Subtotal 2 0 4 2 2 1 5 2 8 10

Chromaturia 1 0 0 0 1 0 0 0 1 1

Haematuria 1 0 3 2 1 1 3 1 6 6

Myoglobinuria 0 0 1 0 0 0 1 0 1 1

Proteinuria 0 0 1 1 0 0 1 1 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Renal pain 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 59 61 6 6 94 100 5 11 132 210

Subtotal 2 2 0 0 2 2 0 0 4 4

Breast enlargement 0 1 0 0 0 1 0 0 1 1

Breast mass 1 0 0 0 1 0 0 0 1 1

Gynaecomastia 1 1 0 0 1 1 0 0 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1

Breast inflammation 1 0 0 0 1 0 0 0 1 1

Subtotal 4 2 0 0 4 2 0 0 6 6

Breast engorgement 0 1 0 0 0 1 0 0 1 1

Breast pain 1 0 0 0 1 0 0 0 1 1

Breast swelling 1 0 0 0 1 0 0 0 1 1

Breast tenderness 1 0 0 0 1 0 0 0 1 1

Nipple exudate bloody 0 1 0 0 0 1 0 0 1 1

Nipple pain 1 0 0 0 1 0 0 0 1 1

Subtotal 29 32 3 4 41 45 2 7 68 95

Dysmenorrhoea 4 9 0 0 4 9 0 0 13 13

Intermenstrual bleeding 6 4 1 1 8 5 0 0 12 13

Menstrual discomfort 0 2 0 0 0 2 0 0 2 2

Menstrual disorder 18 10 1 3 20 12 1 5 32 38

Menstruation irregular 9 17 1 2 9 17 1 2 29 29

Subtotal 17 24 0 2 17 25 0 2 43 44

Amenorrhoea 9 14 0 2 9 14 0 2 25 25

Hypomenorrhoea 0 4 0 0 0 4 0 0 4 4

Menstruation delayed 3 5 0 0 3 5 0 0 8 8

Oligomenorrhoea 5 2 0 0 5 2 0 0 7 7

Subtotal 18 18 1 2 22 22 0 2 39 46

Heavy menstrual bleeding 14 14 1 2 15 16 0 2 31 33

Menometrorrhagia 0 1 0 0 0 1 0 0 1 1

Polymenorrhoea 7 5 0 0 7 5 0 0 12 12

Subtotal 1 0 0 0 1 0 0 0 1 1

Ovarian cyst 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Penile pain 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2

Genital ulceration 1 0 1 0 1 0 1 0 2 2

Subtotal 0 3 0 0 0 4 0 0 3 4

Genital erythema 0 1 0 0 0 1 0 0 1 1

Genital swelling 0 1 0 0 0 1 0 0 1 1

Pelvic pain 0 2 0 0 0 2 0 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Varicocele 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Testicular pain 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Reproductive tract signs and symptoms NEC

Scrotal disorders NEC

Testicular and epididymal disorders NEC

Uterine disorders NEC

Reproductive system and breast disorders

Breast disorders NEC

Breast infections and inflammations

Breast signs and symptoms

Menstruation and uterine bleeding NEC

Menstruation with decreased bleeding

Menstruation with increased bleeding

Ovarian and fallopian tube cysts and 
neoplasms

Penile disorders NEC (excl erection and 
ejaculation)

Reproductive tract disorders NEC (excl 
neoplasms)

Renal structural abnormalities and trauma

Urinary abnormalities

Urinary tract signs and symptoms NEC

Cases  
Grand Total

Events 
Grand Total

20
5980



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Uterine haemorrhage 1 0 0 0 1 0 0 0 1 1

Subtotal 2 0 0 0 2 0 0 0 2 2

Vaginal haemorrhage 2 0 0 0 2 0 0 0 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1

Vaginal discharge 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 97 71 64 33 141 83 71 39 265 334

Subtotal 37 35 40 17 44 36 34 18 129 132

Dyspnoea 31 34 36 15 38 34 29 16 116 117

Hyperventilation 6 0 1 0 6 0 1 0 7 7

Respiration abnormal 0 0 0 1 0 0 0 1 1 1

Respiratory depression 0 0 2 0 0 0 2 0 2 2

Respiratory distress 0 0 2 0 0 0 2 0 2 2

Respiratory fatigue 0 2 0 0 0 2 0 0 2 2

Tachypnoea 0 0 0 1 0 0 0 1 1 1

Subtotal 5 3 6 6 7 3 4 6 20 20

Asthma 1 0 2 3 2 0 1 3 6 6

Asthmatic crisis 0 0 1 1 0 0 1 1 2 2

Bronchospasm 1 2 0 1 1 2 0 1 4 4

Obstructive airways disorder 0 0 1 0 1 0 0 0 1 1

Wheezing 3 1 2 1 3 1 2 1 7 7

Subtotal 19 17 8 4 21 18 8 4 48 51

Cough 19 17 7 4 21 18 6 3 47 48

Haemoptysis 0 0 1 1 0 0 1 1 2 2

Productive cough 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Laryngeal oedema 0 1 0 0 0 1 0 0 1 1

Subtotal 1 0 1 1 1 0 1 1 3 3

Hiccups 0 0 0 1 0 0 0 1 1 1

Pulmonary pain 1 0 1 0 1 0 1 0 2 2

Subtotal 4 2 2 0 5 2 1 0 8 8

Nasal congestion 4 2 2 0 5 2 1 0 8 8

Subtotal 13 5 2 3 14 5 1 3 23 23

Epistaxis 12 5 2 3 13 5 1 3 22 22

Nasal oedema 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 3 0 0 0 4 0 3 4

Infantile apnoea 0 0 1 0 0 0 1 0 1 1

Neonatal hypoxia 0 0 1 0 0 0 1 0 1 1

Neonatal respiratory distress syndrome 0 0 2 0 0 0 2 0 2 2

Subtotal 1 0 2 1 1 0 3 1 4 5

Neonatal aspiration 0 0 2 0 0 0 2 0 2 2

Neonatal dyspnoea 0 0 0 1 0 0 0 1 1 1

Respiratory disorder neonatal 0 0 1 0 0 0 1 0 1 1

Transient tachypnoea of the newborn 1 0 0 0 1 0 0 0 1 1

Subtotal 2 1 1 0 2 1 1 0 4 4

Pharyngeal oedema 0 1 0 0 0 1 0 0 1 1

Pharyngeal swelling 1 0 1 0 1 0 1 0 2 2

Tonsillar hypertrophy 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Pneumothorax 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Pulmonary congestion 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 1 2 0 1 1 2 4 4

Pulmonary embolism 0 1 1 2 0 1 1 2 4 4

Subtotal 0 1 1 0 0 1 1 0 2 2

Pharyngeal disorders (excl infections and 
neoplasms)

Pneumothorax and pleural effusions NEC

Pulmonary oedemas

Pulmonary thrombotic and embolic 
conditions

Respiratory signs and symptoms NEC

Respiratory, thoracic and mediastinal 
disorders Breathing abnormalities

Bronchospasm and obstruction

Coughing and associated symptoms

Laryngeal spasm, oedema and obstruction

Lower respiratory tract signs and symptoms

Nasal congestion and inflammations

Nasal disorders NEC

Neonatal hypoxic conditions

Newborn respiratory disorders NEC

Vulvovaginal disorders NEC

Vulvovaginal signs and symptoms

Cases  
Grand Total

Events 
Grand Total

21
5981



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Painful respiration 0 1 1 0 0 1 1 0 2 2

Subtotal 1 0 3 0 2 0 2 0 4 4

Lung disorder 0 0 1 0 1 0 0 0 1 1

Respiratory disorder 0 0 1 0 0 0 1 0 1 1

Respiratory tract congestion 1 0 0 0 1 0 0 0 1 1

Respiratory tract oedema 0 0 1 0 0 0 1 0 1 1

Subtotal 33 14 10 3 44 15 8 4 60 71

Dysphonia 2 1 0 0 2 1 0 0 3 3

Increased viscosity of upper respiratory 
secretion

0 1 0 0 0 1 0 0
1 1

Nasal discomfort 0 1 0 0 0 1 0 0 1 1

Oropharyngeal discomfort 1 0 1 0 1 0 1 0 2 2

Oropharyngeal pain 22 10 7 2 25 10 5 2 41 42

Rhinorrhoea 10 1 1 0 11 1 0 0 12 12

Sneezing 2 0 2 0 3 0 1 0 4 4

Throat irritation 2 1 0 1 2 1 0 2 4 5

Throat tightness 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 188 180 50 32 241 220 49 36 450 546

Subtotal 2 3 0 0 2 4 0 0 5 6

Alopecia 1 2 0 0 1 2 0 0 3 3

Alopecia areata 1 2 0 0 1 2 0 0 3 3

Subtotal 1 0 7 3 1 0 7 3 11 11

Angioedema 0 0 7 2 0 0 7 2 9 9

Circumoral swelling 1 0 0 1 1 0 0 1 2 2

Subtotal 12 6 6 2 14 6 4 2 26 26

Cold sweat 3 4 3 0 5 4 1 0 10 10

Hyperhidrosis 9 2 2 0 9 2 2 0 13 13

Night sweats 0 0 1 2 0 0 1 2 3 3

Subtotal 4 4 9 1 4 4 9 1 18 18

Blister 3 1 0 0 3 1 0 0 4 4

Dermatitis bullous 0 0 1 0 0 0 1 0 1 1

Erythema multiforme 1 3 7 1 1 3 7 1 12 12

SJS-TEN overlap 0 0 1 0 0 0 1 0 1 1

Subtotal 18 3 1 1 19 3 1 1 23 24

Pain of skin 5 0 0 0 5 0 0 0 5 5

Papule 1 0 0 0 1 0 0 0 1 1

Skin burning sensation 2 1 1 0 2 1 1 0 4 4

Skin discolouration 1 0 0 0 1 0 0 0 1 1

Skin disorder 1 1 0 0 1 1 0 0 2 2

Skin reaction 6 1 0 1 6 1 0 1 8 8

Skin warm 3 0 0 0 3 0 0 0 3 3

Subtotal 6 8 1 1 6 8 1 1 16 16

Dermatitis 2 1 0 0 2 1 0 0 3 3

Dermatitis allergic 2 1 1 1 2 1 1 1 5 5

Dermatitis atopic 1 1 0 0 1 1 0 0 2 2

Eczema 1 0 0 0 1 0 0 0 1 1

Neurodermatitis 0 1 0 0 0 1 0 0 1 1

Perioral dermatitis 0 1 0 0 0 1 0 0 1 1

Prurigo 0 2 0 0 0 2 0 0 2 2

Skin irritation 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Drug eruption 0 0 1 0 0 0 1 0 1 1

Subtotal 30 64 5 4 32 65 5 3 103 105

Erythema 30 64 5 4 32 65 5 3 103 105

Subtotal 1 0 0 0 1 0 0 0 1 1Exfoliative conditions

Upper respiratory tract signs and symptoms

Skin and subcutaneous tissue disorders

Alopecias

Angioedemas

Apocrine and eccrine gland disorders

Bullous conditions

Dermal and epidermal conditions NEC

Dermatitis and eczema

Dermatitis ascribed to specific agent

Erythemas

Respiratory tract disorders NEC

Cases  
Grand Total

Events 
Grand Total

22
5982



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Skin exfoliation 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Granuloma annulare 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Erythema nodosum 0 0 1 0 0 0 1 0 1 1

Subtotal 1 1 0 0 1 1 0 0 2 2

Lichen sclerosus 0 1 0 0 0 1 0 0 1 1

Pityriasis rosea 1 0 0 0 1 0 0 0 1 1

Subtotal 2 0 0 1 2 0 0 1 3 3

Photosensitivity reaction 2 0 0 1 2 0 0 1 3 3

Subtotal 25 27 3 4 26 28 2 3 59 59

Pruritus 25 27 3 4 26 28 2 3 59 59

Subtotal 0 1 0 0 0 1 0 0 1 1

Psoriasis 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 2 3 0 1 2 3 6 6

Ecchymosis 0 1 0 0 0 1 0 0 1 1

Henoch-Schonlein purpura 0 0 2 1 0 0 2 1 3 3

Petechiae 0 0 0 2 0 0 0 2 2 2

Subtotal 87 71 9 12 94 76 7 10 179 187

Nodular rash 0 0 1 0 0 0 1 0 1 1

Rash 68 57 7 10 74 60 5 9 142 148

Rash erythematous 5 0 0 0 5 0 0 0 5 5

Rash macular 0 3 1 0 0 3 1 0 4 4

Rash maculo-papular 5 4 0 1 5 5 0 0 10 10

Rash papular 3 2 0 0 3 2 0 0 5 5

Rash pruritic 6 4 0 1 6 4 0 1 11 11

Rash scarlatiniform 1 0 0 0 1 0 0 0 1 1

Rash vesicular 0 2 0 0 0 2 0 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Skin ulcer 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Dermal cyst 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 2 1 0 0 2 1 3 3

Cutaneous vasculitis 0 0 1 1 0 0 1 1 2 2

Hypersensitivity vasculitis 0 0 1 0 0 0 1 0 1 1

Subtotal 3 0 1 0 3 0 1 0 4 4

Livedo reticularis 3 0 1 0 3 0 1 0 4 4

Subtotal 32 21 6 7 36 22 4 7 66 69

Mechanical urticaria 1 0 0 0 1 0 0 0 1 1

Solar urticaria 1 0 0 0 1 0 0 0 1 1

Urticaria 31 21 6 7 34 22 4 7 65 67

Subtotal Subtotal 5 2 3 0 5 3 3 0 10 11

Subtotal 5 1 2 0 5 1 2 0 8 8

Bedridden 1 0 0 0 1 0 0 0 1 1

Impaired work ability 4 0 1 0 4 0 1 0 5 5

Loss of personal independence in daily 
activities

0 1 1 0 0 1 1 0
2 2

Subtotal 0 1 0 0 0 1 0 0 1 1

Sick leave 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 1 0 0 1 1 0 2 2

Impaired quality of life 0 1 0 0 0 1 0 0 1 1

Patient uncooperative 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 64 31 9 5 67 32 6 4 109 109

Subtotal 0 0 1 0 0 0 1 0 1 1

Cardioversion 0 0 1 0 0 0 1 0 1 1

Surgical and medical procedures

Cardiac therapeutic procedures NEC

Skin vasomotor conditions

Urticarias

Social circumstances

Disability issues

Employment issues

Social issues NEC

Psoriatic conditions

Purpura and related conditions

Rashes, eruptions and exanthems NEC

Skin and subcutaneous tissue ulcerations

Skin cysts and polyps

Skin vasculitides

Granulomatous and deep cutaneous 
inflammatory conditions

Panniculitides

Papulosquamous conditions

Photosensitivity and photodermatosis 
conditions

Pruritus NEC

Cases  
Grand Total

Events 
Grand Total

23
5983



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Events 
Grand Total

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal 9 5 6 3 10 5 5 3 23 23

COVID-19 immunisation 9 5 6 3 10 5 5 3 23 23

Subtotal 55 26 2 2 57 27 0 1 85 85

Interchange of vaccine products 55 26 2 2 57 27 0 1 85 85

Subtotal Subtotal 31 23 18 9 39 24 14 9 81 86

Subtotal 0 0 0 1 0 0 0 1 1 1

Blood pressure fluctuation 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2

Circulatory collapse 0 0 1 0 0 0 1 0 1 1

Peripheral circulatory failure 0 0 1 0 0 0 1 0 1 1

Subtotal 1 4 1 1 1 4 1 1 7 7

Haematoma 1 3 1 1 1 3 1 1 6 6

Haemorrhage 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2

Thrombosis 0 0 2 0 0 0 2 0 2 2

Subtotal 2 0 0 0 2 0 0 0 2 2

Capillary fragility 1 0 0 0 1 0 0 0 1 1

Hyperaemia 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 3 1 2 0 2 1 5 5

Pelvic venous thrombosis 0 0 0 1 0 0 0 1 1 1

Superficial vein thrombosis 1 0 2 0 2 0 1 0 3 3

Venous thrombosis limb 0 0 1 0 0 0 1 0 1 1

Subtotal 10 7 1 1 10 7 1 1 19 19

Cyanosis 1 1 1 1 1 1 1 1 4 4

Flushing 6 1 0 0 6 1 0 0 7 7

Hot flush 3 3 0 0 3 3 0 0 6 6

Peripheral vascular disorder 0 2 0 0 0 2 0 0 2 2

Subtotal 1 4 1 1 1 4 1 1 7 7

Peripheral coldness 1 2 1 0 1 2 1 0 4 4

Raynaud's phenomenon 0 2 0 1 0 2 0 1 3 3

Subtotal 0 0 0 1 0 0 0 1 1 1

Phlebitis superficial 0 0 0 1 0 0 0 1 1 1

Subtotal 10 5 8 2 16 5 4 2 25 27

Pallor 10 5 8 2 16 5 4 2 25 27

Subtotal 0 1 0 0 0 1 0 0 1 1

Hypertension 0 1 0 0 0 1 0 0 1 1

Subtotal 6 3 1 1 6 3 1 1 11 11

Hypotension 6 3 1 1 6 3 1 1 11 11

Subtotal 1 0 0 0 1 0 0 0 1 1

Vasculitis 1 0 0 0 1 0 0 0 1 1

5,652 1,451 508 295 9,582 3,943 1,253 789 7,906 15,567

Vascular hypotensive disorders

Vasculitides NEC

Grand total

Peripheral embolism and thrombosis

Peripheral vascular disorders NEC

Peripheral vasoconstriction, necrosis and 
vascular insufficiency

Phlebitis NEC

Site specific vascular disorders NEC

Vascular hypertensive disorders NEC

Immunisations

Therapeutic procedures NEC

Vascular disorders

Blood pressure disorders NEC

Circulatory collapse and shock

Haemorrhages NEC

Non-site specific embolism and thrombosis

Non-site specific vascular disorders NEC

Cases  
Grand Total

24
5984
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Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period

Subtotal Subtotal 1 2 1 1 1 3 2 1 5 7

Subtotal 0 0 1 0 0 0 1 0 1 1

Coombs positive haemolytic anaemia 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Haemolysis 0 0 1 0 0 0 1 0 1 1

Subtotal 1 2 0 1 1 3 0 1 4 5

Lymphadenitis 0 0 0 1 0 1 0 0 1 1

Lymphadenopathy 1 2 0 1 1 2 0 1 4 4

Subtotal Subtotal 3 3 4 1 3 3 5 1 11 12

Subtotal 1 1 1 0 1 1 1 0 3 3

Palpitations 1 1 1 0 1 1 1 0 3 3

Subtotal 1 2 2 1 1 2 2 1 6 6

Bradycardia neonatal 0 0 1 0 0 0 1 0 1 1

Neonatal bradyarrhythmia 0 0 0 1 0 0 0 1 1 1

Tachycardia 1 2 1 0 1 2 1 0 4 4

Subtotal 1 0 1 0 1 0 1 0 2 2

Atrial fibrillation 1 0 1 0 1 0 1 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Tricuspid valve incompetence 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 0 0 8 2 1 0 7 5 10 13

Subtotal 0 0 1 1 0 0 1 1 2 2

Atrial septal defect 0 0 0 1 0 0 0 1 1 1

Ventricular septal defect 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Bicuspid aortic valve 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Transposition of the great vessels 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1

Haemoglobinopathy 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 1 0 0 1 1 2 2

Laryngomalacia 0 0 1 0 0 0 1 0 1 1

Tracheo-oesophageal fistula 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Hypospadias 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Coloboma 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 1 0 0 1 1 2 2

Patent ductus arteriosus 0 0 1 0 0 0 1 0 1 1

Persistent foetal circulation 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Congenital hydronephrosis 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Congenital skin disorder 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 1 1 2 1 1 2 5 2 5 10

Subtotal 0 0 0 1 0 0 0 1 1 1

Ear pain 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 1 0 1 1 0 2 2

Hypoacusis 0 0 1 1 0 1 1 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Meniere's disease 0 0 1 0 0 0 1 0 1 1

