Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021

Data Lock Date: 18-Feb-2021 19:00:04

Earliest Reaction Date: 25-May-2008

MedDRA Version: MedDRA 23.1

Human Papilloma Human Papilloma Virus Product Analysis Print. All

Virus Product Analysis HPV cases received up to 15th February 2021 from
Print — cases in the the Merseyside/Sefton/PR8 area only.
Merseyside area:
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
Earliest Reaction Date: 25-May-2008 MedDRA Version: MedDRA 23.1
Reaction Name Total Fatal

Blood disorders

Anaemia deficiencies

Iron deficiency anaemia 1 0
Lymphatic system disorders NEC

Lymphadenopathy 1 0

Blood disorders SOC TOTAL 2 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021
Earliest Reaction Date: 25-May-2008

Data Lock Date: 18-Feb-2021 19:00:04
MedDRA Version: MedDRA 23.1

Reaction Name

Total Fatal

Cardiac disorders

Cardiac signs and symptoms NEC
Palpitations
Rate and rhythm disorders NEC
Tachycardia
Cardiac disorders SOC TOTAL
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
Earliest Reaction Date: 25-May-2008 MedDRA Version: MedDRA 23.1
Reaction Name Total Fatal

Ear disorders

Hearing losses

Deafness 1 0
Hypoacusis 1 0
Ear disorders SOC TOTAL 2 0
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Case Series Drug Analysis Print
Name: Human Papilloma Virus Product Analysis Print — cases in

the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
Earliest Reaction Date: 25-May-2008 MedDRA Version: MedDRA 23.1
Reaction Name Total Fatal
Eye disorders
Ocular disorders NEC
Eye swelling 1 0
Ocular infections, inflammations and associated manifestations
Eye irritation 1 0
Visual disorders NEC
Vision blurred 3 0
Visual impairment and blindness (excl colour blindness)
Blindness transient 1 0
Visual acuity reduced 1 0
Visual impairment 2 0
Eye disorders SOC TOTAL 9 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
Earliest Reaction Date: 25-May-2008 MedDRA Version: MedDRA 23.1
Reaction Name Total Fatal
Gastrointestinal disorders
Diarrhoea (excl infective)
Diarrhoea 3 0
Gastrointestinal and abdominal pains (excl oral and throat)
Abdominal pain lower 1 0
Abdominal pain upper 1 0
Nausea and vomiting symptoms
Nausea 18 0
Vomiting 15 0
Oral soft tissue disorders NEC
Lip blister 1 0
Oral soft tissue signs and symptoms
Hypoaesthesia oral 1 0
Paraesthesia oral 2 0
Oral soft tissue swelling and oedema
Lip swelling 2 0
Gastrointestinal disorders SOC TOTAL 44 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021
Earliest Reaction Date: 25-May-2008

Data Lock Date: 18-Feb-2021 19:00:04
MedDRA Version: MedDRA 23.1

Reaction Name Total Fatal
General disorders
Asthenic conditions
Asthenia 1 0
Fatigue 6 0
Malaise 14 0
Febrile disorders
Pyrexia 7 0
Feelings and sensations NEC
Chills 2 0
Feeling abnormal 3 0
Feeling cold 1 0
Feeling hot 5 0
Gait disturbances
Gait inability 1 0
General signs and symptoms NEC
lliness 2 0
Influenza like illness 4 0
Local reaction 2 0
Peripheral swelling 10 0
Swelling face 1 0
Injection site reactions
Injected limb mobility decreased 1 0
Injection site erythema 4 0
Injection site mass 1 0
Injection site rash 2 0
Injection site swelling 4 0
Injection site warmth 1 0
Pain and discomfort NEC
Chest discomfort 2 0
Chest pain 4 0
Pain 4 0
Vaccination site reactions
Vaccination site pain 1 0
Vaccination site swelling 2 0
General disorders SOC TOTAL 85 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in

the Merseyside area
Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
Earliest Reaction Date: 25-May-2008 MedDRA Version: MedDRA 23.1
Reaction Name Total Fatal
Immune system disorders
Allergic conditions NEC
Hypersensitivity 1
Multiple allergies 1
Anaphylactic and anaphylactoid responses
Anaphylactic reaction 2 0
Immune system disorders SOC TOTAL 4 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in

the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
Earliest Reaction Date: 25-May-2008 MedDRA Version: MedDRA 23.1

Reaction Name Total Fatal

Infections

Ear infections
Ear infection 1 0
Viral infections NEC
Viral infection 1 0
Infections SOC TOTAL 2 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in

the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
Earliest Reaction Date: 25-May-2008 MedDRA Version: MedDRA 23.1

Reaction Name Total Fatal
Injuries

Non-site specific injuries NEC
Fall

Injuries SOC TOTAL 1 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
Earliest Reaction Date: 25-May-2008 MedDRA Version: MedDRA 23.1
Reaction Name Total Fatal

Investigations
Heart rate and pulse investigations

Heart rate increased 1 0
Physical examination procedures and organ system status

Body temperature fluctuation 1 0
Body temperature increased 2 0
Respiratory rate increased 1 0
Vascular tests NEC (incl blood pressure)
Blood pressure increased 1 0
Investigations SOC TOTAL 6 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
Earliest Reaction Date: 25-May-2008 MedDRA Version: MedDRA 23.1
Reaction Name Total Fatal

