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Case Series Drug Analysis Print

Name: COVID-19 vaccine Moderna analysis print
Report Run Date: 16-Apr-2021 Data Lock Date: 14-Apr-2021 19:00:03
Earliest Reaction Date: 19-Jan-2021 MedDRA Version: MedDRA 23.1

Reaction Name Total Fatal
Blood disorders
   Lymphatic system disorders NEC
      Lymph node pain 1 0
      Lymphadenopathy 3 0
Blood disorders SOC TOTAL 4 0
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Reaction Name Total Fatal
Ear disorders
   Hearing losses
      Hypoacusis 1 0
   Inner ear signs and symptoms
      Tinnitus 2 0
Ear disorders SOC TOTAL 3 0
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Reaction Name Total Fatal
Eye disorders
   Ocular disorders NEC
      Eye swelling 1 0
   Ocular infections, inflammations and associated manifestations
      Eye irritation 1 0
      Ocular hyperaemia 1 0
   Visual disorders NEC
      Vision blurred 1 0
Eye disorders SOC TOTAL 4 0
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Reaction Name Total Fatal
Gastrointestinal disorders
   Colitis (excl infective)
      Colitis ulcerative 1 0
      Crohn's disease 1 0
   Diarrhoea (excl infective)
      Diarrhoea 1 0
   Nausea and vomiting symptoms
      Nausea 4 0
   Oral dryness and saliva altered
      Salivary hypersecretion 1 0
Gastrointestinal disorders SOC TOTAL 8 0
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General disorders
   Asthenic conditions
      Asthenia 1 0
      Fatigue 6 0
   Febrile disorders
      Pyrexia 4 0
   Feelings and sensations NEC
      Chills 6 0
      Feeling hot 1 0
   General signs and symptoms NEC
      Condition aggravated 1 0
      Peripheral swelling 3 0
      Swelling face 1 0
   Injection site reactions
      Injection site pain 2 0
   Pain and discomfort NEC
      Axillary pain 1 0
      Pain 2 0
      Tenderness 1 0
General disorders SOC TOTAL 29 0



Report Run Date: 16-Apr-2021, Page 7

Case Series Drug Analysis Print
Name: COVID-19 vaccine Moderna analysis print

Report Run Date: 16-Apr-2021 Data Lock Date: 14-Apr-2021 19:00:03
Earliest Reaction Date: 19-Jan-2021 MedDRA Version: MedDRA 23.1

Reaction Name Total Fatal
Immune system disorders
   Autoimmune disorders NEC
      Autoimmune disorder 1 0
Immune system disorders SOC TOTAL 1 0
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Infections
   Coronavirus infections
      COVID-19 1 0
   Eye and eyelid infections
      Conjunctivitis 1 0
   Fungal infections NEC
      Fungal skin infection 1 0
   Tinea infections
      Body tinea 1 0
Infections SOC TOTAL 4 0
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Investigations
   Heart rate and pulse investigations
      Heart rate increased 1 0
Investigations SOC TOTAL 1 0
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Metabolic disorders
   Disorders of purine metabolism
      Gout 1 0
Metabolic disorders SOC TOTAL 1 0
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Muscle & tissue disorders
   Joint related signs and symptoms
      Arthralgia 3 0
      Joint swelling 1 0
   Muscle pains
      Myalgia 3 0
   Musculoskeletal and connective tissue pain and discomfort
      Back pain 1 0
      Pain in extremity 7 0
Muscle & tissue disorders SOC TOTAL 15 0
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Nervous system disorders
   Disturbances in consciousness NEC
      Syncope 1 0
   Dyskinesias and movement disorders NEC
      Movement disorder 1 0
   Headaches NEC
      Headache 7 0
   Neurological signs and symptoms NEC
      Dizziness 7 0
      Presyncope 1 0
   Paraesthesias and dysaesthesias
      Hypoaesthesia 1 0
      Paraesthesia 2 0
   Sensory abnormalities NEC
      Ageusia 1 0
   Tremor (excl congenital)
      Tremor 1 0
Nervous system disorders SOC TOTAL 22 0
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Psychiatric disorders
   Hallucinations (excl sleep-related)
      Hallucination 1 0
   Mood disorders NEC
      Listless 1 0
   Panic attacks and disorders
      Panic attack 1 0
   Parasomnias
      Abnormal dreams 1 0
Psychiatric disorders SOC TOTAL 4 0
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Respiratory disorders
   Breathing abnormalities
      Dyspnoea 1 0
   Coughing and associated symptoms
      Cough 1 0
   Nasal congestion and inflammations
      Nasal congestion 1 0
   Nasal disorders NEC
      Epistaxis 2 0
   Upper respiratory tract signs and symptoms
      Oropharyngeal pain 2 0
Respiratory disorders SOC TOTAL 7 0
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Skin disorders
   Bullous conditions
      Blister 1 0
   Dermal and epidermal conditions NEC
      Skin burning sensation 1 0
   Erythemas
      Erythema 1 0
   Pruritus NEC
      Pruritus 4 0
   Rashes, eruptions and exanthems NEC
      Rash 5 0
      Rash erythematous 1 0
Skin disorders SOC TOTAL 13 0
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Vascular disorders
   Haemorrhages NEC
      Bloody discharge 1 0
Vascular disorders SOC TOTAL 1 0
TOTAL REACTIONS FOR DRUG 117 0

TOTAL REPORTS 44