Subtotal 1 1 2 1 1 1 3 1 5 6

Tinnitus 1 1 2 1 1 1 2 1 5 5

Vertigo 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 2 2 0 0 2 2 0 0 4 4

Subtotal 0 2 0 0 0 2 0 0 2 2

Erythema of eyelid 0 1 0 0 0 1 0 0 1 1

Ear and labyrinth disorders

Ear disorders NEC

Hearing losses

Inner ear disorders NEC

Inner ear signs and symptoms

Eye disorders

Lid, lash and lacrimal infections, irritations and 
inflammations

Laryngeal and tracheal disorders congenital

Male reproductive tract disorders congenital

Ocular disorders congenital NEC

Persistent foetal circulation disorders

Renal and urinary tract disorders congenital 
NEC

Skin and subcutaneous tissue disorders 
congenital NEC

Cardiac disorders

Cardiac signs and symptoms NEC

Rate and rhythm disorders NEC

Supraventricular arrhythmias

Tricuspid valvular disorders

Congenital, familial and genetic disorders

Cardiac septal defects congenital

Cardiac valve disorders congenital

Great vessel disorders congenital

Haemoglobinopathies congenital

Events Grand 
total

Non Serious Serious Non Serious Serious

Blood and lymphatic system disorders

Anaemias haemolytic immune

Haemolyses NEC

Lymphatic system disorders NEC

SOC HLT PT # Cases # Events

Cases Grand 
total

1
6002



Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Events 
Grand 
total

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Case 
Grand 
total

Eyelid oedema 0 1 0 0 0 1 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Eye pain 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Eye discharge 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 39 21 14 4 63 27 22 6 78 118

Subtotal 0 0 1 0 1 0 0 0 1 1

Gastrointestinal sounds abnormal 0 0 1 0 1 0 0 0 1 1

Subtotal 20 6 3 0 20 6 3 0 29 29

Diarrhoea 19 6 3 0 19 6 3 0 28 28

Diarrhoea neonatal 1 0 0 0 1 0 0 0 1 1

Subtotal 2 1 2 0 3 1 2 0 5 6

Abnormal faeces 0 1 0 0 0 1 0 0 1 1

Faeces discoloured 1 0 1 0 1 0 1 0 2 2

Mucous stools 1 0 2 0 2 0 1 0 3 3

Subtotal 0 0 1 0 0 0 1 0 1 1

Flatulence 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Gastric ulcer 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Gastritis 0 0 1 0 0 0 1 0 1 1

Subtotal 4 4 2 1 4 4 2 1 11 11

Abdominal pain 3 3 2 1 3 3 2 1 9 9

Abdominal pain lower 0 1 0 0 0 1 0 0 1 1

Abdominal pain upper 1 0 0 0 1 0 0 0 1 1

Subtotal 3 2 1 0 4 2 0 0 6 6

Constipation 2 1 1 0 3 1 0 0 4 4

Gastrooesophageal reflux disease 1 1 0 0 1 1 0 0 2 2

Subtotal 0 1 0 0 0 1 0 0 1 1

Functional gastrointestinal disorder 0 1 0 0 0 1 0 0 1 1

Subtotal 1 0 1 0 2 0 0 0 2 2

Bowel movement irregularity 0 0 1 0 1 0 0 0 1 1

Dyschezia 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 1 1 0 0 1 2 2

Abdominal discomfort 1 0 0 1 1 0 0 1 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1

Frequent bowel movements 1 0 0 0 1 0 0 0 1 1

Subtotal 19 10 5 2 22 11 5 2 36 40

Infantile spitting up 0 1 0 0 0 1 0 0 1 1

Infantile vomiting 2 1 1 0 3 1 0 0 4 4

Nausea 7 6 0 1 7 6 0 1 14 14

Vomiting 12 3 4 1 12 3 5 1 20 21

Subtotal 0 0 4 1 0 0 7 1 5 8

Gastrointestinal haemorrhage 0 0 2 0 0 0 2 0 2 2

Haematemesis 0 0 1 1 0 0 1 1 2 2

Haematochezia 0 0 2 0 0 0 3 0 2 3

Melaena 0 0 1 0 0 0 1 0 1 1

Subtotal 2 2 0 0 2 2 0 0 4 4

Hypoaesthesia oral 0 1 0 0 0 1 0 0 1 1

Lip discolouration 1 0 0 0 1 0 0 0 1 1

Oral mucosal eruption 0 1 0 0 0 1 0 0 1 1

Paraesthesia oral 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Lip swelling 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Tongue disorder 1 0 0 0 1 0 0 0 1 1

Oral soft tissue swelling and oedema

Tongue disorders

Gastrointestinal dyskinetic disorders

Gastrointestinal signs and symptoms NEC

Gastrointestinal spastic and hypermotility 
disorders

Nausea and vomiting symptoms

Non-site specific gastrointestinal haemorrhages

Oral soft tissue signs and symptoms

Gastrointestinal disorders

Abdominal findings abnormal

Diarrhoea (excl infective)

Faecal abnormalities NEC

Flatulence, bloating and distension

Gastric ulcers and perforation

Gastritis (excl infective)

Gastrointestinal and abdominal pains (excl oral 
and throat)

Gastrointestinal atonic and hypomotility 
disorders NEC

Gastrointestinal disorders NEC

Ocular disorders NEC

Ocular infections, inflammations and 
associated manifestations

2
6003



Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Events Grand 
total

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Case Grand 
total

Subtotal 1 0 0 0 1 0 0 0 1 1

Tongue discolouration 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Umbilical hernia 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 77 63 20 7 122 112 25 7 167 266

Subtotal 1 0 0 0 1 0 0 0 1 1

No adverse event 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Application site reaction 0 1 0 0 0 1 0 0 1 1

Subtotal 21 16 7 2 27 19 7 2 46 55

Asthenia 4 5 0 0 4 5 0 0 9 9

Fatigue 11 10 7 1 14 11 6 1 29 32

Malaise 9 3 1 1 9 3 1 1 14 14

Subtotal 0 0 2 2 0 0 2 2 4 4

Death 0 0 0 1 0 0 0 1 1 1

Death neonatal 0 0 2 0 0 0 2 0 2 2

Premature baby death 0 0 0 1 0 0 0 1 1 1

Subtotal 41 25 9 3 44 26 9 2 78 81

Fever neonatal 0 0 1 0 0 0 1 0 1 1

Pyrexia 41 25 8 3 44 26 8 2 77 80

Subtotal 7 7 1 1 9 9 1 1 16 20

Chills 4 7 1 1 4 7 1 1 13 13

Feeling abnormal 3 0 0 0 4 0 0 0 3 4

Feeling cold 0 1 0 0 0 1 0 0 1 1

Feeling hot 0 1 0 0 0 1 0 0 1 1

Thirst 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Gait inability 0 1 0 0 0 1 0 0 1 1

Subtotal 19 9 4 0 19 11 4 0 32 34

Condition aggravated 0 0 2 0 0 0 2 0 2 2

Crying 10 3 0 0 10 3 0 0 13 13

General physical health deterioration 0 0 1 0 0 0 1 0 1 1

Illness 4 1 0 0 4 1 0 0 5 5

Induration 0 1 0 0 0 1 0 0 1 1

Influenza like illness 3 2 1 0 3 2 1 0 6 6

Local reaction 0 3 0 0 0 3 0 0 3 3

Peripheral swelling 2 0 0 0 2 0 0 0 2 2

Swelling 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Inflammation 0 1 0 0 0 1 0 0 1 1

Subtotal 4 14 1 1 5 22 1 0 20 28

Injection site erythema 1 2 0 1 1 3 0 0 4 4

Injection site hypoaesthesia 1 0 0 0 1 0 0 0 1 1

Injection site pain 0 12 0 1 0 13 0 0 13 13

Injection site pruritus 1 0 0 0 1 0 0 0 1 1

Injection site rash 1 0 0 0 1 0 0 0 1 1

Injection site swelling 1 3 1 1 1 4 1 0 6 6

Injection site warmth 0 1 0 1 0 2 0 0 2 2

Subtotal 7 3 1 1 7 4 1 0 12 12

Chest pain 0 2 0 0 0 2 0 0 2 2

Discomfort 3 0 0 0 3 0 0 0 3 3

Pain 4 1 1 1 4 2 1 0 7 7

Subtotal 1 8 0 0 1 8 0 0 9 9

Immediate post-injection reaction 1 0 0 0 1 0 0 0 1 1

Therapy partial responder 0 8 0 0 0 8 0 0 8 8

Subtotal 8 8 0 1 9 10 0 0 17 19

Therapeutic and nontherapeutic responses

Vaccination site reactions

Feelings and sensations NEC

Gait disturbances

General signs and symptoms NEC

Inflammations

Injection site reactions

Pain and discomfort NEC

Tongue signs and symptoms

Umbilical hernias

General disorders and administration site 
conditions Adverse effect absent

Application and instillation site reactions

Asthenic conditions

Death and sudden death

Febrile disorders
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Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Events Grand 
total

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Cases Grand 
total

Vaccination site discomfort 1 1 0 0 2 1 0 0 2 3

Vaccination site erythema 0 1 0 0 0 1 0 0 1 1

Vaccination site oedema 0 1 0 0 0 1 0 0 1 1

Vaccination site pain 5 3 0 1 5 4 0 0 9 9

Vaccination site rash 1 0 0 0 1 0 0 0 1 1

Vaccination site reaction 0 3 0 0 0 3 0 0 3 3

Vaccination site warmth 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 1 1 2 0 1 1 2 0 4 4

Subtotal 1 1 1 0 1 1 1 0 3 3

Hyperbilirubinaemia 0 0 1 0 0 0 1 0 1 1

Jaundice 1 1 0 0 1 1 0 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Acute hepatic failure 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 1 2 0 0 1 3 0 0 3 4

Subtotal 0 1 0 0 0 1 0 0 1 1

Hypersensitivity 0 1 0 0 0 1 0 0 1 1

Subtotal 1 2 0 0 1 2 0 0 3 3

Immunisation reaction 1 2 0 0 1 2 0 0 3 3

Subtotal Subtotal 5 7 2 1 5 8 2 0 15 15

Subtotal 0 0 1 0 0 0 1 0 1 1

Dysentery 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Candida infection 1 0 0 0 1 0 0 0 1 1

Subtotal 1 1 0 0 1 1 0 0 2 2

COVID-19 1 1 0 0 1 1 0 0 2 2

Subtotal 0 1 0 0 0 1 0 0 1 1

Oral herpes 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 0 1 0 1 0 0 1 1

Respiratory tract infection 0 0 0 1 0 1 0 0 1 1

Subtotal 0 4 0 0 0 4 0 0 4 4

Influenza 0 4 0 0 0 4 0 0 4 4

Subtotal 0 1 0 0 0 1 0 0 1 1

Pustule 0 1 0 0 0 1 0 0 1 1

Subtotal 3 0 0 0 3 0 0 0 3 3

Nasopharyngitis 2 0 0 0 2 0 0 0 2 2

Rhinitis 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Viral rash 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 161 39 35 11 180 52 22 7 246 261

Subtotal 145 19 32 9 162 22 21 6 205 211

Exposure during pregnancy 0 1 0 0 0 1 0 0 1 1

Exposure via breast milk 136 15 24 3 149 16 15 2 178 182

Foetal exposure during pregnancy 1 2 4 4 3 3 2 3 11 11

Maternal exposure during breast feeding 10 1 3 1 10 1 3 1 15 15

Maternal exposure during pregnancy 0 0 0 1 0 1 0 0 1 1

Paternal exposure before pregnancy 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Intentional dose omission 1 0 0 0 1 0 0 0 1 1

Subtotal 0 2 0 0 0 2 0 0 2 2

Medication error 0 2 0 0 0 2 0 0 2 2

Subtotal 0 0 0 1 0 0 0 1 1 1

Muscle rupture 0 0 0 1 0 0 0 1 1 1

Subtotal 1 11 0 1 1 13 0 0 13 14

Off label use 1 11 0 1 1 13 0 0 13 14

Subtotal 13 12 3 0 15 15 1 0 28 31

Accidental underdose 1 0 0 0 1 0 0 0 1 1

Injury, poisoning and procedural complications

Exposures associated with pregnancy, delivery 
and lactation

Intentional product use issues

Medication errors, product use errors and 
issues NEC

Muscle, tendon and ligament injuries

Off label uses

Product administration errors and issues

Infections and infestations

Abdominal and gastrointestinal infections

Candida infections

Coronavirus infections

Herpes viral infections

Infections NEC

Influenza viral infections

Skin structures and soft tissue infections

Upper respiratory tract infections

Viral infections NEC

Hepatobiliary disorders

Cholestasis and jaundice

Hepatic failure and associated disorders

Immune system disorders

Allergic conditions NEC

Immune and associated conditions NEC
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Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Events Grand 
total

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Cases Grand 
total

Expired product administered 1 0 0 0 1 0 0 0 1 1

Inappropriate schedule of product 
administration

0 4 0 0 0 4 0 0
4 4

Incorrect product formulation administered 1 0 0 0 1 0 0 0 1 1

Product administered to patient of 
inappropriate age

10 9 3 0 12 9 1 0
22 22

Product administration error 0 2 0 0 0 2 0 0 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1

Contusion 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 3 9 4 2 4 14 6 1 18 25

Subtotal 0 0 0 1 0 0 0 1 1 1

Oxygen saturation decreased 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 2 0 1 2

Magnetic resonance imaging head 0 0 1 0 0 0 1 0 1 1

Magnetic resonance imaging spinal 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Electrocardiogram 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Foetal heart rate abnormal 0 0 1 0 0 0 1 0 1 1

Subtotal 1 1 1 0 1 1 1 0 3 3

Heart rate increased 1 1 1 0 1 1 1 0 3 3

Subtotal 0 2 0 0 0 2 0 0 2 2

Antibody test abnormal 0 1 0 0 0 1 0 0 1 1

Antibody test negative 0 1 0 0 0 1 0 0 1 1

Subtotal 1 0 2 0 1 0 2 0 3 3

Blood test 1 0 1 0 1 0 1 0 2 2

Laboratory test 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Body temperature increased 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 0 1 0 1 0 0 1 1

Blood lactate dehydrogenase increased 0 0 0 1 0 1 0 0 1 1

Subtotal 0 2 0 0 0 2 0 0 2 2

Blood pressure increased 0 2 0 0 0 2 0 0 2 2

Subtotal 0 6 0 0 0 8 0 0 6 8

SARS-CoV-2 antibody test negative 0 6 0 0 0 6 0 0 6 6

SARS-CoV-2 test 0 1 0 0 0 1 0 0 1 1

SARS-CoV-2 test negative 0 1 0 0 0 1 0 0 1 1

Subtotal Subtotal 9 4 8 3 12 4 6 3 24 25

Subtotal 5 1 1 1 5 1 1 1 8 8

Decreased appetite 5 1 1 1 5 1 1 1 8 8

Subtotal 4 3 6 1 6 3 4 1 14 14

Feeding disorder 0 1 0 0 0 1 0 0 1 1

Food aversion 0 0 1 0 0 0 1 0 1 1

Neonatal insufficient breast milk syndrome 0 0 2 0 0 0 2 0 2 2

Poor feeding infant 3 2 2 1 4 2 1 1 8 8

Underweight 1 0 0 0 1 0 0 0 1 1

Weight gain poor 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 1 0 0 1 1 2 2

Hypoglycaemia 0 0 0 1 0 0 0 1 1 1

Hypoglycaemia neonatal 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Dehydration 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 19 16 3 1 22 22 3 0 39 47

Subtotal 0 1 0 0 0 1 0 0 1 1

Rotator cuff syndrome 0 1 0 0 0 1 0 0 1 1

Subtotal 7 3 1 0 7 3 1 0 11 11

Arthralgia 6 3 1 0 6 3 1 0 10 10

Musculoskeletal and connective tissue 
disorders Joint related disorders NEC

Joint related signs and symptoms

Vascular tests NEC (incl blood pressure)

Virus identification and serology

Metabolism and nutrition disorders

Appetite disorders

General nutritional disorders NEC

Hypoglycaemic conditions NEC

Total fluid volume decreased

Investigations

Blood gas and acid base analyses

Central nervous system imaging procedures

ECG investigations

Foetal and neonatal diagnostic procedures

Heart rate and pulse investigations

Immunology analyses NEC

Investigations NEC

Physical examination procedures and organ 
system status

Tissue enzyme analyses NEC

Skin injuries NEC
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Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Events Grand 
total

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Cases Grand 
total

Joint swelling 1 0 0 0 1 0 0 0 1 1

Subtotal 9 4 1 1 9 5 1 0 15 15

Myalgia 9 4 1 1 9 5 1 0 15 15

Subtotal 2 0 0 0 2 0 0 0 2 2

Growth retardation 1 0 0 0 1 0 0 0 1 1

Mobility decreased 1 0 0 0 1 0 0 0 1 1

Subtotal 4 12 1 0 4 13 1 0 17 18

Back pain 0 1 0 0 0 1 0 0 1 1

Limb discomfort 0 7 0 0 0 7 0 0 7 7

Neck pain 0 1 0 0 0 1 0 0 1 1

Pain in extremity 4 4 1 0 4 4 1 0 9 9

Subtotal Subtotal 25 19 15 5 28 25 15 5 64 73

Subtotal 0 0 1 0 0 0 1 0 1 1

Intraventricular haemorrhage neonatal 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Balance disorder 0 0 1 0 0 0 1 0 1 1

Subtotal 5 3 2 2 5 3 2 2 12 12

Lethargy 2 0 0 1 2 0 0 1 3 3

Somnolence 2 3 2 0 2 3 2 0 7 7

Somnolence neonatal 1 0 0 0 1 0 0 0 1 1

Syncope 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Foetal movement disorder 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Bell's palsy 0 0 1 0 0 0 1 0 1 1

Subtotal 15 11 4 1 15 11 4 1 31 31

Headache 15 11 4 1 15 11 4 1 31 31

Subtotal 1 0 0 0 1 0 0 0 1 1

Migraine 1 0 0 0 1 0 0 0 1 1

Subtotal 4 4 1 1 4 4 1 1 10 10

Dizziness 4 4 0 0 4 4 0 0 8 8

Fontanelle bulging 0 0 0 1 0 0 0 1 1 1

Infant irritability 0 0 1 0 0 0 1 0 1 1

Subtotal 3 3 0 0 3 3 0 0 6 6

Burning sensation 0 1 0 0 0 1 0 0 1 1

Hypoaesthesia 1 0 0 0 1 0 0 0 1 1

Paraesthesia 2 2 0 0 2 2 0 0 4 4

Subtotal 0 0 3 1 0 0 3 1 4 4

Febrile convulsion 0 0 0 1 0 0 0 1 1 1

Seizure 0 0 3 0 0 0 3 0 3 3

Subtotal 0 2 0 0 0 3 0 0 2 3

Neuralgia 0 1 0 0 0 1 0 0 1 1

Sensory disturbance 0 1 0 0 0 2 0 0 1 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Sleep deficit 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Tremor 0 1 0 0 0 1 0 0 1 1

Subtotal Subtotal 3 1 13 0 4 1 17 0 17 22

Subtotal 0 0 1 0 0 0 1 0 1 1

Meconium in amniotic fluid 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 5 0 0 0 5 0 5 5

Foetal cardiac disorder 0 0 1 0 0 0 1 0 1 1

Foetal hypokinesia 0 0 4 0 0 0 4 0 4 4

Subtotal 0 0 1 0 0 0 1 0 1 1

Foetal macrosomia 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Seizures and seizure disorders NEC

Sensory abnormalities NEC

Sleep disturbances NEC

Tremor (excl congenital)

Pregnancy, puerperium and perinatal 
conditions Amniotic fluid and cavity disorders of 

pregnancy NEC

Foetal complications NEC

Foetal growth complications

Foetal position and presentation abnormalities

Nervous system disorders

Central nervous system haemorrhages and 
cerebrovascular accidents

Coordination and balance disturbances

Disturbances in consciousness NEC

Dyskinesias and movement disorders NEC

Facial cranial nerve disorders

Headaches NEC

Migraine headaches

Neurological signs and symptoms NEC

Paraesthesias and dysaesthesias

Muscle pains

Musculoskeletal and connective tissue 
conditions NEC

Musculoskeletal and connective tissue pain 
and discomfort
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Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Events Grand 
total

