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Mumber of Individual Cases Mumber of Individual Cases received over ime Number of Individual Cases by EEA countries MNumber of Individual Cases By Reaction Groups Number of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 1: Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Reaction Groups & Reported Suspected Reaction
Blood and lymphatic system disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 1/27

79
4418

5048

139
4010
1914

15529

Reaction Groups
Blood and lymphatic system disorders

Reported Suspected Reaction

Abdominal lymphadenopathy
Abnormal clotting factor

Acgquired haemophilia
Agranulocytosis

Anaemia

Anaemia megaloblastic

Anaemia vitamin B12 deficiency
Amsocytosis

Antiphospholipid syndrome

Aplasia pure red cell

Atypical haemolytic uraemic syndrome
Autoimmune anaemia
Autoimmune haemolytic anaermia
Autoimmune neutropenia
Bicytopenia

Blood disorder

Blaod loss anaemia

Bone marrow disorder

Bone marrow failure

Bone marrow oedema
Coagulopathy

Coombs negative haemolytic anaemia
Coombs positive haemolytic anaemia
Deficiency anaemia

Disseminated intravascular coagulation
Eosinophilia

Erythropenia

Evans syndrome

Factor VIII inhibition

Febrile bone marrow aplasia
Febrile neutropenia

Haemolysis

Haemolytic anaemia

Haemolytic uraemic syndrome
Haemorrhagic diathesis
Haemorrhagic disorder
Heparin-induced thrombocytopenia
Hilar lymphadenopathy
Hyperchromic anaemia
Hypercoagulation
Hypereosinophilic syndrome
Hyperfibrinogenaemia
Hypergammaglobulinaemia
Hyperleukocytosis

Hypochromic anaemia
Hypocoagulable state

Age Group & Sex

Reporter Group

Outcome

Mot Specified
0-1 Menth
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years
More than 85 Years
oK 2K 4K 6K BK 10K 12K 14K 16K
Number of individual cases
B Female W Male

B Mot Specified

Healthcare
Professional P51

Healthcare
Professional

Not
Specified

oK 2K 3K 4K 6K 8K 9K 10K
Number of individual cases

Fatal

Mot Recovered/Not Resolved
Mot Specified
Recovered/Resolved 5,048
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

o 1,000 2,000 3,000 4,000 5,000 6,000
Number of individual cases



Reaction group 2:
Cardiac disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 2/27

902
1894

4672

219
2121
2295

11201

6

Mumber of Individual Cases
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Number of Individual Cases received over time

Number of Individual Cases by EEA countries

Number of Individual Cases By Reaction Groups

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

[Cardiac disorders )~l
Reported Suspected Reaction
Acute cardiac event -

Acute coronary syndrome
Acute left ventricular failure
Acute myocardial infarction
Angina pectoris

Angina unstable

Aortic valve disease

Aortic valve stenosis
Arrhythmia

Arrhythmia supraventricular
Arteriosclerosis coronary artery
Arteriospasm coronary

Atrial fibrillation

Atrial flutter

Atrial tachycardia

Atrial thrombosis
Atrioventricular block
Atrioventricular block complete
Atrioventricular block first degree
Atrioventricular block second degree
Autoimmune myocarditis
Bezold-Jarisch reflex
Bradyarrhythmia

Bradycardia

Bundle branch block

Bundle branch block left
Bundle branch block right
Cardiac amyloidosis

Cardiac aneurysm

Cardiac arrest

Cardiac asthma

Cardiac discomfort

Cardiac disorder

Cardiac dysfunction

Cardiac failure

Cardiac failure acute

Cardiac failure chronic

Cardiac failure congestive
Cardiac fibrillation

Cardiac flutter

Cardiac hypertrophy

Cardiac sarcoidosis

Cardiac tamponade

Cardiac valve disease

Cardiac valve sclerosis

Cardiac ventricular thrombosis -

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified

0-1 Month

2 Months - 2 Years
3-11 Years

12-17 Years

18-64 Years

65-85 Years

More than 85 Years

o 1,000 2,000 3,000 4,000 5,000 5,000 7,000 8,000 5,000
Number of individual cases

B Female W Male B Mot Specified

Healthcare

Professional bt
Non
Healthcare 4,277
Professional
Mot
Specified a
] 1,000 2,000 3,000 4,000 5,000 5,000 7,000 5,000

Number of individual cases

Fatal
Mot Recovered/Mot Resolved
Mot Specified
Recovered/Resolved 4,672
Recovered/Resolved With Sequelae
Recovering/Resolving
Unknown 2,295

o 1,000 2,000 3,000 4,000 5,000

Number of individual cases

Number of Individual Cases for a selected Reaction Group



Reaction group 3:
Congenital, familial and genetic disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 3/27

