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Preferred Term System Organ Class (SOC) Number of Cases
‘Wrong product administered Injury, poisoning and procedural complications 25 (29.76%)
Product packaging confusion Injury, poisoning and procedural complications 12 (14.29%)
Headache Nervous system disorders 8 (9.52%)
Incorrect dose administered Injury, poisoning and procedural complications 8 (9.52%)
Poor quality product administered Injury, poisoning and procedural complications 8 (9.52%)
Vaccination site pain General disorders and administration site conditions 8 (9.52%)
Fatigue General disorders and administration site conditions 7 (B.33%)
Off label use Injury, poisoning and procedural complications 7 (B.33%)
Pain General disorders and administration site conditions 7 (8.33%)
Chills General disorders and administration site conditions 6 (7.14%)
Pyrexia General disorders and administration site conditions 6 (7.14%)
Pain in extremity Musculoskeletal and connective tissue disorders 5 (5.95%)
Immunisation Surgical and medical procedures 4 (4.76%)
Myalgia Musculoskeletal and connective tissue disorders 4 (4.76%)
Product administration error Injury, poisoning and procedural complications 4 (4.76%)
Expired product administered Injury, poisoning and procedural complications 3 (3.57%)
Product temperature excursion issue Product issues 3 (3.57%)
Arthralgia Musculoskeletal and connective tissue disorders 2 (2.38%)
Burning sensation Nervous system disorders 2 (2.38%)
COovID-19 Infections and infestations. 2 (2.38%)
Decreased appetite Metabolism and nutrition disorders 2 (2.38%)
Diarrhoea Gastrointestinal disorders 2 (2.38%)
Dizziness Nervous system disorders 2 (2.38%)
Hypoaesthesia Nervous system disorders 2 (2.38%)
Insomnia Psychiatric disorders 2 (2.38%)
Interchange of vaccine products Surgical and medical procedures 2 (2.38%)
Paraesthesia Nervous system disorders 2 (2.38%)
Product administered at inappropriate site | Injury, poisoning and procedural complications 2 (2.38%)
Product use issue Injury, poisoning and procedural complications 2 (2.38%)
Rash Skin and subcutaneous tissue disorders 2 (2.38%)
Underdose Injury, poisoning and procedural complications 2 (2.38%)
Asthenia General disorders and administration site conditions 1 (1.19%)
Back pain Musculoskeletal and connective tissue disorders 1 (1.19%)

Preferred Term ‘System Organ Class (SOC) Number of Cases
Bone pain Musculoskeletal and connective tissue disorders 1 (1.19%)
ggzﬁn"g“ﬁf:f:d?;a‘:g";%?" capabla of Injury, poisoning and procedural complications 1 (1.19%)
Cold sweat Skin and subcutaneous tissue disorders 1 (1.19%)
Dehydration Metabolism and nutrition disorders 1 (1.19%)
Disturbance in attention Nervous system disorders 1 (1.19%)
Drug ineffective General disorders and administration site conditions 1 (1.19%)
Dry mouth Gastrointestinal disorders 1 (1.19%)
Dyspepsia Gastrointestinal disorders 1 (1.19%)
Ear pain Earand labyrinth disorders 1 (1.19%)
Feeling cold General disorders and administration site conditions 1 (1.19%)
Feeling hot General disorders and administration site conditions 1 (1.19%)
Feeling of body temperature change General disorders and administration site conditions 1 (1.19%)
Gait inability General disorders and administration site conditions 1 (1.19%)
Heart rate increased Investigations 1 (1.19%)
Hyperhidrosis Skin and subcutaneous tissue disorders 1 (1.19%)
Incorrect product formulation administered | Injury, poisoning and procedural complications 1 (1.19%)
Influenza like illness General disorders and administration site conditions 1 (1.19%)
Injected limb mobility decreased General disorders and administration site conditions 1 (1.19%)
Jaint swelling Musculoskeletal and connective tissue disorders 1 (1.19%)
Lymphadenopathy Blood and lymphatic system disorders 1 (1.19%)
Maternal exposure during pregnancy Injury, poisoning and procedural complications 1 (1.19%)
Musculoskeletal stiffness Musculoskeletal and connective tissue disorders 1 (1.19%)
Nausea Gastrointestinal disorders 1 (1.19%)
Near death experience Psychiatric disorders 1 (1.19%)
Neck pain Musculoskeletal and connective tissue disorders 1 (1.19%)
Pain of skin Skin and subcutaneous tissue disorders 1 (1.19%)
Presyncope Nervous system disorders 1 (1.19%)
Product prescribing issue Injury, poisoning and procedural complications 1 (1.19%)
Renal pain Renal and urinary disorders 1 (1.19%)
Swelling General disorders and administration site conditions 1 (1.19%)
Swelling face General disorders and administration site conditions 1 (1.19%)
Thirst General disorders and administration site conditions 1 (1.19%)
Tremor Nervous system disorders 1 (1.19%)
Vaccination failure General disorders and administration site conditions 1 (1.19%)
Vaccination site erythema General disorders and administration site conditions 1 (1.19%)
Vaccination site pruritus General disorders and administration site conditions 1 (1.19%)
Vaccination site rash General disorders and administration site conditions 1 (1.19%)
Vaccination site swelling General disorders and administration site conditions 1 (1.19%)

1 COVID-19 mRNA vaccine (nucleoside modified) (BNT162b2) Abbreviated Summary Monthly Safety Report (SMSR) 8; Reporting Period 16 August 2022 through

15 September 2022
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