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Cases Grand 
total

Shoulder dystocia 0 0 1 0 0 0 1 0 1 1

Subtotal 1 1 5 0 1 1 6 0 7 8

Low birth weight baby 1 0 3 0 1 0 3 0 4 4

Premature baby 0 1 3 0 0 1 3 0 4 4

Subtotal 1 0 0 0 1 0 0 0 1 1

Premature delivery 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Jaundice neonatal 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2

Foetal death 0 0 1 0 0 0 1 0 1 1

Stillbirth 0 0 1 0 0 0 1 0 1 1

Subtotal 2 0 0 0 2 0 0 0 2 2

Umbilical cord short 1 0 0 0 1 0 0 0 1 1

Umbilical granuloma 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Product temperature excursion issue 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 17 10 5 1 21 11 10 1 33 43

Subtotal 1 0 0 0 1 0 0 0 1 1

Abnormal behaviour 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Separation anxiety disorder 0 0 1 0 0 0 1 0 1 1

Subtotal 2 2 0 0 3 2 0 0 4 5

Agitation 1 1 0 0 1 1 0 0 2 2

Anxiety 1 0 0 0 1 0 0 0 1 1

Nervousness 1 1 0 0 1 1 0 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1

Paranoia 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Confusional state 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Delusion 0 0 1 0 0 0 1 0 1 1

Subtotal 5 5 0 0 5 5 0 0 10 10

Insomnia 5 5 0 0 5 5 0 0 10 10

Subtotal 1 0 1 0 1 0 1 0 2 2

Poor quality sleep 1 0 1 0 1 0 1 0 2 2

Subtotal 5 2 1 0 5 2 1 0 8 8

Irritability 3 2 1 0 3 2 1 0 6 6

Mood altered 2 0 0 0 2 0 0 0 2 2

Subtotal 1 0 1 0 1 0 1 0 2 2

Hallucination 0 0 1 0 0 0 1 0 1 1

Hallucination, visual 1 0 0 0 1 0 0 0 1 1

Subtotal 2 1 0 1 2 1 0 1 4 4

Restlessness 2 1 0 1 2 1 0 1 4 4

Subtotal 1 0 0 0 1 0 0 0 1 1

Listless 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Enuresis 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Psychotic disorder 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 2 0 1 0 2 0 3 3

Sleep disorder 1 0 2 0 1 0 2 0 3 3

Subtotal 0 0 1 0 0 0 1 0 1 1

Thinking abnormal 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 2 0 1 0 2 0 1 0 3 3

Subtotal 1 0 0 0 1 0 0 0 1 1

Thinking disturbances

Renal and urinary disorders

Renal failure and impairment

Hallucinations (excl sleep-related)

Increased physical activity levels

Mood disorders NEC

Psychiatric elimination disorders

Psychotic disorder NEC

Sleep disorders NEC

Psychiatric disorders

Abnormal behaviour NEC

Anxiety disorders NEC

Anxiety symptoms

Behaviour and socialisation disturbances

Confusion and disorientation

Delusional symptoms

Disturbances in initiating and maintaining sleep

Dyssomnias

Emotional and mood disturbances NEC

Labour onset and length abnormalities

Neonatal hepatobiliary disorders

Stillbirth and foetal death

Umbilical cord complications

Product issues

Product distribution and storage issues

Gestational age and weight conditions
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Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Evemts Grand 
total

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Cases Grand 
total

Renal impairment 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Pyelocaliectasis 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Haematuria 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 2 3 0 0 3 5 0 0 5 8

Subtotal 0 1 0 0 0 1 0 0 1 1

Breast enlargement 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Nipple exudate bloody 0 1 0 0 0 1 0 0 1 1

Subtotal 0 2 0 0 0 3 0 0 2 3

Dysmenorrhoea 0 1 0 0 0 1 0 0 1 1

Menstrual discomfort 0 1 0 0 0 1 0 0 1 1

Menstruation irregular 0 1 0 0 0 1 0 0 1 1

Subtotal 2 0 0 0 2 0 0 0 2 2

Heavy menstrual bleeding 2 0 0 0 2 0 0 0 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1

Uterine haemorrhage 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 10 3 12 3 17 3 15 3 28 38

Subtotal 1 1 4 1 1 1 4 1 7 7

Dyspnoea 1 1 2 0 1 1 2 0 4 4

Respiratory depression 0 0 1 0 0 0 1 0 1 1

Respiratory distress 0 0 1 0 0 0 1 0 1 1

Tachypnoea 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 1 0 2 0 0 0 2 2

Obstructive airways disorder 0 0 1 0 1 0 0 0 1 1

Wheezing 1 0 0 0 1 0 0 0 1 1

Subtotal 4 1 2 0 5 1 2 0 7 8

Cough 4 1 2 0 5 1 2 0 7 8

Subtotal 1 0 0 0 1 0 0 0 1 1

Nasal congestion 1 0 0 0 1 0 0 0 1 1

Subtotal 2 1 0 0 2 1 0 0 3 3

Epistaxis 2 1 0 0 2 1 0 0 3 3

Subtotal 0 0 3 0 0 0 4 0 3 4

Infantile apnoea 0 0 1 0 0 0 1 0 1 1

Neonatal hypoxia 0 0 1 0 0 0 1 0 1 1

Neonatal respiratory distress syndrome 0 0 2 0 0 0 2 0 2 2

Subtotal 1 0 2 1 1 0 3 1 4 5

Neonatal aspiration 0 0 2 0 0 0 2 0 2 2

Neonatal dyspnoea 0 0 0 1 0 0 0 1 1 1

Respiratory disorder neonatal 0 0 1 0 0 0 1 0 1 1

Transient tachypnoea of the newborn 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Tonsillar hypertrophy 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Pneumothorax 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Respiratory tract congestion 1 0 0 0 1 0 0 0 1 1

Subtotal 2 0 1 1 3 0 1 1 4 5

Oropharyngeal pain 0 0 0 1 0 0 0 1 1 1

Rhinorrhoea 2 0 0 0 2 0 0 0 2 2

Sneezing 1 0 1 0 1 0 1 0 2 2

Subtotal Subtotal 21 15 2 2 23 22 2 0 40 47

Subtotal 0 1 0 0 0 1 0 0 1 1

Hyperhidrosis 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Pneumothorax and pleural effusions NEC

Respiratory tract disorders NEC

Upper respiratory tract signs and symptoms

Skin and subcutaneous tissue disorders

Apocrine and eccrine gland disorders

Bullous conditions

Uterine disorders NEC

Respiratory, thoracic and mediastinal disorders

Breathing abnormalities

Bronchospasm and obstruction

Coughing and associated symptoms

Nasal congestion and inflammations

Nasal disorders NEC

Neonatal hypoxic conditions

Newborn respiratory disorders NEC

Pharyngeal disorders (excl infections and 
neoplasms)

Renal structural abnormalities and trauma

Urinary abnormalities

Reproductive system and breast disorders

Breast disorders NEC

Breast signs and symptoms

Menstruation and uterine bleeding NEC

Menstruation with increased bleeding
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Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Events Grand 
total

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Cases Grand 
total

Erythema multiforme 0 0 1 0 0 0 1 0 1 1

Subtotal 2 1 0 0 3 1 0 0 3 4

Pain of skin 1 0 0 0 1 0 0 0 1 1

Skin burning sensation 0 1 0 0 0 1 0 0 1 1

Skin warm 2 0 0 0 2 0 0 0 2 2

Subtotal 0 2 1 0 0 2 1 0 3 3

Dermatitis allergic 0 1 1 0 0 1 1 0 2 2

Perioral dermatitis 0 1 0 0 0 1 0 0 1 1

Subtotal 1 3 0 0 2 3 0 0 4 5

Erythema 1 3 0 0 2 3 0 0 4 5

Subtotal 0 1 0 0 0 1 0 0 1 1

Lichen sclerosus 0 1 0 0 0 1 0 0 1 1

Subtotal 1 3 0 0 1 3 0 0 4 4

Pruritus 1 3 0 0 1 3 0 0 4 4

Subtotal 14 7 0 2 14 10 0 0 23 24

Rash 13 7 0 1 13 9 0 0 21 22

Rash erythematous 1 0 0 0 1 0 0 0 1 1

Rash maculo-papular 0 0 0 1 0 1 0 0 1 1

Subtotal 2 0 0 0 2 0 0 0 2 2

Livedo reticularis 2 0 0 0 2 0 0 0 2 2

Subtotal 1 1 0 0 1 1 0 0 2 2

Urticaria 1 1 0 0 1 1 0 0 2 2

Subtotal Subtotal 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Loss of personal independence in daily 
activities

0 0 1 0 0 0 1 0
1 1

Subtotal Subtotal 2 14 1 2 2 15 1 1 19 19

Subtotal 0 0 1 0 0 0 1 0 1 1

Cardioversion 0 0 1 0 0 0 1 0 1 1

Subtotal 2 14 0 2 2 15 0 1 18 18

Interchange of vaccine products 2 14 0 2 2 15 0 1 18 18

Subtotal Subtotal 2 2 0 0 2 2 0 0 4 4

Subtotal 0 1 0 0 0 1 0 0 1 1

Haemorrhage 0 1 0 0 0 1 0 0 1 1

Subtotal 2 1 0 0 2 1 0 0 3 3

Flushing 1 0 0 0 1 0 0 0 1 1

Hot flush 1 0 0 0 1 0 0 0 1 1

Peripheral vascular disorder 0 1 0 0 0 1 0 0 1 1

219 111 69 17 521 337 169 43 416 1,070Grand total

Surgical and medical procedures

Cardiac therapeutic procedures NEC

Therapeutic procedures NEC

Vascular disorders

Haemorrhages NEC

Peripheral vascular disorders NEC

Pruritus NEC

Rashes, eruptions and exanthems NEC

Skin vasomotor conditions

Urticarias

Social circumstances

Disability issues

Dermal and epidermal conditions NEC

Dermatitis and eczema

Erythemas

Papulosquamous conditions
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Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period

Subtotal Subtotal 2 1 0 1 2 1 0 1 4 4

Subtotal 2 1 0 0 2 1 0 0 3 3

Lymphadenitis 0 1 0 0 0 1 0 0 1 1

Lymphadenopathy 2 0 0 0 2 0 0 0 2 2

Subtotal 0 0 0 1 0 0 0 1 1 1

Immune thrombocytopenia 0 0 0 1 0 0 0 1 1 1

Subtotal Subtotal 0 0 1 2 2 0 0 2 3 4

Subtotal 0 0 1 2 1 0 0 2 3 3

Palpitations 0 0 1 2 1 0 0 2 3 3

Subtotal 0 0 1 0 1 0 0 0 1 1

Tachycardia 0 0 1 0 1 0 0 0 1 1

Subtotal Subtotal 1 0 0 0 2 0 0 0 1 2

Subtotal 1 0 0 0 2 0 0 0 1 2

Visual impairment 1 0 0 0 2 0 0 0 1 2

Subtotal Subtotal 1 4 0 3 2 4 0 6 8 12

Subtotal 0 1 0 0 0 1 0 0 1 1

Diarrhoea 0 1 0 0 0 1 0 0 1 1

Subtotal 0 2 0 0 0 2 0 0 2 2

Abdominal pain 0 1 0 0 0 1 0 0 1 1

Abdominal pain upper 0 1 0 0 0 1 0 0 1 1

Subtotal 1 1 0 3 2 1 0 6 5 9

Nausea 1 0 0 3 1 0 0 3 4 4

Vomiting 1 1 0 3 1 1 0 3 5 5

Subtotal Subtotal 17 24 1 3 44 36 0 4 45 84

Subtotal 0 1 0 0 0 1 0 0 1 1

Administration site oedema 0 1 0 0 0 1 0 0 1 1

Subtotal 3 1 0 0 3 1 0 0 4 4

No adverse event 3 1 0 0 3 1 0 0 4 4

Subtotal 3 1 0 0 4 1 0 0 4 5

Asthenia 1 0 0 0 2 0 0 0 1 2

Malaise 2 1 0 0 2 1 0 0 3 3

Subtotal 4 8 0 2 4 8 0 2 14 14

Pyrexia 4 8 0 2 4 8 0 2 14 14

Subtotal 2 0 0 1 4 0 0 1 3 5

Chills 1 0 0 1 1 0 0 1 2 2

Feeling abnormal 2 0 0 0 2 0 0 0 2 2

Feeling cold 1 0 0 0 1 0 0 0 1 1

Subtotal 1 1 1 0 2 1 0 0 3 3

Condition aggravated 0 0 1 0 1 0 0 0 1 1

Swelling 0 1 0 0 0 1 0 0 1 1

Unevaluable event 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Injection site hypoaesthesia 1 0 0 0 1 0 0 0 1 1

Subtotal 2 8 0 1 2 10 0 1 11 13

Chest discomfort 0 2 0 0 0 2 0 0 2 2

Chest pain 1 4 0 1 1 4 0 1 6 6

Pain 1 3 0 0 1 3 0 0 4 4

Tenderness 0 1 0 0 0 1 0 0 1 1

Subtotal 2 3 0 0 3 3 0 0 5 6

Adverse event 2 0 0 0 3 0 0 0 2 3

Therapy partial responder 0 3 0 0 0 3 0 0 3 3

Subtotal 7 5 0 0 21 11 0 0 12 32

Vaccination site erythema 4 4 0 0 4 4 0 0 8 8

Vaccination site induration 2 0 0 0 2 0 0 0 2 2

Vaccination site reactions

General disorders and administration site 
conditions Administration site reactions NEC

Adverse effect absent

Asthenic conditions

Febrile disorders

Feelings and sensations NEC

General signs and symptoms NEC

Injection site reactions

Pain and discomfort NEC

Therapeutic and nontherapeutic responses

Cardiac disorders

Cardiac signs and symptoms NEC

Rate and rhythm disorders NEC

Eye disorders

Visual impairment and blindness (excl colour 
blindness)

Gastrointestinal disorders

Diarrhoea (excl infective)

Gastrointestinal and abdominal pains (excl 
oral and throat)

Nausea and vomiting symptoms

Events 
Grand Total 

Non Serious Serious Non Serious Serious

Blood and lymphatic system disorders

Lymphatic system disorders NEC

Thrombocytopenias

SOC HLT PT # Cases # Events

Cases 
Grand Total 

1
6012



Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Vaccination site joint erythema 1 0 0 0 1 0 0 0 1 1

Vaccination site pain 4 3 0 0 4 3 0 0 7 7

Vaccination site pruritus 2 0 0 0 2 0 0 0 2 2

Vaccination site reaction 2 0 0 0 2 0 0 0 2 2

Vaccination site swelling 2 4 0 0 2 4 0 0 6 6

Vaccination site warmth 4 0 0 0 4 0 0 0 4 4

Subtotal Subtotal 1 25 0 0 1 25 0 0 26 26

Subtotal 1 25 0 0 1 25 0 0 26 26

Immunisation reaction 1 25 0 0 1 25 0 0 26 26

Subtotal Subtotal 1 1 0 0 1 1 0 0 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1

Suspected COVID-19 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Herpes zoster 0 1 0 0 0 1 0 0 1 1

Subtotal Subtotal 39 23 3 2 49 34 0 2 67 85

Subtotal 0 0 0 1 0 0 0 1 1 1

Medication error 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1

Fall 0 0 1 0 1 0 0 0 1 1

Subtotal 2 5 0 0 3 5 0 0 7 8

Off label use 2 5 0 0 3 5 0 0 7 8

Subtotal 38 19 2 1 45 27 0 0 60 72

Accidental underdose 1 2 0 0 1 2 0 0 3 3

Expired product administered 0 1 0 0 0 1 0 0 1 1

Inappropriate schedule of product 
administration

3 5 0 0 3 5 0 0
8 8

Incorrect dose administered 1 0 0 0 1 0 0 0 1 1

Product administered to patient of 
inappropriate age

37 17 2 1 39 18 0 0
57 57

Product administration error 1 1 0 0 1 1 0 0 2 2

Subtotal 0 0 0 1 0 0 0 1 1 1

Product prescribing error 0 0 0 1 0 0 0 1 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Product storage error 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Underdose 0 1 0 0 0 1 0 0 1 1

Subtotal Subtotal 0 12 0 0 0 13 0 0 12 13

Subtotal 0 2 0 0 0 2 0 0 2 2

Antibody test abnormal 0 2 0 0 0 2 0 0 2 2

Subtotal 0 1 0 0 0 1 0 0 1 1

Menstruation normal 0 1 0 0 0 1 0 0 1 1

Subtotal 0 9 0 0 0 10 0 0 9 10

SARS-CoV-2 antibody test 0 1 0 0 0 1 0 0 1 1

SARS-CoV-2 antibody test negative 0 8 0 0 0 8 0 0 8 8

SARS-CoV-2 test negative 0 1 0 0 0 1 0 0 1 1

Subtotal Subtotal 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Decreased appetite 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 10 7 0 1 10 9 0 1 18 20

Subtotal 2 4 0 0 2 5 0 0 6 7

Myalgia 2 4 0 0 2 5 0 0 6 7

Subtotal 0 1 0 1 0 1 0 1 2 2

Muscular weakness 0 1 0 1 0 1 0 1 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1

Musculoskeletal and connective tissue 
disorders Muscle pains

Muscle weakness conditions

Musculoskeletal and connective tissue 
d NEC

Investigations

Immunology analyses NEC

Physical examination procedures and organ 
system status

Virus identification and serology

Metabolism and nutrition disorders

Appetite disorders

Injury, poisoning and procedural 
complications Medication errors, product use errors and 

issues NEC

Non-site specific injuries NEC

Off label uses

Product administration errors and issues

Product prescribing errors and issues

Product storage errors and issues in the 
product use system

Underdoses NEC

Immune system disorders

Immune and associated conditions NEC

Infections and infestations

Coronavirus infections

Herpes viral infections

Cases 
Grand Total 

Events 
Grand Total 

2
6013



Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Mobility decreased 1 0 0 0 1 0 0 0 1 1

Subtotal 6 3 0 0 6 3 0 0 9 9

Back pain 0 1 0 0 0 1 0 0 1 1

Limb discomfort 1 0 0 0 1 0 0 0 1 1

Pain in extremity 5 2 0 0 5 2 0 0 7 7

Subtotal 1 0 0 0 1 0 0 0 1 1

Groin pain 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 3 3 2 3 4 4 2 3 11 13

Subtotal 1 0 0 0 1 0 0 0 1 1

Lethargy 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 0 1 0 1 0 0 1 1

Facial paresis 0 0 0 1 0 1 0 0 1 1

Subtotal 1 3 0 1 1 3 0 1 5 5

Headache 1 3 0 0 1 3 0 0 4 4

Tension headache 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Dizziness 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 0 0 2 0 0 0 1 2

Hypoaesthesia 1 0 0 0 1 0 0 0 1 1

Paraesthesia 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Paraparesis 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2

Seizure 0 0 2 0 0 0 2 0 2 2

Subtotal Subtotal 0 2 0 0 0 3 0 0 2 3

Subtotal 0 1 0 0 0 1 0 0 1 1

Menstruation irregular 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 0 0 0 2 0 0 1 2

Genital erythema 0 1 0 0 0 1 0 0 1 1

Genital swelling 0 1 0 0 0 1 0 0 1 1

Subtotal Subtotal 1 0 1 1 1 0 1 1 3 3

Subtotal 0 0 1 0 0 0 1 0 1 1

Respiratory depression 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Asthma 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Cough 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 0 8 0 2 0 11 0 3 10 14