Metabolic disorders
Diabetes mellitus (incl subtypes)
Type 1 diabetes mellitus
Metabolic disorders SOC TOTAL 1 0
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Case Series Drug Analysis Print
Name: Human Papilloma Virus Product Analysis Print — cases in

the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
Earliest Reaction Date: 25-May-2008 MedDRA Version: MedDRA 23.1
Reaction Name Total Fatal
Muscle & tissue disorders
Joint related signs and symptoms
Arthralgia 2 0
Muscle pains
Myalgia 4 0
Muscle related signs and symptoms NEC
Muscle spasms 1 0
Muscle tightness 1 0
Muscle twitching 1 0
Muscle weakness conditions
Muscular weakness 3 0
Musculoskeletal and connective tissue conditions NEC
Musculoskeletal stiffness 2 0
Musculoskeletal and connective tissue pain and discomfort
Limb discomfort 1 0
Pain in extremity 4 0
Muscle & tissue disorders SOC TOTAL 19 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021
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Reaction Name Total Fatal
Nervous system disorders
Disturbances in consciousness NEC
Lethargy 2 0
Loss of consciousness 3 0
Somnolence 3 0
Syncope 23 0
Dyskinesias and movement disorders NEC
Dyskinesia 2 0
Facial cranial nerve disorders
Facial paralysis 1 0
Headaches NEC
Headache 17 0
Muscle tone abnormal
Hypotonia 1 0
Narcolepsy and hypersomnia
Narcolepsy 1 0
Neurological signs and symptoms NEC
Dizziness 34 0
Paraesthesias and dysaesthesias
Hypoaesthesia 11 0
Paraesthesia 9 0
Seizures and seizure disorders NEC
Seizure 2 0
Sensory abnormalities NEC
Sensory disturbance 1 0
Speech and language abnormalities
Dysarthria 1 0
Tremor (excl congenital)
Tremor 2 0
Nervous system disorders SOC TOTAL 113 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021
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MedDRA Version: MedDRA 23.1

Reaction Name Total Fatal
Psychiatric disorders
Anxiety symptoms
Anxiety 2 0
Confusion and disorientation
Confusional state 2 0
Hallucinations (excl sleep-related)
Hallucination 1 0
Mood disorders NEC
Listless 1 0
Panic attacks and disorders
Panic attack 1 0
Somatic symptom disorders
Somatic symptom disorder 1 0
Psychiatric disorders SOC TOTAL 8 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Feb-2021 19:00:04
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Reaction Name Total Fatal

Renal & urinary disorders
Bladder and urethral symptoms
Urinary incontinence
Renal & urinary disorders SOC TOTAL 1 0
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Case Series Drug Analysis Print

Name: Human Papilloma Virus Product Analysis Print — cases in
the Merseyside area
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Reaction Name Total Fatal

Reproductive & breast disorders
Menstruation with decreased bleeding
Amenorrhoea
Reproductive & breast disorders SOC TOTAL 1 0
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Case Series Drug Analysis Print
Name: Human Papilloma Virus Product Analysis Print — cases in

the Merseyside area

Data Lock Date: 18-Feb-2021 19:00:04
MedDRA Version: MedDRA 23.1

Report Run Date: 22-Feb-2021
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Reaction Name Total Fatal
[Respiratory disorders
Breathing abnormalities
Dyspnoea 5 0
Hyperventilation 4 0
Hypopnoea 1 0
Tachypnoea 1 0
Bronchospasm and obstruction
Asthma 1 0
Wheezing 2 0
Upper respiratory tract signs and symptoms
Choking sensation 1 0
[Respiratory disorders SOC TOTAL 15 0
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Case Series Drug Analysis Print
Name: Human Papilloma Virus Product Analysis Print — cases in

the Merseyside area
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Reaction Name

Total Fatal

Skin disorders

Apocrine and eccrine gland disorders
Cold sweat
Hyperhidrosis

Dermal and epidermal conditions NEC
Skin discolouration

Dermatitis and eczema
Dermaititis allergic

Erythemas
Erythema

Pruritus NEC
Pruritus

Rashes, eruptions and exanthems NEC
Rash
Rash erythematous
Rash macular
Rash pruritic

Skin vasomotor conditions
Livedo reticularis

Urticarias
Urticaria

Skin disorders SOC TOTAL
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Case Series Drug Analysis Print
Name: Human Papilloma Virus Product Analysis Print — cases in

the Merseyside area

Report Run Date: 22-Feb-2021 Data Lock Date: 18-Fe

Earliest Reaction Date: 25-May-2008

b-2021 19:00:04

MedDRA Version: MedDRA 23.1

Reaction Name Total Fatal
Vascular disorders
Peripheral vascular disorders NEC
Cyanosis 2 0
Flushing 4 0
Peripheral vasoconstriction, necrosis and vascular insufficiency
Peripheral coldness 5 0
Poor peripheral circulation 1 0
Site specific vascular disorders NEC
Pallor 11 0
Vascular disorders SOC TOTAL 23 0
TOTAL REACTIONS FOR DRUG 365 0
TOTAL REPORTS 137
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