Subtotal 0 3 0 0 0 3 0 0 3 3

Dermatitis atopic 0 1 0 0 0 1 0 0 1 1

Prurigo 0 2 0 0 0 2 0 0 2 2

Subtotal 0 2 0 2 0 2 0 2 4 4

Pruritus 0 2 0 2 0 2 0 2 4 4

Subtotal 0 4 0 1 0 5 0 1 5 6

Rash 0 3 0 1 0 4 0 1 4 5

Rash pruritic 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1

Urticaria 0 1 0 0 0 1 0 0 1 1

Subtotal Subtotal 1 11 0 0 1 11 0 0 12 12

Subtotal 1 0 0 0 1 0 0 0 1 1

COVID-19 immunisation 1 0 0 0 1 0 0 0 1 1

Subtotal 0 11 0 0 0 11 0 0 11 11

Interchange of vaccine products 0 11 0 0 0 11 0 0 11 11

Subtotal Subtotal 2 0 0 1 2 0 0 1 3 3Vascular disorders

Skin and subcutaneous tissue disorders

Dermatitis and eczema

Pruritus NEC

Rashes, eruptions and exanthems NEC

Urticarias

Surgical and medical procedures

Immunisations

Therapeutic procedures NEC

Reproductive system and breast disorders

Menstruation and uterine bleeding NEC

Reproductive tract signs and symptoms NEC

Respiratory, thoracic and mediastinal 
disorders Breathing abnormalities

Bronchospasm and obstruction

Coughing and associated symptoms

Nervous system disorders

Disturbances in consciousness NEC

Facial cranial nerve disorders

Headaches NEC

Neurological signs and symptoms NEC

Paraesthesias and dysaesthesias

Paralysis and paresis (excl cranial nerve)

Seizures and seizure disorders NEC

conditions NEC

Musculoskeletal and connective tissue pain 
and discomfort

Soft tissue disorders NEC

Cases 
Grand Total 

Events 
Grand Total 

3
6014



Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period Prior to 
Review Period

Review Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal 1 0 0 0 1 0 0 0 1 1

Cyanosis 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1

Phlebitis superficial 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1

Hypotension 1 0 0 0 1 0 0 0 1 1

47 83 3 14 122 152 3 24 147 301

Peripheral vascular disorders NEC

Phlebitis NEC

Vascular hypotensive disorders

Grand total

Cases 
Grand Total 

Events 
Grand Total 

4
6015
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6016



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Subtotal Subtotal 69 45 15 13 74 46 15 13 142 148
Subtotal 2 0 2 1 3 0 1 1 5 5
Anaemia 2 0 1 1 3 0 0 1 4 4

Microcytic anaemia 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 2 0 1 0 1 0 2 2
Hyperleukocytosis 0 0 1 0 0 0 1 0 1 1

Lymphocytosis 0 0 1 0 1 0 0 0 1 1

Subtotal 67 45 7 5 70 46 5 5 124 126
Lymph node pain 0 1 0 0 0 1 0 0 1 1

Lymphadenitis 2 2 0 0 2 2 0 0 4 4

Lymphadenopathy 65 43 7 5 68 43 5 5 120 121

Subtotal 0 0 0 1 0 0 0 1 1 1
Pancytopenia 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 7 6 0 0 7 6 13 13
Immune thrombocytopenia 0 0 1 2 0 0 1 2 3 3

Thrombocytopenia 0 0 4 4 0 0 4 4 8 8

Thrombosis with thrombocytopenia 
syndrome

0 0 2 0 0 0 2 0
2 2

Subtotal 0 0 1 0 0 0 1 0 1 1
Thrombocytosis 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 23 21 143 55 34 24 155 56 242 269
Subtotal 2 1 1 0 2 1 1 0 4 4
Cardiac disorder 1 1 1 0 1 1 1 0 3 3

Cardiovascular disorder 1 0 0 0 1 0 0 0 1 1

Subtotal 12 6 14 2 15 6 11 3 34 35
Cardiac discomfort 0 0 0 1 0 0 0 1 1 1

Palpitations 12 6 14 2 15 6 11 2 34 34

Subtotal 0 0 1 2 0 0 1 2 3 3
Angina pectoris 0 0 1 1 0 0 1 1 2 2

Myocardial infarction 0 0 0 1 0 0 0 1 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1
Cardiomegaly 0 1 0 0 0 1 0 0 1 1

Subtotal 1 1 98 36 1 1 100 36 136 138
Myocarditis 1 1 73 23 1 1 74 23 98 99

Myopericarditis 0 0 25 13 0 0 26 13 38 39

Subtotal 2 0 21 8 2 0 21 8 31 31
Pericarditis 2 0 21 8 2 0 21 8 31 31

Subtotal 9 12 15 8 12 13 14 7 44 46
Arrhythmia 2 1 4 0 2 1 4 0 7 7

Bradycardia 0 0 2 1 0 0 2 1 3 3

Cardiac flutter 0 0 1 0 0 0 1 0 1 1

Extrasystoles 1 1 0 0 1 1 0 0 2 2

Tachycardia 7 10 8 7 8 11 7 6 32 32

Tachycardia paroxysmal 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 3 1 2 1 3 0 5 6
Atrial tachycardia 0 0 1 0 0 0 1 0 1 1

Sinus arrhythmia 0 0 0 1 0 1 0 0 1 1

Sinus bradycardia 1 0 0 0 1 0 0 0 1 1

Sinus tachycardia 0 0 1 0 0 0 1 0 1 1

Supraventricular tachycardia 0 0 2 0 1 0 1 0 2 2

Subtotal 0 1 4 0 0 1 4 0 5 5
Cardiac arrest 0 0 3 0 0 0 3 0 3 3

Ventricular extrasystoles 0 1 0 0 0 1 0 0 1 1

Ventricular tachycardia 0 0 1 0 0 0 1 0 1 1

Supraventricular arrhythmias

Ventricular arrhythmias and cardiac 
arrest

Thrombocytopenias

Thrombocytoses

Cardiac disorders

Cardiac disorders NEC

Cardiac signs and symptoms NEC

Ischaemic coronary artery disorders

Myocardial disorders NEC

Noninfectious myocarditis

Noninfectious pericarditis

Rate and rhythm disorders NEC

Events 
Grand Total  

Non Serious Serious Non Serious Serious

Blood and lymphatic system disorders

Anaemias NEC

Leukocytoses NEC

Lymphatic system disorders NEC

Marrow depression and hypoplastic 
anaemias

SOC HLT PT # Cases # Events

Cases 
Grand Total 

1
6017



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal Subtotal 0 0 0 1 0 0 0 1 1 1
Subtotal 0 0 0 1 0 0 0 1 1 1
Aplasia 0 0 0 1 0 0 0 1 1 1

Subtotal Subtotal 17 18 12 5 19 19 11 7 52 56
Subtotal 6 0 2 1 7 0 1 1 9 9
Ear discomfort 0 0 0 1 0 0 0 1 1 1

Ear pain 5 0 2 0 6 0 1 0 7 7

Ear swelling 1 0 0 0 1 0 0 0 1 1

Subtotal 1 1 6 1 1 1 6 1 9 9
Deafness 0 0 1 1 0 0 1 1 2 2

Deafness transitory 0 0 1 0 0 0 1 0 1 1

Hypoacusis 1 1 4 0 1 1 4 0 6 6

Subtotal 2 0 0 0 2 0 0 0 2 2
Hyperacusis 2 0 0 0 2 0 0 0 2 2

Subtotal 9 18 4 4 9 18 4 5 35 36
Tinnitus 1 2 0 3 1 2 0 3 6 6

Vertigo 8 16 4 2 8 16 4 2 30 30

Subtotal Subtotal 1 0 0 0 1 0 0 0 1 1
Subtotal 1 0 0 0 1 0 0 0 1 1
Silent thyroiditis 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 28 10 22 3 45 11 26 3 63 85
Subtotal 1 0 2 0 3 0 1 0 3 4
Conjunctival hyperaemia 0 0 2 0 2 0 1 0 2 3

Conjunctival oedema 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2
Blepharospasm 0 0 2 0 0 0 2 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1
Uveitis 0 0 1 0 0 0 1 0 1 1

Subtotal 2 1 0 0 2 1 0 0 3 3
Dry eye 0 1 0 0 0 1 0 0 1 1

Lacrimation increased 2 0 0 0 2 0 0 0 2 2

Subtotal 2 2 1 0 2 2 1 0 5 5
Erythema of eyelid 1 0 0 0 1 0 0 0 1 1

Eyelid oedema 0 1 1 0 0 1 1 0 2 2

Swelling of eyelid 1 1 0 0 1 1 0 0 2 2

Subtotal 7 1 3 1 8 1 2 1 12 12
Eye pain 2 1 2 0 3 1 1 0 5 5

Eye swelling 3 0 1 0 3 0 1 0 4 4

Periorbital swelling 2 0 0 1 2 0 0 1 3 3

Subtotal 5 1 2 0 6 1 1 0 8 8
Eye irritation 1 0 2 0 2 0 1 0 3 3

Ocular hyperaemia 4 1 0 0 4 1 0 0 5 5

Subtotal 0 0 2 0 1 0 1 0 2 2
Eye movement disorder 0 0 1 0 1 0 0 0 1 1

Strabismus 0 0 1 0 0 0 1 0 1 1

Subtotal 5 1 0 0 5 1 0 0 6 6
Asthenopia 1 0 0 0 1 0 0 0 1 1

Photophobia 4 1 0 0 4 1 0 0 5 5

Subtotal 0 0 1 0 0 0 1 0 1 1
Papilloedema 0 0 1 0 0 0 1 0 1 1

Subtotal 1 1 1 0 2 1 0 0 3 3
Mydriasis 1 1 1 0 2 1 0 0 3 3

Subtotal 7 4 11 2 9 4 13 2 24 28

Ocular nerve and muscle disorders

Ocular sensation disorders

Optic disc abnormalities NEC

Pupil disorders

Visual disorders NEC

Endocrine disorders

Acute and chronic thyroiditis

Eye disorders

Conjunctival infections, irritations and 
inflammations

Eyelid movement disorders

Iris and uveal tract infections, irritations 
and inflammations

Lacrimation disorders

Lid, lash and lacrimal infections, 
irritations and inflammations

Ocular disorders NEC

Ocular infections, inflammations and 
associated manifestations

Congenital, familial and genetic disorders

Congenital disorders NEC

Ear and labyrinth disorders

Ear disorders NEC

Hearing losses

Hyperacusia

Inner ear signs and symptoms

Cases 
Grand Total 

Events 
Grand Total  

2
6018



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Diplopia 1 0 5 1 1 0 5 1 7 7

Vision blurred 7 4 9 1 8 4 8 1 21 21

Subtotal 1 0 0 0 1 0 0 0 1 1
Visual field defect 1 0 0 0 1 0 0 0 1 1

Subtotal 3 0 6 0 6 0 3 0 9 9
Blindness 0 0 1 0 0 0 1 0 1 1

Visual impairment 3 0 5 0 6 0 2 0 8 8

Subtotal Subtotal 196 134 60 44 293 172 52 50 434 567
Subtotal 0 0 1 1 0 0 1 1 2 2
Colitis ulcerative 0 0 1 0 0 0 1 0 1 1

Enterocolitis haemorrhagic 0 0 0 1 0 0 0 1 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1
Teething 0 1 0 0 0 1 0 0 1 1

Subtotal 16 14 5 2 19 14 2 2 37 37
Diarrhoea 16 14 5 2 19 14 2 2 37 37

Subtotal 2 0 1 0 3 0 0 0 3 3
Dyspepsia 2 0 1 0 3 0 0 0 3 3

Subtotal 27 27 11 8 30 27 8 8 73 73
Abdominal pain 17 21 7 7 18 21 6 7 52 52

Abdominal pain lower 0 2 0 0 0 2 0 0 2 2

Abdominal pain upper 10 4 4 1 12 4 2 1 19 19

Subtotal 0 1 0 0 0 1 0 0 1 1
Gastrooesophageal reflux disease 0 1 0 0 0 1 0 0 1 1

Subtotal 2 7 0 0 2 7 0 0 9 9
Gastrointestinal disorder 2 7 0 0 2 7 0 0 9 9

Subtotal 0 0 1 0 1 0 0 0 1 1
Enteritis 0 0 1 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Hyperchlorhydria 1 0 0 0 1 0 0 0 1 1

Subtotal 6 2 1 0 7 2 0 0 9 9
Abdominal discomfort 3 2 0 0 3 2 0 0 5 5

Dysphagia 2 0 1 0 3 0 0 0 3 3

Odynophagia 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Intestinal haematoma 0 0 1 0 0 0 1 0 1 1

Subtotal 156 94 46 34 206 109 35 34 330 384
Infantile spitting up 0 1 0 0 0 1 0 0 1 1

Nausea 107 50 30 17 119 52 19 16 204 206

Retching 0 2 0 0 0 2 0 0 2 2

Vomiting 79 52 24 20 87 54 16 18 175 175

Subtotal 1 0 1 1 1 0 1 1 3 3
Haematemesis 0 0 0 1 0 0 0 1 1 1

Haematochezia 1 0 1 0 1 0 1 0 2 2

Subtotal 0 0 1 0 1 0 0 0 1 1
Salivary hypersecretion 0 0 1 0 1 0 0 0 1 1

Subtotal 0 2 0 0 0 2 0 0 2 2
Cheilitis 0 2 0 0 0 2 0 0 2 2

Subtotal 5 2 3 1 8 2 2 2 11 14
Hypoaesthesia oral 0 1 2 1 1 1 1 1 4 4

Lip discolouration 0 0 1 0 0 0 1 0 1 1

Lip erythema 0 1 0 0 0 1 0 0 1 1

Lip pain 1 0 0 0 1 0 0 0 1 1

Lip pruritus 1 0 0 0 1 0 0 0 1 1

Oral soft tissue disorders NEC

Oral soft tissue signs and symptoms

Gastrointestinal mucosal dystrophies and 
secretion disorders

Gastrointestinal signs and symptoms 
NEC

Intestinal haemorrhages

Nausea and vomiting symptoms

Non-site specific gastrointestinal 
haemorrhages

Oral dryness and saliva altered

Visual impairment and blindness (excl 
colour blindness)

Gastrointestinal disorders

Colitis (excl infective)

Dental disorders NEC

Diarrhoea (excl infective)

Dyspeptic signs and symptoms

Gastrointestinal and abdominal pains 
(excl oral and throat)

Gastrointestinal atonic and hypomotility 
disorders NEC

Gastrointestinal disorders NEC

Gastrointestinal inflammatory disorders 
NEC

Visual field disorders

Cases 
Grand Total 

Events 
Grand Total  

3
6019



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Oral mucosal blistering 1 0 0 0 1 0 0 0 1 1

Oral mucosal erythema 1 0 0 0 1 0 0 0 1 1

Oral pain 1 0 0 1 1 0 0 1 2 2

Paraesthesia oral 2 0 0 0 2 0 0 0 2 2

Subtotal 8 2 1 2 9 4 1 1 13 15
Lip oedema 3 1 0 1 3 1 0 1 5 5

Lip swelling 3 1 1 1 3 3 1 0 6 7

Mouth swelling 1 0 0 0 1 0 0 0 1 1

Palatal oedema 1 0 0 0 1 0 0 0 1 1

Palatal swelling 1 0 0 0 1 0 0 0 1 1

Subtotal 3 1 0 0 4 1 0 0 4 5
Aphthous ulcer 2 0 0 0 2 0 0 0 2 2

Mouth ulceration 1 1 0 0 1 1 0 0 2 2

Stomatitis 1 0 0 0 1 0 0 0 1 1

Subtotal 1 2 1 1 1 2 1 1 5 5
Swollen tongue 1 1 0 0 1 1 0 0 2 2

Tongue discolouration 0 1 0 0 0 1 0 0 1 1

Tongue eruption 0 0 1 0 0 0 1 0 1 1

Tongue pruritus 0 0 0 1 0 0 0 1 1 1

Subtotal Subtotal 1,386 785 198 130 2,165 1,434 257 195 2,499 4,051
Subtotal 4 5 0 1 4 5 0 1 10 10
Administration site erythema 2 0 0 0 2 0 0 0 2 2

Administration site induration 0 1 0 0 0 1 0 0 1 1

Administration site inflammation 1 0 0 0 1 0 0 0 1 1

Administration site joint erythema 0 1 0 0 0 1 0 0 1 1

Administration site lymphadenopathy 1 1 0 0 1 1 0 0 2 2

Administration site pain 0 1 0 1 0 1 0 1 2 2

Administration site pruritus 0 1 0 0 0 1 0 0 1 1

Subtotal 486 32 0 0 486 32 0 0 518 518
No adverse event 486 32 0 0 486 32 0 0 518 518

Subtotal 5 1 0 0 5 1 0 0 6 6
Application site erythema 1 1 0 0 1 1 0 0 2 2

Application site pain 3 0 0 0 3 0 0 0 3 3

Application site reaction 1 0 0 0 1 0 0 0 1 1

Subtotal 229 154 60 32 293 175 50 34 475 552
Asthenia 47 76 18 12 51 76 14 13 153 154

Fatigue 147 58 29 13 157 60 21 12 247 250

Malaise 78 38 21 10 85 39 15 9 147 148

Subtotal 0 0 6 0 0 0 6 0 6 6
Hyperthermia 0 0 5 0 0 0 5 0 5 5

Hypothermia 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 3 3 0 0 3 3 6 6
Death 0 0 3 3 0 0 3 3 6 6

Subtotal 389 399 98 69 417 408 80 65 955 970
Hyperpyrexia 5 0 9 8 5 0 9 8 22 22

Pyrexia 384 399 89 61 412 408 71 57 933 948

Subtotal 95 77 20 9 109 78 12 10 201 209
Chills 69 67 11 8 75 67 6 8 155 156

Feeling abnormal 19 3 4 0 20 3 3 0 26 26

Feeling cold 4 3 3 0 6 3 1 0 10 10

Feeling hot 4 4 3 1 6 4 1 1 12 12

Feeling jittery 1 0 0 0 1 0 0 0 1 1

Hunger 0 0 0 1 0 0 0 1 1 1

Body temperature altered

Death and sudden death

Febrile disorders

Feelings and sensations NEC

Oral soft tissue swelling and oedema

Stomatitis and ulceration

Tongue signs and symptoms

General disorders and administration site 
conditions Administration site reactions NEC

Adverse effect absent

Application and instillation site reactions

Asthenic conditions

Cases 
Grand Total 

Events 
Grand Total  

4
6020



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Sensation of foreign body 0 0 1 0 0 0 1 0 1 1

Sense of oppression 1 0 0 0 1 0 0 0 1 1

Thirst 0 1 0 0 0 1 0 0 1 1

Subtotal 4 0 3 0 4 0 3 0 7 7
Gait disturbance 4 0 3 0 4 0 3 0 7 7

Subtotal 100 181 16 11 110 233 10 10 308 363
Adhesion 2 0 0 0 2 0 0 0 2 2

Concomitant disease aggravated 1 0 0 0 1 0 0 0 1 1

Condition aggravated 1 1 4 1 2 1 3 1 7 7

Crying 0 1 0 0 0 1 0 0 1 1

Developmental delay 2 0 0 0 2 0 0 0 2 2

Exercise tolerance decreased 0 0 1 1 0 0 1 1 2 2

General physical health deterioration 1 1 0 0 1 1 0 0 2 2

Ill-defined disorder 0 0 1 0 0 0 1 0 1 1

Illness 5 0 1 0 6 0 0 0 6 6

Induration 0 26 0 0 0 26 0 0 26 26

Influenza like illness 18 31 6 2 22 31 2 2 57 57

Local reaction 1 91 1 0 2 92 0 0 93 94

Multiple organ dysfunction syndrome 0 0 1 0 0 0 1 0 1 1

Nonspecific reaction 1 0 0 0 1 0 0 0 1 1

Performance status decreased 1 0 1 0 1 0 1 0 2 2

Peripheral swelling 13 6 2 2 15 7 1 1 23 24

Physical deconditioning 1 0 0 0 1 0 0 0 1 1

Swelling 7 69 0 5 7 69 0 5 81 81

Swelling face 3 3 0 1 3 5 0 0 7 8

Unevaluable event 44 0 0 0 44 0 0 0 44 44

Subtotal 0 3 2 0 0 3 2 0 5 5
Inflammation 0 3 2 0 0 3 2 0 5 5

Subtotal 1 0 0 0 1 0 0 0 1 1
Infusion site rash 1 0 0 0 1 0 0 0 1 1

Subtotal 82 45 8 6 119 53 6 6 141 184
Injected limb mobility decreased 1 0 0 2 1 0 0 2 3 3

Injection site cyst 2 0 0 0 2 0 0 0 2 2

Injection site erythema 18 9 1 0 18 10 1 0 28 29

Injection site haematoma 1 1 0 0 1 1 0 0 2 2

Injection site hypoaesthesia 2 0 0 0 2 0 0 0 2 2

Injection site induration 2 1 0 0 2 1 0 0 3 3

Injection site inflammation 5 0 0 0 5 0 0 0 5 5

Injection site mass 1 0 0 0 1 0 0 0 1 1

Injection site oedema 5 0 1 0 5 0 1 0 6 6

Injection site pain 49 28 6 1 52 28 3 1 84 84

Injection site paraesthesia 0 0 0 1 0 0 0 1 1 1

Injection site pruritus 6 0 0 0 6 0 0 0 6 6

Injection site rash 1 0 1 0 1 0 1 0 2 2

Injection site reaction 8 6 0 2 8 6 0 2 16 16

Injection site swelling 7 3 0 0 8 3 0 0 10 11

Injection site urticaria 1 1 0 0 1 1 0 0 2 2

Injection site vesicles 1 1 0 0 1 1 0 0 2 2

Injection site warmth 5 2 0 0 5 2 0 0 7 7

Subtotal 2 0 0 0 2 0 0 0 2 2
Mass 1 0 0 0 1 0 0 0 1 1

Nodule 1 0 0 0 1 0 0 0 1 1

Subtotal 11 3 4 2 11 3 5 2 20 21

Inflammations

Infusion site reactions

Injection site reactions

Mass conditions NEC

Oedema NEC

Gait disturbances

General signs and symptoms NEC

Cases 
Grand Total 

Events 
Grand Total  

5
6021



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Face oedema 2 0 1 0 2 0 1 0 3 3

Localised oedema 3 0 1 1 3 0 1 1 5 5

Oedema 3 1 0 0 3 1 0 0 4 4

Oedema peripheral 3 2 3 1 3 2 3 1 9 9

Subtotal 100 288 63 38 126 295 58 39 489 518
Axillary pain 14 5 1 0 14 5 1 0 20 20

Chest discomfort 16 6 9 5 19 6 6 5 36 36

Chest pain 39 37 56 22 49 38 47 21 154 155

Discomfort 2 1 0 0 2 1 0 0 3 3

Facial pain 0 1 0 0 0 1 0 0 1 1

Pain 34 243 6 13 37 244 4 13 296 298

Tenderness 5 0 0 0 5 0 0 0 5 5

Subtotal 6 1 2 12 8 1 0 12 21 21
Adverse drug reaction 0 0 0 1 0 0 0 1 1 1

Adverse event 1 0 0 1 1 0 0 1 2 2

Adverse reaction 1 0 0 0 1 0 0 0 1 1

Idiosyncratic drug reaction 0 0 1 0 1 0 0 0 1 1

Immediate post-injection reaction 1 0 1 0 2 0 0 0 2 2

No reaction on previous exposure to drug 2 1 0 0 2 1 0 0 3 3

Therapeutic response unexpected 1 0 0 0 1 0 0 0 1 1

Vaccination failure 0 0 0 10 0 0 0 10 10 10

Subtotal 0 0 0 1 0 0 0 1 1 1
Metaplasia 0 0 0 1 0 0 0 1 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1
Ulcer 0 1 0 0 0 1 0 0 1 1

Subtotal 302 121 21 8 470 146 22 12 452 650
Extensive swelling of vaccinated limb 2 4 0 0 2 4 0 0 6 6

Vaccination site anaesthesia 0 1 0 0 0 1 0 0 1 1

Vaccination site bruising 1 0 0 0 1 0 0 0 1 1

Vaccination site discolouration 2 0 0 0 2 0 0 0 2 2

Vaccination site discomfort 1 5 0 0 1 5 0 0 6 6

Vaccination site erythema 65 13 2 1 66 14 1 1 81 82

Vaccination site hypoaesthesia 2 0 1 0 2 0 1 0 3 3

Vaccination site induration 2 1 0 1 2 1 0 1 4 4

Vaccination site inflammation 11 3 0 1 11 3 0 1 15 15

Vaccination site joint erythema 1 0 0 0 1 0 0 0 1 1

Vaccination site lymphadenopathy 7 8 0 1 7 8 0 1 16 16

Vaccination site macule 3 1 0 1 3 1 0 1 5 5

Vaccination site mass 9 0 0 0 9 0 0 0 9 9

Vaccination site movement impairment 4 0 1 0 4 0 1 0 5 5

Vaccination site oedema 31 3 2 0 31 4 2 0 36 37

Vaccination site pain 185 64 13 5 197 65 8 5 267 275

Vaccination site paraesthesia 0 1 0 0 0 1 0 0 1 1

Vaccination site plaque 3 1 0 0 3 1 0 0 4 4

Vaccination site pruritus 20 4 2 0 20 4 2 0 26 26

Vaccination site rash 29 4 1 0 29 4 1 0 34 34

Vaccination site reaction 18 15 4 1 20 15 2 1 38 38

Vaccination site swelling 30 11 3 0 32 11 3 0 44 46

Vaccination site urticaria 3 2 0 0 3 2 0 0 5 5

Vaccination site warmth 24 2 1 1 24 2 1 1 28 28

Subtotal Subtotal 2 1 5 0 3 1 4 0 8 8
Subtotal 1 0 0 0 1 0 0 0 1 1
Jaundice 1 0 0 0 1 0 0 0 1 1

Therapeutic and nontherapeutic 
responses

Trophic disorders

Ulcers NEC

Vaccination site reactions

Hepatobiliary disorders

Cholestasis and jaundice

Pain and discomfort NEC

Cases 
Grand Total 

Events 
Grand Total  

6
6022



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal 0 1 0 0 0 1 0 0 1 1
Liver disorder 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 2 0 1 0 1 0 2 2
Hepatic function abnormal 0 0 1 0 0 0 1 0 1 1

Hypertransaminasaemia 0 0 1 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Hepatomegaly 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 3 0 0 0 3 0 3 3
Hepatic cytolysis 0 0 2 0 0 0 2 0 2 2

Hepatitis acute 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 24 226 24 28 25 244 23 29 302 321
Subtotal 5 29 2 3 5 29 2 3 39 39
Hypersensitivity 5 29 1 3 5 29 1 3 38 38

Type I hypersensitivity 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1
Food allergy 0 0 0 1 0 0 0 1 1 1

Subtotal 1 1 13 3 1 1 13 3 18 18
Anaphylactic reaction 1 1 9 3 1 1 9 3 14 14

Anaphylactic shock 0 0 4 0 0 0 4 0 4 4

Subtotal 0 0 0 1 0 0 0 1 1 1
Autoimmune disorder 0 0 0 1 0 0 0 1 1 1

Subtotal 18 212 9 22 19 214 8 21 261 262
Haemophagocytic lymphohistiocytosis 0 0 1 0 0 0 1 0 1 1

Immunisation reaction 18 212 4 20 19 214 3 19 254 255

Multisystem inflammatory syndrome in 
children

0 0 3 2 0 0 3 2
5 5

Vaccine associated enhanced disease 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 36 43 27 19 42 44 24 21 125 131
Subtotal 0 1 4 1 0 1 4 2 6 7
Abdominal abscess 0 0 0 1 0 0 0 1 1 1

Appendicitis 0 0 2 0 0 0 2 0 2 2

Appendicitis perforated 0 0 0 1 0 0 0 1 1 1

Dysentery 0 1 2 0 0 1 2 0 3 3

Subtotal 0 1 0 1 0 1 0 1 2 2
Arthritis bacterial 0 0 0 1 0 0 0 1 1 1

Cellulitis 0 1 0 0 0 1 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Erythema migrans 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Myocarditis infectious 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1
Myelitis 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Chlamydial infection 0 0 1 0 0 0 1 0 1 1

Subtotal 4 3 2 13 5 3 1 13 22 22
Asymptomatic COVID-19 0 1 0 0 0 1 0 0 1 1

COVID-19 4 2 2 12 5 2 1 12 20 20

COVID-19 pneumonia 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1
Cytomegalovirus infection 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Sialoadenitis 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Ear infection 0 0 1 0 0 0 1 0 1 1

Ear infections

Infections and infestations

Abdominal and gastrointestinal infections

Bacterial infections NEC

Borrelial infections

Cardiac infections

Central nervous system and spinal 
infections

Chlamydial infections

Coronavirus infections

Cytomegaloviral infections

Dental and oral soft tissue infections

Immune system disorders

Allergic conditions NEC

Allergies to foods, food additives, drugs 
and other chemicals

Anaphylactic and anaphylactoid 
responses

Autoimmune disorders NEC

Immune and associated conditions NEC

Hepatic and hepatobiliary disorders NEC

Hepatic enzymes and function 
abnormalities

Hepatobiliary signs and symptoms

Hepatocellular damage and hepatitis 
NEC

Cases 
Grand Total 

Events 
Grand Total  

7
6023



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal 1 2 1 0 1 2 1 0 4 4
Epstein-Barr virus infection 0 2 0 0 0 2 0 0 2 2

Hepatitis infectious mononucleosis 0 0 1 0 0 0 1 0 1 1

Infectious mononucleosis 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Vulvitis 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1
Dengue fever 0 1 0 0 0 1 0 0 1 1

Subtotal 9 9 3 0 9 9 3 0 21 21
Genital herpes 1 1 0 0 1 1 0 0 2 2

Herpes simplex 1 0 0 0 1 0 0 0 1 1

Herpes zoster 5 6 1 0 5 6 1 0 12 12

Herpes zoster oticus 0 0 1 0 0 0 1 0 1 1

Herpes zoster reactivation 1 0 0 0 1 0 0 0 1 1

Oral herpes 1 2 1 0 1 2 1 0 4 4

Subtotal 2 2 1 0 2 2 1 0 5 5
Abscess 0 2 0 0 0 2 0 0 2 2

Abscess limb 1 0 0 0 1 0 0 0 1 1

Infection 1 0 0 0 1 0 0 0 1 1

Localised infection 0 0 1 0 0 0 1 0 1 1

Subtotal 3 2 3 1 3 2 3 1 9 9
Influenza 3 2 3 1 3 2 3 1 9 9

Subtotal 0 0 1 1 1 0 1 1 2 3
Bronchitis 0 0 1 0 1 0 0 0 1 1

Pneumonia 0 0 1 1 0 0 1 1 2 2

Subtotal 0 1 0 0 0 1 0 0 1 1
Orchitis 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Gonorrhoea 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2
Dermo-hypodermitis 0 0 1 0 0 0 1 0 1 1

Skin infection 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 1 0 0 1 1 0 2 2
Disseminated Bacillus Calmette-Guerin 
infection

0 1 0 0 0 1 0 0
1 1

Erythema induratum 0 0 1 0 0 0 1 0 1 1

Subtotal 14 20 5 2 17 20 2 2 41 41
Nasopharyngitis 8 16 3 1 9 16 2 1 28 28

Rhinitis 5 4 0 1 5 4 0 1 10 10

Sinusitis 1 0 2 0 3 0 0 0 3 3

Subtotal 0 1 0 0 0 1 0 0 1 1
Lymphangitis 0 1 0 0 0 1 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Viral infection 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 4,294 160 58 7 4,612 182 15 6 4,519 4,815
Subtotal 0 0 1 0 1 0 0 0 1 1
Lip injury 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Joint injury 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 3 0 0 0 3 0 3 3
Brain herniation 0 0 1 0 0 0 1 0 1 1

Concussion 0 0 2 0 0 0 2 0 2 2

Subtotal 0 1 0 0 0 1 0 0 1 1
Chillblains 0 1 0 0 0 1 0 0 1 1

Upper respiratory tract infections

Vascular infections

Viral infections NEC

Injury, poisoning and procedural 
complications Abdominal and gastrointestinal injuries 

NEC

Bone and joint injuries NEC

Cerebral injuries NEC

Conditions caused by cold

Influenza viral infections

Lower respiratory tract and lung 
infections

Male reproductive tract infections

Neisseria infections

Skin structures and soft tissue infections

Tuberculous infections

Epstein-Barr viral infections

Female reproductive tract infections

Flaviviral infections

Herpes viral infections

Infections NEC

Cases 
Grand Total 

Events 
Grand Total  

8
6024



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal 13 0 2 0 15 0 0 0 15 15
Exposure during pregnancy 5 0 1 0 6 0 0 0 6 6

Maternal exposure during breast feeding 1 0 0 0 1 0 0 0 1 1

Maternal exposure during pregnancy 7 0 1 0 8 0 0 0 8 8

Subtotal 5 0 0 0 5 0 0 0 5 5
Intentional dose omission 1 0 0 0 1 0 0 0 1 1

Intentional product use issue 4 0 0 0 4 0 0 0 4 4

Subtotal 0 0 0 1 0 0 0 1 1 1
Tibia fracture 0 0 0 1 0 0 0 1 1 1

Subtotal 20 1 0 1 21 1 0 1 22 23
Circumstance or information capable of 
leading to medication error

1 0 0 0 1 0 0 0
1 1

Medication error 7 0 0 1 7 0 0 1 8 8

Product use issue 3 0 0 0 3 0 0 0 3 3

Vaccination error 8 1 0 0 8 1 0 0 9 9

Wrong patient 1 0 0 0 1 0 0 0 1 1

Wrong technique in product usage 
process

1 0 0 0 1 0 0 0
1 1

Subtotal 4 3 10 2 11 3 3 2 19 19
Animal bite 0 0 0 1 0 0 0 1 1 1

Fall 2 0 10 1 9 0 3 1 13 13

Injury 2 2 0 0 2 2 0 0 4 4

Wound 0 1 0 0 0 1 0 0 1 1

Subtotal 93 1 5 0 96 1 2 0 99 99
Off label use 93 1 5 0 96 1 2 0 99 99

Subtotal 1 7 1 0 2 7 0 0 9 9
Overdose 1 7 1 0 2 7 0 0 9 9

Subtotal 4,250 150 42 2 4,430 165 3 1 4,444 4,599
Accidental overdose 2 0 1 0 3 0 0 0 3 3

Accidental underdose 2 0 2 0 4 0 0 0 4 4

Expired product administered 25 5 0 0 25 5 0 0 30 30

Extra dose administered 1 0 0 0 1 0 0 0 1 1

Inappropriate schedule of product 
administration

73 5 0 0 73 5 0 0
78 78

Incomplete course of vaccination 4 0 0 0 4 0 0 0 4 4

Incorrect dose administered 6 0 0 0 6 0 0 0 6 6

Incorrect product administration duration 1 0 0 0 1 0 0 0 1 1

Incorrect product formulation 
administered

17 1 0 0 17 1 0 0
18 18

Incorrect route of product administration 2 0 0 0 2 0 0 0 2 2

Poor quality product administered 1 8 0 0 1 8 0 0 9 9

Product administered at inappropriate site 4 0 0 0 4 0 0 0
4 4

Product administered by wrong person 1 0 0 0 1 0 0 0 1 1

Product administered to patient of 
inappropriate age

4,185 144 39 2 4,226 145 3 1
4,370 4,375

Product administration error 9 0 0 0 9 0 0 0 9 9

Product dose omission issue 35 0 0 0 35 0 0 0 35 35

Wrong patient received product 2 0 0 0 2 0 0 0 2 2

Wrong product administered 16 1 0 0 16 1 0 0 17 17

Subtotal 3 0 0 0 3 0 0 0 3 3
Drug dispensed to wrong patient 2 0 0 0 2 0 0 0 2 2

Product dispensing issue 1 0 0 0 1 0 0 0 1 1

Subtotal 2 0 0 0 2 0 0 0 2 2
Product preparation issue 2 0 0 0 2 0 0 0 2 2

Subtotal 2 0 0 0 2 0 0 0 2 2

Product dispensing errors and issues

Product preparation errors and issues

Product selection errors and issues

Limb fractures and dislocations

Medication errors, product use errors and 
issues NEC

Non-site specific injuries NEC

Off label uses

Overdoses NEC

Product administration errors and issues

Exposures associated with pregnancy, 
delivery and lactation

Intentional product use issues

Cases 
Grand Total 

Events 
Grand Total  

9
6025



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Product selection error 2 0 0 0 2 0 0 0 2 2

Subtotal 13 1 0 0 13 1 0 0 14 14
Product storage error 13 1 0 0 13 1 0 0 14 14

Subtotal 0 0 2 0 0 0 2 0 2 2
Face injury 0 0 1 0 0 0 1 0 1 1

Limb injury 0 0 1 0 0 0 1 0 1 1

Subtotal 3 0 3 0 6 0 1 0 6 7
Contusion 3 0 2 0 4 0 1 0 5 5

Skin abrasion 0 0 1 0 1 0 0 0 1 1

Skin laceration 0 0 1 0 1 0 0 0 1 1

Subtotal 4 0 0 0 4 0 0 0 4 4
Intentional underdose 1 0 0 0 1 0 0 0 1 1

Underdose 3 0 0 0 3 0 0 0 3 3

Subtotal 1 3 0 1 1 3 0 1 5 5
Reaction to previous exposure to any 
vaccine

1 0 0 0 1 0 0 0
1 1

Vaccination complication 0 3 0 1 0 3 0 1 4 4

Subtotal Subtotal 33 21 27 9 39 25 41 9 90 114
Subtotal 0 0 1 0 0 0 2 0 1 2
Antinuclear antibody 0 0 1 0 0 0 1 0 1 1

Rheumatoid factor 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Full blood count 0 0 1 0 0 0 1 0 1 1

Subtotal 2 0 1 0 3 0 0 0 3 3
Blood glucose abnormal 0 0 1 0 1 0 0 0 1 1

Blood glucose decreased 1 0 0 0 1 0 0 0 1 1

Blood glucose increased 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Cardiac murmur 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 2 0 1 0 2 0 3 3
Cardiovascular function test abnormal 1 0 0 0 1 0 0 0 1 1

Echocardiogram 0 0 1 0 0 0 1 0 1 1

Venous pressure jugular 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
HLA-B*27 positive 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2
Inflammatory marker increased 1 0 1 0 1 0 1 0 2 2

Subtotal 0 1 1 1 0 2 1 1 3 4
Blood fibrinogen increased 0 1 0 0 0 1 0 0 1 1

Fibrin D dimer increased 0 1 0 1 0 1 0 1 2 2

Protein C increased 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 5 0 1 0 6 0 6 7
Electrocardiogram 0 0 1 0 0 0 1 0 1 1

Electrocardiogram abnormal 1 0 0 0 1 0 0 0 1 1

Electrocardiogram change 0 0 1 0 0 0 1 0 1 1

Electrocardiogram QT prolonged 0 0 1 0 0 0 1 0 1 1

Electrocardiogram ST segment abnormal 0 0 1 0 0 0 1 0 1 1

Electrocardiogram ST segment elevation 0 0 1 0 0 0 1 0 1 1

Electrocardiogram T wave inversion 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 1 0 0 1 1 0 2 2
Red blood cell sedimentation rate 0 0 1 0 0 0 1 0 1 1

Red blood cell sedimentation rate 
increased

0 1 0 0 0 1 0 0
1 1

Subtotal 5 4 5 4 7 4 4 4 18 19

Coagulation and bleeding analyses

ECG investigations

Haematological analyses NEC

Heart rate and pulse investigations

Underdoses NEC

Vaccination related complications

Investigations

Autoimmunity analyses

Blood counts NEC

Carbohydrate tolerance analyses (incl 
diabetes)

Cardiac auscultatory investigations

Cardiac function diagnostic procedures

Cell marker analyses

Chemistry analyses NEC

Product storage errors and issues in the 
product use system

Site specific injuries NEC

Skin injuries NEC

Cases 
Grand Total 

Events 
Grand Total  

10
6026



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Heart rate abnormal 1 0 0 0 1 0 0 0 1 1

Heart rate increased 4 3 4 3 5 3 3 3 14 14

Heart rate irregular 1 1 1 1 1 1 1 1 4 4

Subtotal 0 0 1 0 0 0 2 0 1 2
Alanine aminotransferase increased 0 0 1 0 0 0 1 0 1 1

Aspartate aminotransferase increased 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Ultrasound scan 0 0 1 0 0 0 1 0 1 1

Subtotal 1 1 1 0 1 1 1 0 3 3
Blood test abnormal 1 0 0 0 1 0 0 0 1 1

Laboratory test 0 0 1 0 0 0 1 0 1 1

Polymerase chain reaction 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
N-terminal prohormone brain natriuretic
peptide increased

0 0 1 0 0 0 1 0
1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Blood culture 0 0 1 0 0 0 1 0 1 1

Subtotal 2 3 4 1 2 3 4 1 10 10
Body temperature abnormal 0 1 0 0 0 1 0 0 1 1

Body temperature decreased 1 0 1 0 1 0 1 0 2 2

Body temperature increased 1 2 1 0 1 2 1 0 4 4

Grip strength decreased 0 0 1 0 0 0 1 0 1 1

Respiratory rate increased 0 0 1 0 0 0 1 0 1 1

Weight decreased 0 0 0 1 0 0 0 1 1 1

Subtotal 0 1 0 0 0 2 0 0 1 2
Blood thyroid stimulating hormone 
decreased

0 1 0 0 0 1 0 0
1 1

Blood thyroid stimulating hormone 
increased

0 1 0 0 0 1 0 0
1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Platelet count increased 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 2 0 1 0 2 0 3 3
C-reactive protein 0 0 1 0 0 0 1 0 1 1

C-reactive protein increased 1 0 1 0 1 0 1 0 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1
Haemoglobin decreased 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Chest X-ray 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 7 2 1 0 8 2 10 11
Blood creatine phosphokinase increased 0 0 1 0 0 0 1 0 1 1

Troponin I increased 0 0 3 0 0 0 3 0 3 3

Troponin increased 0 0 3 2 0 0 4 2 5 6

Troponin T 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1
Thyroid hormones increased 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Blood lactate dehydrogenase increased 0 0 1 0 0 0 1 0 1 1

Subtotal 13 9 1 0 14 9 0 0 23 23
Blood pressure decreased 3 1 1 0 4 1 0 0 5 5

Blood pressure increased 10 8 0 0 10 8 0 0 18 18

Subtotal 2 2 1 1 2 2 1 1 6 6
SARS-CoV-2 test negative 1 0 0 0 1 0 0 0 1 1

SARS-CoV-2 test positive 1 2 1 1 1 2 1 1 5 5

Subtotal 1 0 0 0 1 0 0 0 1 1
White blood cell count decreased 1 0 0 0 1 0 0 0 1 1

Vascular tests NEC (incl blood pressure)

Virus identification and serology

White blood cell analyses

Protein analyses NEC

Red blood cell analyses

Respiratory tract and thoracic imaging 
procedures

Skeletal and cardiac muscle analyses

Thyroid analyses

Tissue enzyme analyses NEC

Investigations NEC

Metabolism tests NEC

Microbiology and serology tests NEC

Physical examination procedures and 
organ system status

Pituitary analyses anterior

Platelet analyses

Hepatobiliary function diagnostic 
procedures

Imaging procedures NEC

Cases 
Grand Total 

Events 
Grand Total  

11
6027



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal Subtotal 25 11 5 10 28 11 2 11 51 52
Subtotal 19 11 1 7 20 11 0 7 38 38
Decreased appetite 18 11 1 7 19 11 0 7 37 37

Increased appetite 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1
Type 1 diabetes mellitus 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1
Diabetic ketoacidosis 0 0 0 1 0 0 0 1 1 1

Subtotal 3 0 1 1 4 0 0 1 5 5
Abnormal loss of weight 1 0 0 0 1 0 0 0 1 1

Cachexia 0 0 0 1 0 0 0 1 1 1

Feeding disorder 2 0 1 0 3 0 0 0 3 3

Subtotal 0 0 1 0 0 0 1 0 1 1
Hyperglycaemia 0 0 1 0 0 0 1 0 1 1

Subtotal 3 0 1 0 3 0 1 0 4 4
Hypoglycaemia 3 0 1 0 3 0 1 0 4 4

Subtotal 0 0 1 1 1 0 0 1 2 2
Dehydration 0 0 1 1 1 0 0 1 2 2

Subtotal Subtotal 323 225 62 25 412 358 56 32 635 858
Subtotal 0 1 0 0 0 1 0 0 1 1
Arthritis 0 1 0 0 0 1 0 0 1 1

Subtotal 3 3 3 1 5 3 1 1 10 10
Bone pain 2 2 2 1 3 2 1 1 7 7

Pain in jaw 0 1 1 0 1 1 0 0 2 2

Spinal pain 1 0 0 0 1 0 0 0 1 1

Subtotal 53 131 15 9 61 131 12 9 208 213
Arthralgia 53 129 15 8 59 129 12 8 205 208

Joint stiffness 0 1 0 1 0 1 0 1 2 2

Joint swelling 2 1 0 0 2 1 0 0 3 3

Subtotal 0 0 1 0 0 0 1 0 1 1
Systemic lupus erythematosus 0 0 1 0 0 0 1 0 1 1

Subtotal 102 150 16 12 106 150 12 12 280 280
Myalgia 102 150 16 12 106 150 12 12 280 280

Subtotal 9 4 2 1 10 4 2 1 16 17
Muscle spasms 8 4 1 1 8 4 1 1 14 14

Muscle tightness 2 0 0 0 2 0 0 0 2 2

Muscle twitching 0 0 1 0 0 0 1 0 1 1

Subtotal 2 0 1 1 2 0 1 1 4 4
Muscle rigidity 1 0 1 1 1 0 1 1 3 3

Torticollis 1 0 0 0 1 0 0 0 1 1

Subtotal 12 1 8 3 15 1 6 3 24 25
Muscular weakness 12 1 8 3 15 1 6 3 24 25

Subtotal 8 3 3 0 9 3 2 0 14 14
Mobility decreased 4 0 1 0 4 0 1 0 5 5

Musculoskeletal stiffness 4 3 2 0 5 3 1 0 9 9

Subtotal 0 1 1 0 0 1 1 0 2 2
Facial asymmetry 0 1 1 0 0 1 1 0 2 2

Subtotal 186 57 28 6 202 64 17 5 277 288
Back pain 8 5 2 2 9 6 1 1 17 17

Limb discomfort 3 6 1 0 4 6 0 0 10 10

Musculoskeletal chest pain 1 0 0 1 2 0 0 1 2 3

Musculoskeletal pain 1 3 0 0 1 3 0 0 4 4

Neck pain 2 6 2 0 2 6 2 0 10 10

Musculoskeletal and connective tissue 
conditions NEC

Musculoskeletal and connective tissue 
deformities of skull, face and buccal 
cavity
Musculoskeletal and connective tissue 
pain and discomfort

Total fluid volume decreased

Musculoskeletal and connective tissue 
disorders Arthropathies NEC

Bone related signs and symptoms

Joint related signs and symptoms

Lupus erythematosus (incl subtypes)

Muscle pains

Muscle related signs and symptoms NEC

Muscle tone abnormalities

Muscle weakness conditions

Metabolism and nutrition disorders

Appetite disorders

Diabetes mellitus (incl subtypes)

Diabetic complications NEC

General nutritional disorders NEC

Hyperglycaemic conditions NEC

Hypoglycaemic conditions NEC

Cases 
Grand Total 

Events 
Grand Total  

12
6028



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Pain in extremity 174 43 23 3 184 43 14 3 243 244

Subtotal 2 0 0 0 2 0 0 0 2 2
Axillary mass 1 0 0 0 1 0 0 0 1 1

Soft tissue mass 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Enthesopathy 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 444 388 186 122 570 449 243 177 1,140 1,439
Subtotal 0 0 1 0 0 0 1 0 1 1
Hyporeflexia 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Sleep paralysis 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 1 0 0 1 1 2 2
Petit mal epilepsy 0 0 1 1 0 0 1 1 2 2

Subtotal 0 0 1 3 0 0 1 3 4 4
Guillain-Barre syndrome 0 0 1 3 0 0 1 3 4 4

Subtotal 0 0 1 0 1 0 0 0 1 1
Autonomic nervous system imbalance 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 3 1 0 0 3 2 4 5
Cerebral haemorrhage 0 0 2 0 0 0 2 0 2 2

Intraventricular haemorrhage 0 0 0 1 0 0 0 1 1 1

Reversible ischaemic neurological deficit 0 0 1 0 0 0 1 0 1 1

Subarachnoid haemorrhage 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 2 0 0 0 2 2 2
Cerebral venous thrombosis 0 0 0 1 0 0 0 1 1 1

Transverse sinus thrombosis 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1
Chronic inflammatory demyelinating 
polyradiculoneuropathy

0 0 0 1 0 0 0 1
1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Coma 0 0 1 0 0 0 1 0 1 1

Subtotal 4 3 3 3 4 3 4 3 13 14
Balance disorder 2 2 2 0 2 2 2 0 6 6

Cerebellar syndrome 0 0 0 1 0 0 0 1 1 1

Coordination abnormal 1 0 0 0 1 0 0 0 1 1

Dysstasia 1 1 0 1 1 1 0 1 3 3

Nystagmus 0 0 2 1 0 0 2 1 3 3

Subtotal 0 0 0 1 0 0 0 1 1 1
Paresis cranial nerve 0 0 0 1 0 0 0 1 1 1

Subtotal 32 40 75 32 38 40 72 34 179 184
Altered state of consciousness 0 0 2 0 0 0 2 0 2 2

Depressed level of consciousness 0 0 4 2 0 0 4 2 6 6

Lethargy 2 1 1 1 3 1 0 1 5 5

Loss of consciousness 5 5 21 16 5 5 21 16 47 47

Somnolence 10 5 3 0 11 5 2 0 18 18

Syncope 15 29 47 15 19 29 43 15 106 106

Subtotal 5 1 1 2 5 1 1 2 9 9
Dyskinesia 2 0 0 0 2 0 0 0 2 2

Foetal movement disorder 1 0 0 0 1 0 0 0 1 1

Motor dysfunction 1 0 1 2 1 0 1 2 4 4

Movement disorder 0 1 0 0 0 1 0 0 1 1

Psychomotor hyperactivity 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1
Dystonia 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1

Cranial nerve disorders NEC

Disturbances in consciousness NEC

Dyskinesias and movement disorders 
NEC

Dystonias

Encephalitis NEC

Autonomic nervous system disorders

Central nervous system haemorrhages 
and cerebrovascular accidents

Cerebrovascular venous and sinus 
thrombosis

Chronic polyneuropathies

Coma states

Coordination and balance disturbances

Soft tissue disorders NEC

Tendon disorders

Nervous system disorders

Abnormal reflexes

Abnormal sleep-related events

Absence seizures

Acute polyneuropathies

Cases 
Grand Total 

Events 
Grand Total  

13
6029



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Immune-mediated encephalitis 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2
Encephalopathy 0 0 2 0 0 0 2 0 2 2

Subtotal 2 1 8 6 2 1 8 6 17 17
Bell's palsy 0 0 2 2 0 0 2 2 4 4

Facial paralysis 1 1 6 3 1 1 6 3 11 11

Facial paresis 1 0 0 1 1 0 0 1 2 2

Subtotal 0 0 2 1 0 0 2 2 3 4
Generalised tonic-clonic seizure 0 0 2 1 0 0 2 2 3 4

Subtotal 275 295 61 54 290 296 48 54 685 688
Headache 275 295 61 54 290 296 48 54 685 688

Subtotal 0 0 0 1 0 0 0 1 1 1
Idiopathic intracranial hypertension 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2
Memory impairment 1 0 1 0 1 0 1 0 2 2

Subtotal 3 1 5 2 3 1 5 2 11 11
Cognitive disorder 0 0 1 0 0 0 1 0 1 1

Disturbance in attention 3 1 4 2 3 1 4 2 10 10

Subtotal 4 5 1 6 4 5 2 6 16 17
Hemiplegic migraine 0 0 1 1 0 0 1 1 2 2

Migraine 4 4 1 2 4 4 1 2 11 11

Migraine with aura 0 1 0 2 0 1 0 2 3 3

Status migrainosus 0 0 0 1 0 0 0 1 1 1

Subtotal 1 4 2 2 1 4 2 2 9 9
Hypertonia 0 0 1 2 0 0 1 2 3 3

Hypotonia 1 4 1 0 1 4 1 0 6 6

Subtotal 1 1 2 1 1 1 2 1 5 5
Hypersomnia 1 1 2 1 1 1 2 1 5 5

Subtotal 1 0 3 0 1 0 3 0 4 4
Nervous system disorder 0 0 3 0 0 0 3 0 3 3

Psychomotor skills impaired 1 0 0 0 1 0 0 0 1 1

Subtotal 124 58 46 16 146 62 29 15 244 252
Clonus 0 0 0 1 0 0 0 1 1 1

Dizziness 92 49 29 12 102 51 21 10 182 184

Dizziness postural 1 1 0 0 1 1 0 0 2 2

Head discomfort 0 1 0 0 0 1 0 0 1 1

Presyncope 34 9 16 4 43 9 7 4 63 63

Unresponsive to stimuli 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1
Hypotonic-hyporesponsive episode 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Myasthenia gravis crisis 1 0 0 0 1 0 0 0 1 1

Subtotal 6 1 2 0 6 1 2 0 9 9
Anosmia 5 0 1 0 5 0 1 0 6 6

Parosmia 1 1 1 0 1 1 1 0 3 3

Subtotal 0 0 0 1 0 0 0 1 1 1
Optic neuritis 0 0 0 1 0 0 0 1 1 1

Subtotal 34 11 20 8 43 13 20 8 73 84
Burning sensation 1 0 1 2 1 0 1 2 4 4

Dysaesthesia 1 0 1 0 1 0 1 0 2 2

Formication 0 0 1 0 0 0 1 0 1 1

Hemihypoaesthesia 0 0 0 1 0 0 0 1 1 1

Hyperaesthesia 2 1 1 0 2 1 1 0 4 4

Neuromuscular junction dysfunction

Olfactory nerve disorders

Optic nerve disorders NEC

Paraesthesias and dysaesthesias

Migraine headaches

Muscle tone abnormal

Narcolepsy and hypersomnia

Nervous system disorders NEC

Neurological signs and symptoms NEC

Neuromuscular disorders NEC

Facial cranial nerve disorders

Generalised tonic-clonic seizures

Headaches NEC

Increased intracranial pressure disorders

Memory loss (excl dementia)

Mental impairment (excl dementia and 
memory loss)

Encephalopathies NEC

Cases 
Grand Total 

Events 
Grand Total  

14
6030



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Hypoaesthesia 22 6 10 2 24 6 9 2 40 41

Paraesthesia 14 5 8 4 15 6 7 3 31 31

Subtotal 0 0 2 2 0 0 2 2 4 4
Hemiparesis 0 0 1 1 0 0 1 1 2 2

Monoplegia 0 0 1 0 0 0 1 0 1 1

Paralysis 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Simple partial seizures 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Neuropathy peripheral 0 0 1 0 0 0 1 0 1 1

Subtotal 2 7 20 16 2 7 20 16 45 45
Change in seizure presentation 0 0 1 0 0 0 1 0 1 1

Clonic convulsion 0 0 2 0 0 0 2 0 2 2

Epilepsy 0 1 3 2 0 1 3 2 6 6

Febrile convulsion 0 1 1 1 0 1 1 1 3 3

Partial seizures 0 0 0 1 0 0 0 1 1 1

Seizure 2 5 12 11 2 5 12 11 30 30

Status epilepticus 0 0 0 1 0 0 0 1 1 1

Tonic convulsion 0 0 1 0 0 0 1 0 1 1

Subtotal 7 5 3 3 8 5 2 3 18 18
Ageusia 4 1 2 0 5 1 1 0 7 7

Dysgeusia 0 1 0 0 0 1 0 0 1 1

Electric shock sensation 1 0 0 0 1 0 0 0 1 1

Hypogeusia 1 0 0 0 1 0 0 0 1 1

Intercostal neuralgia 0 0 0 1 0 0 0 1 1 1

Neuralgia 0 2 0 0 0 2 0 0 2 2

Restless legs syndrome 0 0 0 1 0 0 0 1 1 1

Sensory disturbance 0 0 0 1 0 0 0 1 1 1

Taste disorder 1 1 1 0 1 1 1 0 3 3

Subtotal 1 0 0 0 1 0 0 0 1 1
Sudden onset of sleep 1 0 0 0 1 0 0 0 1 1

Subtotal 4 0 1 1 4 0 1 1 6 6
Dysarthria 2 0 0 0 2 0 0 0 2 2

Language disorder 1 0 0 1 1 0 0 1 2 2

Slow speech 0 0 1 0 0 0 1 0 1 1

Speech disorder 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2
Brain injury 0 0 1 0 0 0 1 0 1 1

Cerebral ventricular rupture 0 0 1 0 0 0 1 0 1 1

Subtotal 5 8 4 7 7 8 3 7 24 25
Intention tremor 0 0 1 0 0 0 1 0 1 1

Resting tremor 0 0 1 0 0 0 1 0 1 1

Tremor 5 8 3 7 7 8 1 7 23 23

Subtotal Subtotal 0 0 1 0 0 0 1 0 1 1
Subtotal 0 0 1 0 0 0 1 0 1 1
Abortion spontaneous 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 5 8 0 0 6 8 0 0 13 14
Subtotal 1 0 0 0 1 0 0 0 1 1
Device connection issue 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 2 0 0 0 1 2
Needle issue 1 0 0 0 1 0 0 0 1 1

Syringe issue 1 0 0 0 1 0 0 0 1 1

Subtotal 2 8 0 0 2 8 0 0 10 10

Tremor (excl congenital)

Pregnancy, puerperium and perinatal 
conditions Abortions spontaneous

Product issues

Device issues NEC

Device physical property and chemical 
issues

Product distribution and storage issues

Peripheral neuropathies NEC

Seizures and seizure disorders NEC

Sensory abnormalities NEC

Sleep disturbances NEC

Speech and language abnormalities

Structural brain disorders NEC

Paralysis and paresis (excl cranial nerve)

Partial simple seizures NEC

Cases 
Grand Total 

Events 
Grand Total  

15
6031



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Inappropriate release of product for 
distribution

1 0 0 0 1 0 0 0
1 1

Product temperature excursion issue 1 8 0 0 1 8 0 0 9 9

Subtotal 1 0 0 0 1 0 0 0 1 1
Product substitution issue 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 25 27 15 11 30 32 15 14 78 91
Subtotal 1 0 3 1 2 0 2 1 5 5
Abnormal behaviour 0 0 1 0 1 0 0 0 1 1

Behaviour disorder 1 0 0 0 1 0 0 0 1 1

Staring 0 0 2 1 0 0 2 1 3 3

Subtotal 0 0 1 0 0 0 1 0 1 1
Affect lability 0 0 1 0 0 0 1 0 1 1

Subtotal 5 17 2 2 5 17 2 2 26 26
Agitation 0 0 0 2 0 0 0 2 2 2

Anxiety 3 15 1 0 3 15 1 0 19 19

Immunisation stress-related response 0 2 0 0 0 2 0 0 2 2

Nervousness 2 0 0 0 2 0 0 0 2 2

Stress 0 0 1 0 0 0 1 0 1 1

Subtotal 4 3 2 4 4 3 2 4 13 13
Confusional state 4 3 2 4 4 3 2 4 13 13

Subtotal 0 0 1 0 0 0 1 0 1 1
Delirium 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1
Alice in wonderland syndrome 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1
Depression 0 0 0 1 0 0 0 1 1 1

Subtotal 4 3 0 0 4 4 0 0 7 8
Initial insomnia 1 1 0 0 1 1 0 0 2 2

Insomnia 2 3 0 0 2 3 0 0 5 5

Middle insomnia 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2
Poor quality sleep 1 0 1 0 1 0 1 0 2 2

Subtotal 4 1 0 1 5 1 0 1 6 7
Dysphoria 2 0 0 0 3 0 0 0 2 3

Emotional distress 1 0 0 0 1 0 0 0 1 1

Irritability 1 1 0 1 1 1 0 1 3 3

Subtotal 0 2 0 2 0 2 0 3 4 5
Aerophobia 0 0 0 1 0 0 0 1 1 1

Fear 0 1 0 0 0 1 0 0 1 1

Hydrophobia 0 0 0 1 0 0 0 1 1 1

Phonophobia 0 1 0 1 0 1 0 1 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1
Mood swings 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 1 0 0 2 1 0 2 3
Hallucination 0 0 1 0 0 0 1 0 1 1

Hallucination, auditory 0 1 0 0 0 1 0 0 1 1

Hallucination, visual 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1
Restlessness 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 1 0 1 1 0 0 2 2
Apathy 0 1 0 0 0 1 0 0 1 1

Listless 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Panic reaction 0 0 1 0 0 0 1 0 1 1

Panic attacks and disorders

Emotional and mood disturbances NEC

Fear symptoms and phobic disorders 
(incl social phobia)

Fluctuating mood symptoms

Hallucinations (excl sleep-related)

Increased physical activity levels

Mood disorders NEC

Psychiatric disorders

Abnormal behaviour NEC

Affect alterations NEC

Anxiety symptoms

Confusion and disorientation

Deliria

Delusional disorders

Depressive disorders

Disturbances in initiating and maintaining 
sleep

Dyssomnias

Product quality issues NEC

Cases 
Grand Total 

Events 
Grand Total  

16
6032



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal 1 0 1 0 1 0 1 0 2 2
Sleep terror 1 0 0 0 1 0 0 0 1 1

Somnambulism 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 1 0 0 0 1 1
Jamais vu 0 0 1 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Psychiatric symptom 0 0 1 0 0 0 1 0 1 1

Subtotal 3 0 0 0 3 0 0 0 3 3
Sleep disorder 3 0 0 0 3 0 0 0 3 3

Subtotal 0 0 1 0 0 0 1 0 1 1
Conversion disorder 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 0 1 0 0 0 1 1 1
Suicide attempt 0 0 0 1 0 0 0 1 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Thinking abnormal 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 1 1 0 1 1 1 3 3
Tic 0 1 1 1 0 1 1 1 3 3

Subtotal Subtotal 4 3 8 6 5 4 13 8 21 30
Subtotal 3 2 4 1 4 2 4 1 10 11
Dysuria 2 2 1 0 2 2 1 0 5 5

Incontinence 0 0 1 0 0 0 1 0 1 1

Micturition urgency 0 0 0 1 0 0 0 1 1 1

Pollakiuria 0 0 1 0 0 0 1 0 1 1

Urinary incontinence 0 0 2 0 1 0 1 0 2 2

Urinary retention 1 0 0 0 1 0 0 0 1 1

Subtotal 0 1 1 4 0 1 2 4 6 7
Glomerulonephritis 0 0 0 2 0 0 0 2 2 2

IgA nephropathy 0 0 1 1 0 0 1 1 2 2

Nephrotic syndrome 0 1 0 1 0 1 0 1 2 2

Post infection glomerulonephritis 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 1 0 0 1 1 2 2
Acute kidney injury 0 0 1 1 0 0 1 1 2 2

Subtotal 1 0 4 2 1 1 5 2 7 9
Chromaturia 1 0 0 0 1 0 0 0 1 1

Haematuria 0 0 3 2 0 1 3 1 5 5

Myoglobinuria 0 0 1 0 0 0 1 0 1 1

Proteinuria 0 0 1 1 0 0 1 1 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1
Renal pain 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 57 56 6 6 91 92 5 11 125 199
Subtotal 2 1 0 0 2 1 0 0 3 3
Breast mass 1 0 0 0 1 0 0 0 1 1

Gynaecomastia 1 1 0 0 1 1 0 0 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1
Breast inflammation 1 0 0 0 1 0 0 0 1 1

Subtotal 4 1 0 0 4 1 0 0 5 5
Breast engorgement 0 1 0 0 0 1 0 0 1 1

Breast pain 1 0 0 0 1 0 0 0 1 1

Breast swelling 1 0 0 0 1 0 0 0 1 1

Breast tenderness 1 0 0 0 1 0 0 0 1 1

Nipple pain 1 0 0 0 1 0 0 0 1 1

Subtotal 29 29 3 4 41 41 2 7 65 91
Dysmenorrhoea 4 8 0 0 4 8 0 0 12 12

Reproductive system and breast 
disorders Breast disorders NEC

Breast infections and inflammations

Breast signs and symptoms

Menstruation and uterine bleeding NEC

Suicidal and self-injurious behaviour

Thinking disturbances

Tic disorders

Renal and urinary disorders

Bladder and urethral symptoms

Glomerulonephritis and nephrotic 
syndrome

Renal failure and impairment

Urinary abnormalities

Urinary tract signs and symptoms NEC

Parasomnias

Perception disturbances NEC

Psychiatric symptoms NEC

Sleep disorders NEC

Somatic symptom disorders

Cases 
Grand Total 

Events 
Grand Total  

17
6033



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Intermenstrual bleeding 6 4 1 1 8 5 0 0 12 13

Menstrual discomfort 0 1 0 0 0 1 0 0 1 1

Menstrual disorder 18 10 1 3 20 12 1 5 32 38

Menstruation irregular 9 15 1 2 9 15 1 2 27 27

Subtotal 17 24 0 2 17 25 0 2 43 44
Amenorrhoea 9 14 0 2 9 14 0 2 25 25

Hypomenorrhoea 0 4 0 0 0 4 0 0 4 4

Menstruation delayed 3 5 0 0 3 5 0 0 8 8

Oligomenorrhoea 5 2 0 0 5 2 0 0 7 7

Subtotal 16 18 1 2 20 22 0 2 37 44
Heavy menstrual bleeding 12 14 1 2 13 16 0 2 29 31

Menometrorrhagia 0 1 0 0 0 1 0 0 1 1

Polymenorrhoea 7 5 0 0 7 5 0 0 12 12

Subtotal 1 0 0 0 1 0 0 0 1 1
Ovarian cyst 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Penile pain 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2
Genital ulceration 1 0 1 0 1 0 1 0 2 2

Subtotal 0 2 0 0 0 2 0 0 2 2
Pelvic pain 0 2 0 0 0 2 0 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1
Varicocele 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Testicular pain 0 0 1 0 0 0 1 0 1 1

Subtotal 2 0 0 0 2 0 0 0 2 2
Vaginal haemorrhage 2 0 0 0 2 0 0 0 2 2

Subtotal 1 0 0 0 1 0 0 0 1 1
Vaginal discharge 1 0 0 0 1 0 0 0 1 1

Subtotal Subtotal 86 68 51 29 123 80 55 35 234 293
Subtotal 36 34 35 16 43 35 29 17 121 124
Dyspnoea 30 33 34 15 37 33 27 16 112 113

Hyperventilation 6 0 1 0 6 0 1 0 7 7

Respiration abnormal 0 0 0 1 0 0 0 1 1 1

Respiratory distress 0 0 1 0 0 0 1 0 1 1

Respiratory fatigue 0 2 0 0 0 2 0 0 2 2

Subtotal 4 3 5 5 5 3 4 5 17 17
Asthma 1 0 2 2 2 0 1 2 5 5

Asthmatic crisis 0 0 1 1 0 0 1 1 2 2

Bronchospasm 1 2 0 1 1 2 0 1 4 4

Wheezing 2 1 2 1 2 1 2 1 6 6

Subtotal 14 16 6 4 15 17 6 4 40 42
Cough 14 16 5 4 15 17 4 3 39 39

Haemoptysis 0 0 1 1 0 0 1 1 2 2

Productive cough 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1
Laryngeal oedema 0 1 0 0 0 1 0 0 1 1

Subtotal 1 0 1 1 1 0 1 1 3 3
Hiccups 0 0 0 1 0 0 0 1 1 1

Pulmonary pain 1 0 1 0 1 0 1 0 2 2

Subtotal 3 2 2 0 4 2 1 0 7 7
Nasal congestion 3 2 2 0 4 2 1 0 7 7

Subtotal 11 4 2 3 12 4 1 3 20 20

Lower respiratory tract signs and 
symptoms

Nasal congestion and inflammations

Nasal disorders NEC

Reproductive tract signs and symptoms 
NEC

Scrotal disorders NEC

Testicular and epididymal disorders NEC

Vulvovaginal disorders NEC

Vulvovaginal signs and symptoms

Respiratory, thoracic and mediastinal 
disorders Breathing abnormalities

Bronchospasm and obstruction

Coughing and associated symptoms

Laryngeal spasm, oedema and 
obstruction

Menstruation with decreased bleeding

Menstruation with increased bleeding

Ovarian and fallopian tube cysts and 
neoplasms

Penile disorders NEC (excl erection and 
ejaculation)

Reproductive tract disorders NEC (excl 
neoplasms)

Cases 
Grand Total 

Events 
Grand Total  

18
6034



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Epistaxis 10 4 2 3 11 4 1 3 19 19

Nasal oedema 1 0 0 0 1 0 0 0 1 1

Subtotal 1 1 1 0 1 1 1 0 3 3
Pharyngeal oedema 0 1 0 0 0 1 0 0 1 1

Pharyngeal swelling 1 0 1 0 1 0 1 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1
Pulmonary congestion 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 1 2 0 1 1 2 4 4
Pulmonary embolism 0 1 1 2 0 1 1 2 4 4

Subtotal 0 1 1 0 0 1 1 0 2 2
Painful respiration 0 1 1 0 0 1 1 0 2 2

Subtotal 0 0 3 0 1 0 2 0 3 3
Lung disorder 0 0 1 0 1 0 0 0 1 1

Respiratory disorder 0 0 1 0 0 0 1 0 1 1

Respiratory tract oedema 0 0 1 0 0 0 1 0 1 1

Subtotal 31 14 9 2 41 15 7 3 56 66
Dysphonia 2 1 0 0 2 1 0 0 3 3

Increased viscosity of upper respiratory 
secretion

0 1 0 0 0 1 0 0
1 1

Nasal discomfort 0 1 0 0 0 1 0 0 1 1

Oropharyngeal discomfort 1 0 1 0 1 0 1 0 2 2

Oropharyngeal pain 22 10 7 1 25 10 5 1 40 41

Rhinorrhoea 8 1 1 0 9 1 0 0 10 10

Sneezing 1 0 1 0 2 0 0 0 2 2

Throat irritation 2 1 0 1 2 1 0 2 4 5

Throat tightness 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 167 157 48 28 218 187 47 33 400 485
Subtotal 2 3 0 0 2 4 0 0 5 6
Alopecia 1 2 0 0 1 2 0 0 3 3

Alopecia areata 1 2 0 0 1 2 0 0 3 3

Subtotal 1 0 7 3 1 0 7 3 11 11
Angioedema 0 0 7 2 0 0 7 2 9 9

Circumoral swelling 1 0 0 1 1 0 0 1 2 2

Subtotal 12 5 6 2 14 5 4 2 25 25
Cold sweat 3 4 3 0 5 4 1 0 10 10

Hyperhidrosis 9 1 2 0 9 1 2 0 12 12

Night sweats 0 0 1 2 0 0 1 2 3 3

Subtotal 4 4 8 1 4 4 8 1 17 17
Blister 3 1 0 0 3 1 0 0 4 4

Dermatitis bullous 0 0 1 0 0 0 1 0 1 1

Erythema multiforme 1 3 6 1 1 3 6 1 11 11

SJS-TEN overlap 0 0 1 0 0 0 1 0 1 1

Subtotal 16 2 1 1 16 2 1 1 20 20
Pain of skin 4 0 0 0 4 0 0 0 4 4

Papule 1 0 0 0 1 0 0 0 1 1

Skin burning sensation 2 0 1 0 2 0 1 0 3 3

Skin discolouration 1 0 0 0 1 0 0 0 1 1

Skin disorder 1 1 0 0 1 1 0 0 2 2

Skin reaction 6 1 0 1 6 1 0 1 8 8

Skin warm 1 0 0 0 1 0 0 0 1 1

Subtotal 6 3 0 1 6 3 0 1 10 10
Dermatitis 2 1 0 0 2 1 0 0 3 3

Dermatitis allergic 2 0 0 1 2 0 0 1 3 3

Dermatitis atopic 1 0 0 0 1 0 0 0 1 1

Respiratory signs and symptoms NEC

Respiratory tract disorders NEC

Upper respiratory tract signs and 
symptoms

Skin and subcutaneous tissue disorders

Alopecias

Angioedemas

Apocrine and eccrine gland disorders

Bullous conditions

Dermal and epidermal conditions NEC

Dermatitis and eczema

Pharyngeal disorders (excl infections and 
neoplasms)

Pulmonary oedemas

Pulmonary thrombotic and embolic 
conditions

Cases 
Grand Total 

Events 
Grand Total  

19
6035



Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Eczema 1 0 0 0 1 0 0 0 1 1

Neurodermatitis 0 1 0 0 0 1 0 0 1 1

Skin irritation 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Drug eruption 0 0 1 0 0 0 1 0 1 1

Subtotal 29 61 5 4 30 62 5 3 99 100
Erythema 29 61 5 4 30 62 5 3 99 100

Subtotal 1 0 0 0 1 0 0 0 1 1
Skin exfoliation 1 0 0 0 1 0 0 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Granuloma annulare 0 0 1 0 0 0 1 0 1 1

Subtotal 0 0 1 0 0 0 1 0 1 1
Erythema nodosum 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 0 0 1 0 0 0 1 1
Pityriasis rosea 1 0 0 0 1 0 0 0 1 1

Subtotal 2 0 0 1 2 0 0 1 3 3
Photosensitivity reaction 2 0 0 1 2 0 0 1 3 3

Subtotal 24 22 3 2 25 23 2 1 51 51
Pruritus 24 22 3 2 25 23 2 1 51 51

Subtotal 0 1 0 0 0 1 0 0 1 1
Psoriasis 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 2 3 0 1 2 3 6 6
Ecchymosis 0 1 0 0 0 1 0 0 1 1

Henoch-Schonlein purpura 0 0 2 1 0 0 2 1 3 3

Petechiae 0 0 0 2 0 0 0 2 2 2

Subtotal 73 60 9 9 80 61 7 9 151 157
Nodular rash 0 0 1 0 0 0 1 0 1 1

Rash 55 47 7 8 61 47 5 8 117 121

Rash erythematous 4 0 0 0 4 0 0 0 4 4

Rash macular 0 3 1 0 0 3 1 0 4 4

Rash maculo-papular 5 4 0 0 5 4 0 0 9 9

Rash papular 3 2 0 0 3 2 0 0 5 5

Rash pruritic 6 3 0 1 6 3 0 1 10 10

Rash scarlatiniform 1 0 0 0 1 0 0 0 1 1

Rash vesicular 0 2 0 0 0 2 0 0 2 2

Subtotal 0 0 1 0 0 0 1 0 1 1
Skin ulcer 0 0 1 0 0 0 1 0 1 1

Subtotal 0 1 0 0 0 1 0 0 1 1
Dermal cyst 0 1 0 0 0 1 0 0 1 1

Subtotal 0 0 2 1 0 0 2 1 3 3
Cutaneous vasculitis 0 0 1 1 0 0 1 1 2 2

Hypersensitivity vasculitis 0 0 1 0 0 0 1 0 1 1

Subtotal 1 0 1 0 1 0 1 0 2 2
Livedo reticularis 1 0 1 0 1 0 1 0 2 2

Subtotal 31 19 6 7 35 20 4 7 63 66
Mechanical urticaria 1 0 0 0 1 0 0 0 1 1

Solar urticaria 1 0 0 0 1 0 0 0 1 1

Urticaria 30 19 6 7 33 20 4 7 62 64

Subtotal Subtotal 5 2 2 0 5 3 2 0 9 10
Subtotal 5 1 1 0 5 1 1 0 7 7
Bedridden 1 0 0 0 1 0 0 0 1 1

Impaired work ability 4 0 1 0 4 0 1 0 5 5

Loss of personal independence in daily 
activities

0 1 0 0 0 1 0 0
1 1

Skin cysts and polyps

Skin vasculitides

Skin vasomotor conditions

Urticarias

Social circumstances

Disability issues

Photosensitivity and photodermatosis 
conditions

Pruritus NEC

Psoriatic conditions

Purpura and related conditions

Rashes, eruptions and exanthems NEC

Skin and subcutaneous tissue ulcerations

Dermatitis ascribed to specific agent

Erythemas

Exfoliative conditions

Granulomatous and deep cutaneous 
inflammatory conditions

Panniculitides

Papulosquamous conditions

Cases 
Grand Total 

Events 
Grand Total  

20
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Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Prior to 
Review 
Period

Review 
Period

Non Serious Serious Non Serious Serious

SOC HLT PT # Cases # Events

Subtotal 0 1 0 0 0 1 0 0 1 1
Sick leave 0 1 0 0 0 1 0 0 1 1

Subtotal 0 1 1 0 0 1 1 0 2 2
Impaired quality of life 0 1 0 0 0 1 0 0 1 1

Patient uncooperative 0 0 1 0 0 0 1 0 1 1

Subtotal Subtotal 61 6 8 3 64 6 5 3 78 78
Subtotal 8 5 6 3 9 5 5 3 22 22
COVID-19 immunisation 8 5 6 3 9 5 5 3 22 22

Subtotal 53 1 2 0 55 1 0 0 56 56
Interchange of vaccine products 53 1 2 0 55 1 0 0 56 56

Subtotal Subtotal 27 21 18 8 35 22 14 8 74 79
Subtotal 0 0 0 1 0 0 0 1 1 1
Blood pressure fluctuation 0 0 0 1 0 0 0 1 1 1

Subtotal 0 0 2 0 0 0 2 0 2 2
Circulatory collapse 0 0 1 0 0 0 1 0 1 1

Peripheral circulatory failure 0 0 1 0 0 0 1 0 1 1

Subtotal 1 3 1 1 1 3 1 1 6 6
Haematoma 1 3 1 1 1 3 1 1 6 6

Subtotal 0 0 2 0 0 0 2 0 2 2
Thrombosis 0 0 2 0 0 0 2 0 2 2

Subtotal 2 0 0 0 2 0 0 0 2 2
Capillary fragility 1 0 0 0 1 0 0 0 1 1

Hyperaemia 1 0 0 0 1 0 0 0 1 1

Subtotal 1 0 3 1 2 0 2 1 5 5
Pelvic venous thrombosis 0 0 0 1 0 0 0 1 1 1

Superficial vein thrombosis 1 0 2 0 2 0 1 0 3 3

Venous thrombosis limb 0 0 1 0 0 0 1 0 1 1

Subtotal 7 6 1 1 7 6 1 1 15 15
Cyanosis 0 1 1 1 0 1 1 1 3 3

Flushing 5 1 0 0 5 1 0 0 6 6

Hot flush 2 3 0 0 2 3 0 0 5 5

Peripheral vascular disorder 0 1 0 0 0 1 0 0 1 1

Subtotal 1 4 1 1 1 4 1 1 7 7
Peripheral coldness 1 2 1 0 1 2 1 0 4 4

Raynaud's phenomenon 0 2 0 1 0 2 0 1 3 3

Subtotal 10 5 8 2 16 5 4 2 25 27
Pallor 10 5 8 2 16 5 4 2 25 27

Subtotal 0 1 0 0 0 1 0 0 1 1
Hypertension 0 1 0 0 0 1 0 0 1 1

Subtotal 5 3 1 1 5 3 1 1 10 10
Hypotension 5 3 1 1 5 3 1 1 10 10

Subtotal 1 0 0 0 1 0 0 0 1 1
Vasculitis 1 0 0 0 1 0 0 0 1 1

5,386 1,257 436 264 8,939 3,454 1,081 722 7,343 14,196Grand total

Peripheral vascular disorders NEC

Peripheral vasoconstriction, necrosis and 
vascular insufficiency

Site specific vascular disorders NEC

Vascular hypertensive disorders NEC

Vascular hypotensive disorders

Vasculitides NEC

Surgical and medical procedures

Immunisations

Therapeutic procedures NEC

Vascular disorders

Blood pressure disorders NEC

Circulatory collapse and shock

Haemorrhages NEC

Non-site specific embolism and 
thrombosis

Non-site specific vascular disorders NEC

Peripheral embolism and thrombosis

Employment issues

Social issues NEC

Cases 
Grand Total 

Events 
Grand Total  

21
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12.1a Complete global literature search strategy 

A literature search was performed in two major literature databases (EMBASE® and 
MEDLINE®) covering the period from 01 Jan 2022 to 18 Jun 2022. The literature search was 
completed in three parts. 

Part one search related to the product (elasomeran/ or 2019-nCoV Vaccine mRNA-1273/ or 
(mRNA-1273 or "mRNA 1273" or mRNA1273 or "modernatx 1273" or "modernatx-1273" or 
"moderntx 1273" or "moderntx-1273" or m-1273 or "m 1273" or "Moderna Covid19 Vaccine" or 
"Moderna Covid-19 Vaccine" or "Moderna-Covid-19-Vaccine" or "Moderna Covid 19 Vaccine" 
or SPIKEVAX or Spike-vax or Elasomeran or "CX-024414" or "TAK-919" or "TAK 919" or 
TAK919) covered the active ingredient (messenger RNA) and included scientific literature 
available from conferences, non-clinical and clinical studies, and poster sessions. 

Part two search covered all literature abstracts for the drug class (mRNA vaccine, SARS CoV-2 
vaccine). The search covered an elaborate compilation of free text search terms which included 
numerous synonymous expressions and abbreviations. 

Part three search covered multiple adverse event and therapeutic use terms including: (abnormal* 
or abortion* or abus* or acral or acroischemia or acute coronary syndrome* or acute disseminated 
encephalomyelitis or acute kidney injury or acute respiratory distress or adem or adr or adrs or 
adverse or adverse drug reaction or ageusia or agranulocyt* or allerg* or alopecia or amnionitis or 
anaemi* or anaphylact* or anaphylax* or anemi* or aneurysm* or angioedema or anomal* or 
anosmia or antenatal bleeding or "antibody-dependent" or antiphospholipid syndrome or 
antiphospholipid* or anxiety or aplas* or appendicitis or ARDS or arrhythm* or arthritis or aseptic 
meningitis or aspergillosis or asthma or asystole or ataxia or atrial fibrillation or atrial flutter or 
auto immun* or autoimmun* or autoimmune haemolytic anaemia or autoimmune haemolytic 
anemia or autops* or AV block or atypical ARDS or azotaemia or azotemia or Bell palsy or "Bell's 
palsy" or birth defect* or blind* or bone marrow failure or bradyarrhythmia* or bradycardia or 
brain involvement or breast feed* or breast milk or breastfed or breastfeed* or bullae or bullous or 
bundle branch block or carcinogen* or cardiac arrest or cardiac biopsy or cardiac injury or cardiac 
tamponade or cardiogenic or cardiogenic shock or cardiomegaly or cardiomyopathy or cardio 
vascular or cardiotox* or cardiovascular or case report* or case series or cataplexy or causal or 
cerebellitiis or cerebrovascular or cerebrovascular accident or "chickenpox-like" or Chilblain* or 
Chilblain like lesions or child* or chorioamnionitis or chronic fatigue syndrome or chronic 
hepatitis or chronic inflammat* or chronic liver disease or chronic neurological disease or chronic 
obstructive pulmonary disease or class effect or clinical pathological or clinicopathological or 
coagulopathy or coccidioidomycosis or coma or comatose or compassion* or complement 
activation or complement mediated or complication* or confusion* or congenital or contraindicat* 
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or convuls* or COPD or cor pulmonale or cranial nerve or Crohn* or cutaneous or cytokine release 
syndrome or cytokine storm or cytokine storm syndrome or cytotox* or deaf* or death* or deep 
vein thrombosis or dermatitis exfoliative* or dermatitis* or developmental delay or diabet* or DIC 
or diminished effect or disability or disabl* or disseminated intravascular coagulation or DRESS 
or drug diversion or drug eruption* or drug induced or "drug reaction with eosinophilia and 
systemic symptoms" or drug related or drug resistance or DVT or dysfunction or dysphagia or 
dysrhythmia* or effective* or efficacious* or efficacy or elder* or elevated creatinine kinase or 
embol* or emboli* or embryo or encephalit* or encephalomyelitis or encephalopathy or 
endometri* or endomyocardial biopsy or endothelial dysfunction or endotheliitis or epilep* or 
error* or erythema multiforme or erythema nodosum or erythroderma or event* or exanthem* or 
expanded access or expos* or facial paralysis or failure or "failure to thrive" or fatal* or fertility 
or fetal or fetus* or fibrillation or fibromyalgia or first case or focal deficit or foet* or follicular 
conjunctivitis or frail* or full term birth or fulminant or funisitis or gangrene or GBS or geriatric* 
or gestational diabetes or granulocytopen* or gravis or growth retardation or Guillain* or Guillain-
Barre Syndrome or gustatory or haemoly* or haemolytic or haemolytic anaemia or 
haemophagocytic lymphohistiocytosis or haemorrhag* or harm* or hashimoto or heart failure or 
HELLP or hematochezia or hemolytic or hemophagocytic lymphohistiocytosis or hemorrhag* or 
hemostasis disorder* or hepat* or hepatotox* or hypercoagulability or hyperferritinaemi* or 
hyperferritinemi* or hyperinflammat* or hypersensitiv* or hypogeusia or hyponatremia or 
hyposmia or iatrogen* or idiopathic thrombocytopenic purpura or ileitis or immuno compromis* 
or immuno suppress* or immunocompromis* or immunocytotox* or immunopatholog* or 
immunosuppress* or immunotox* or in utero or incomplete abortion or induced or ineffective* or 
infan* or infarct* or infertil* or inflammat* or inflammatory bowel disease* or inflammatory 
bowel syndrome* or inflammatory multisystem syndrome or injection site* or injur* or interact* 
or intestinal perforation or intolerab* or intoleran* or intoxicat* or intrauterine infection or 
ischemia or ischemic or IBD or ITP or Kawasaki* or keratoconjunctivitis or kidney or Kounis 
syndrome or "lack of effect" or "lack of effectiveness" or "lack of efficacy" or "lack of response" 
or lactat* or lethal or leukoencephalopathy or livedo or livedoid or liver injur* or liver transplant* 
or lupus* or lupus anticoagulant or macrophage activation syndrome or macule* or macular or 
maculopapular or maladminist* or manifestation* or maternal or maternal morbidity or "maternal-
fetal" or mediastinum or meningit* or meningoencephalitis or meningomyelitis or 
microangiopathy or micro angiopathy or microhaemorrhag* or microhemorrhag* or microthrombi 
or microthrombus or microvascular dysfunction or microvascular inflammation or Miller Fisher* 
or MIS-A or MIS-C or miscarriage* or missed abortion or misus* or morbidit* or morbilliform or 
mortality or mortem or "mother-to-newborn" or multi system inflammatory syndrome or multiple 
sclerosis or multisystem inflammatory syndrome or murine or musculoskeletal or mutagen* or 
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myastheni* or myelitis or myelitis transverse or myocardial* or myocarditis or myoclonus or 
myopathy or myopericarditis or myositis or named or narcolepsy or necrosis or necrot* or neonat* 
or nephritis or nephrotox* or nervous system or neuralgia or neuritis or neurodevelopmental or 
neuroinvasi* or neurologic* or neuropathy or neuropsychiatric or neurotox* or neurotrop* or 
neutropen* or neutropenic colitis or neutropenic infection or neutropenic sepsis or "not effective" 
or "not safe" or noxious or obesity or occupation* or "off-label" or olfactory or oncogene* or optic 
ischaemic neuropathy or optic neuritis or outcome* or overdos* or paediatric* or palsy or pancrea* 
or pancytopenia or papular or papule* or papulovesicular or paraesthesia or paresthesia or 
particular patient or patient or paediatric* or pericardial effusion or pericarditis or pericyte* or 
pernio or petechia* or pharmacotox* or pharmacovigilance or placenta* or plaque rupture or 
pneumomediastinum or pneumothorax or poison* or polyneuritis or polyneuropathy or 
postmortem or postpartum haemorrhage or postpartum hemorrhage or post viral fatigue syndrome 
or postural orthostatic tachycardia syndrome or preeclampsia or pregnan* or prematur* or preterm 
or preterm birth or progressive multifocal leukoencephalopathy or psychosis or pulmonary arterial 
hypertension or pulmonary embolism or pulmonary fibrosis or pulmonary hypertension or purpura 
or purpuric or pustular or pustule* or pustulosis or radiculitis or rash or rashes or reaction* or 
recall* or renal or reproduct* or respiratory or retinitis or "Reye's syndrome" or rhabdomyolysis 
or rheumatic or rheumatoid arthritis or rhomboencephalitis or right ventricular failure or risk* or 
safe* or seizure* or sensorineural hearing loss or sepsis or sequelae or serious* or severe* or 
severity or shock* or side effect or single organ cutaneous vasculitis or SJS or skin finding* or 
skin lesion* or "small for gestational age" or smell or spontaneous abortion or status epilepticus 
or STEMI or Stevens Johnson or Stevens Johnson syndrome or Still disease or "Still's disease" or 
stillbirth* or stillborn or stroke or subacute thyroiditis or subarachnoid or substance related 
disorder or sudden cardiac death or sudden death or sudden hearing loss or sudden vision loss or 
sudden visual loss or suicid* or "Sweet's syndrome" or systemic inflammatory response syndrome 
or tachyarrhythmia* or tachycardia or Takotsubo or "Tako-Tsubo" or taste or teratogen* or 
thrombo* or thrombocytopenia or thromboembol* or thromboprophylaxis or thrombotic 
thrombocytopenic purpura or thyroid* or tolerab* or toleran* or tolerat* or torsade de pointes or 
tox* or toxic epidermal necrolysis or toxic optic neuropathy or "transmission of an infectious 
agent" or transplant* or transverse myelitis or treatment emergent or treatment failure or ulcerative 
colitis or undesir* or unexpected or unintention* or unresponsive or unsafe* or untoward or 
unwanted or urticaria* or uterine infection or uveitis or vaccin* associated enhanced disease or 
vaccin* associated enhanced respiratory disease or vaccin* coadminist* or vaccination failure or 
vaccination site* or vaccine failure or vaccine induced or "varicella-like" or vascular inflammation 
or vascular leak* or vasculature or vasculit* or ventricular or ventricular fibrillation or vertical 
transmission or vesicle* or vesicular or vesiculobullous or viral meningitis or viral sepsis or vision 
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loss or visual loss or warning* or weakness or wide complex tachycardia or withdraw* or 2019 
nCoV or 2019nCoV or 2019-nCoV or betacoronavirus or corona virus or coronaviridae or 
coronavirinae or coronavirus or "CoV 2" or cov19 or CoV2 or CoV-2 or "covi 19" or covi* or 
covi-19 or "covid 19" or covid19 or nCoV or novel corona* or novel CoV or "SARS COV 2" or 
SARS COV2 or SARS COV-2 or "SARSCOV 2" or "SARS-COV 2" or SARSCOV2 or 
SARSCOV-2 or SARS-COV-2 or SARS2)) 
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12.1b List of journals used for local literature search 

 
Journal name Country 

EWMA journal. Journal of the European Wound Management Association  UK 
Immunisation against infectious disease/ Joint Committee on Vaccination and 
Immunisation.  UK 

Journal of infection prevention.  UK 
Disease Outbreak News.  Switzerland 
Infectious disease reports.  Switzerland 
Infektionskrankheiten in der Schweiz  Switzerland 
Schweizerische Ärztezeitung Switzerland 
Swiss Medical Forum Switzerland 
COVID19 Swiss Taskforce Switzerland 
Swissmedic webpage Switzerland 
Swiss Medic Journal Switzerland 
2019 Novel Coronavirus Outbreak (COVID-19).  US 
SAGE Journals. Journal of the American Biological Safety Association.  US 
Clinical updates in infectious diseases/ National Foundation for Infectious US 
Infectious Disease News.  US 
Infectious diseases and tropical medicine.  US 
International Journal of Virology.  US 
Current Treatment Options in Infectious Diseases US 
The Double Helix US 
The Internet Journal of Infectious Diseases   US 
Journal of the Association of Medical Microbiology and Infectious Disease Canada. Canada  
Treatment Update Canada  

Canada Communicable Disease Report Canada 
Canadian Geriatrics Journal Canada 
Canadian Journal of Pain Canada 
Plastic Surgery (Previously known as The Canadian Journal of Plastic Surgery) Canada 
Canadian Medical Education Journal Canada 
Canadian Oncology Nursing Journal Canada 
The Journal of the Canadian Chiropractic Association Canada 
Canadian Journal of Community Mental Health Canada 
Chronicle of Neurology and Psychiatry Canada 
The Chronicle of Skin & Allergy Canada 
The Journal of the Canadian Rheumatology Association (CRAJ) Canada 
Physiotherapy Canada Canada 
Journal of Pharmacy and Nutrition Sciences Canada 
Surveillance of notifiable infectious diseases in Victoria/ Public Health/COVID-19 Australia 
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Journal name Country 

Australian Pharmacist Australia 
Medicine Safety Update - TGA Australia 
Medical Republic Australia 
Australian Doctor Australia 
Australian Prescriber Australia 
Australian Medical Journal Australia 
JATROS infectious diseases Austria 
ÖÄZ (Österreichische Ärztezeitung) Austria 
Arzneitelegramm Germany 
Arzt und Praxis Austria 
Universum Innere Medizin Austria 
Folia Pharmacotherapeutica Belgium 
Federal Agency for Medicines and Health Products (FAMHP) Belgium 
Revue de la Médecine Générale Belgium 
Huisarts Nu Belgium 
Minerva (Evidence-based Medicine) Belgium 
Vax info Belgium 
Acta microbiologica Bulgarica Bulgaria 
Medica Jadertina Croatia 
Liječničke novine Croatia 
Medix (paper) Croatia 
Agency for Medicinal Products and Medical Devices of Croatia Croatia 
Medicina Fluminensis Croatia 
Ygeia Gia Olous Cyprus 
Cyprus Nursing Chronicles Journal Cyprus 
Cyprus Journal of Medical Science Cyprus 
Statni ustav pro kontrolu leciv (SUKL) Czech Republic  
Farmakoterapie Czech Republic  
Medical Tribune Czech Republic  
Medicína pro praxi Czech Republic  
Nežádoucí účinky léčiv Czech Republic  
Månedsskrift for Almen Praksis Denmark 
LÃ¦gemagasinet Denmark 
Duodecim Finland 
Option/bio France 
Bulletin epidemiologique hebdomadaire  France 
Clinical Therapeutics France 
Medecine Therapeutique / Pediatrie -Institutions- France 
Pharmacien Hospitalier et Clinicien (Le) France 
De la médecine factuelle à nos pratiques France 
Lettre de l Infectiologue (La) France 
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Journal name Country 

Journal de pharmacie clinique France 
Adolescense France 
Annales françaises de médecine d'urgence. France 
Archives des maladies du coeur et des vaisseaux. Pratique. France 
Archives des maladies professionnelles et de l'environnement France 
Direction générale de la santé. France 
International Academy for Clinical Hematology France 
Les enfants du monde; revue du Comite français pour le Fonds des Nations unies France 
Ethics, medicine, and public health. France 
The journal of aging research & clinical practice. France 
The journal of nursing home research sciences. France 
La lettre du cardiologue France 
Meedecine theerapeutique peediatrie : MTP France 
Médecine tropicale et santé internationale. France 
Le Moniteur des pharmacies. France 
Le pharmacien hospitalier & clinicien. France 
Prescrire international. France 
International Union Against Tuberculosis and Lung Disease France 
Le quotidien du médecin. France 
Recherche & santé  France 
Revue des maladies respiratoires actualités. France 
Toxicologie analytique et clinique. France 
World medical journal. France 
Epidemiologisches Bulletin.  Germany 
Journal of paediatric infectious diseases. Germany 
GMS hygiene and infection control.  Germany 
GMS infectious diseases. Germany 
Arzneimittelverordnung in der Praxis Germany 
Pharma Brief BUKO Germany 
The Federal Institute for Drugs and Medical Devices (Bundesinstitut fur 
Arzneimittel und Medizinprodukte, BfArm) Germany 

Iatriko Vima Greece 
Hospital Chronicles Greece 
Annales Clinicae Paediatricae Universitalis Atheniensis Greece 
Health Science Journal Greece 
Hellenic Iatriki Greece 
Immunológiai szemle Hungary 
Lege Artis Medicinae (LAM) Hungary 
Medicus Universalis Hungary 
Orvosi Hetilap Hungary 
Gyógyszerészi Hírlap Hungary 
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Journal name Country 

European journal of microbiology & immunology Hungary 
Medicore Ireland 
Notiziario dell'Istituto superiore di sanita Italy 
Focus farmacovigilanza Italy 
SocietÃ italiana di medicina generale Italy 
Rivista di allergologia e immunologia paediatrica  Italy 
Bollettino SIFO Italy 
Doctus Latvia 
State Agency of Medicines of Latvia Latvia 
Luxembourg Coronavairus Information Luxembourg 
Malta Medical Journal Malta 
Journal of Malta College of Family Doctors Malta 
Biosafety and health Netherlands 
Nederlands tijdschrift voor dermatologie & venereologie. Netherlands 
Norsk Farmasøytisk Tidsskrift Norway 
RELIS Nyhetsbrev Norway 
The journal of critical care medicine. Poland 
Choroby zakazne i zatrucia w Polsce Poland 
Revista portuguesa de doencas infecciosas.  Portugal 
Infectio.ro Romania 
Scientia parasitologica Romania 
Germs Romania 
The journal of microbiology, biotechnology and food sciences Slovakia 
ISIS - Glasilo zdravniške zbornice Slovenia 
Medicinski razgledi - – medicinski razgledi society Slovenia 
Metas de Enfermería  Spain 
Medicina General y de Familia Spain 
Index de Enfermería Spain 
Farmaceuticos Comunitarios Spain 
Dagens Medicin Sweden 
Acta Médica Colombiana Colombia 
Avances en Enfermería  Colombia 
Biomédica  Colombia 
Ciencia y Cuidado Colombia 
Revista Ciencias de La Salud Colombia 
Archivos de Medicina Colombia 
Revista Med Colombia 
Revista Médica de Risaralda Colombia 
Ces Medicina  Colombia 
Revista Colombiana de Ciencias Químico Farmacéuticas Colombia 
Allergy, Asthma & Respiratory Disease South Korea 
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Journal name Country 

Clinical and Experimental Emergency Medicine South Korea 
Korean Journal of Healthcare-associated Infection Control and Prevention South Korea 
Keimyung Medical Journal South Korea 
Allergy, Asthma & Immunology Research South Korea 
Annals of Child Neurology South Korea 
Annals of Clinical Neurophysiology South Korea 
Blood Research South Korea 
International Journal of Heart Failure South Korea 
International Neurourology Journal South Korea 
Journal of Bacteriology and Virology South Korea 
Journal of Cerebrovascular and Endovascular Neurosurgery South Korea 
Journal of Rheumatic Diseases South Korea 
Tuberculosis and Respiratory Diseases South Korea 
Korean Medical Journal South Korea 
Journal of Korean Medical Association South Korea 
Journal of the Korean Society of Radiology South Korea 
The Korean Journal of Medicine South Korea 
Google Scholar Qatar 
Google Scholar Estonia 
Google Scholar Iceland 
Google Scholar Liechtenstein 
Google Scholar Lithuania 
Google Scholar Monaco 
Google Scholar Botswana 
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