27

21

11
31

92

e

Number of Individual Cases

(& @ dap.ema.europa.eu/analytics/saw.dli?PortalPages

Number of Individual Cases received over time

Number of Individual Cases by EEA countries

Mumber of Individual Cases By Reaction Groups

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Congenital, familial and genetic disorders )|

Reported Suspected Reaction

Amegakaryocytic thrombocytopenia -
Anencephaly

Ankyloglossia congenital

Anomalous pulmonary venous connection
Aplasia

Atnal septal defect

Cerebral palsy

Cleft lip

Cleft palate

Colour blindness

Congenital absence of cranial vault
Congenital anomaly

Congenital cystic lung

Craniosynostosis

Cystic lymphangioma

Dermoid cyst

Ductus arteriosus premature closure
Dysmorphism

Ehlers-Danlos syndrome

Elliptocytosis hereditary

Factor V Leiden mutation

Factor VIII deficiency

Familial hemiplegic migraine

Familial mediterranean fever

Familial periodic paralysis

Foetal cystic hygroma

Gastrointestinal malformation

Gastroschisis

Gilbert's syndrome

Haemophilia

Heart disease congenital

Hereditary angisedema

Hereditary angicedema with normal C1 esterase inhibitor
Hereditary ataxia

Hereditary neuropathy with liability to pressure palsies
Huntington's disease

Hyperglycinaemia

Hypertrophic cardiomyopathy

Kidney duplex

Macroglossia

Moebius II syndrome

Myoclonic dystonia

Ostecgenesis imperfecta

Parkes-Weber syndrome

Plasminogen activator inhibitor polymorphism
Porphyria -

Age Group & Sex

Reporter Group

autcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified
0-1 Month

2 Months - 2 Years |

3-11 Years

12-17 Years

18-64 Years

65-85 Years

More than 85 Years

o 10 20 30 40 50 60 70
Number of individual cases
W Female W Male [l Mot Specified

Healthcare
Professional

Non
Healthcare
Professional

Mot
Spedified o
1] 10 20 30 40 50 60
Number of individual cases

Fatal 6
Mot Recovered/Not Resolved 27
Not Specified | 0
Recovered/Resolved 21
Recovered/Resolved With Sequelae 2
Recovering/Resolving 11
Unknown 31
0 5 i0 15 20 25 30 35
Number of individual cases

Mumber of Individual Cases for a selected Reaction Group
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Number of Individual Cases Mumber of Individual Cases received over time Number of i Cases by EEA

Mumber of Individual Cases By Reaction Groups MNumber of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for TOZINAMERAN (up to 12/06/2021)

. . Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Reaction group 4: Reaction Groups & Reported Suspected Reaction

Ear and labyrinth disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 4/27

2102

2265
114
1299
996

6776

Reaction Groups

Ear_and labyrinth disorders

Reported Suspected Reaction

Acute vestibular syndrome
Auditory disorder
Auricular chondritis
Auricular swelling
Autophony

Cerumen impaction
Conductive deafness
Deafness

Deafness bilateral
Deafness neurosensory
Deafness transitory
Deafness unilateral
Dysacusis

Ear canal erythema

Ear congestion

Ear discomfort

Ear disorder

Ear haemorrhage

Ear pain

Ear pruritus

Ear swelling
Endolymphatic hydrops
Eustachian tube disorder
Eustachian tube dysfunction
Eustachian tube obstruction
Excessive cerumen production
External ear disorder
External ear inflammation
External ear pain
Hyperacusis

Hypoacusis

Inner ear disorder

Inner ear inflammation
Mastoid disorder
Meniere's disease

Middle ear disorder
Middle ear effusion
Middle ear inflammation
Misophonia

Mation sickness
MNeurosensory hypoacusis
Ctolithiasis

Otorrhoea

Paraesthesia ear

Phobic postural vertigo
Presbyacusis

Age Group & Sex

Reporter Group

Outcome

Mot Specified

0-1 Month

2 Months - 2 Years
3-11 Years

12-17 Years

18-64 Years

65-85 Years

More than 85 Years

] 1,000 2,000 3,000 4,000 5,000 6,000
Number of individual cases
Il Female W Male B Mot Specified

Healthcare
Professional 273
MNon
Healthcare

3,262
Professional

Not
Specified o

o 500 1,000 1,500 2,000 2,500 3,000 3,500
Number of individual cases

Fatal

Mot Recovered /Mot Resolved 2,102
Mot Specified
Recovered/Resolved

Recovered/Resolved With Sequelae
Recovering/Resolving
Unknown

1,299

EER

o 400 800 1,200 1,600 2,000 2,400
Number of individual cases




Reaction group 5:
Endocrine disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 5/27

76

36

a9
70

237

<« c # dap.ema.europa.eu/analytics/saw.dl|?PortalPages

Number of Individual Cases

Number of Individual Cases received over time

Number of

Cases by EEA

Number of Individual Cases By Reaction Groups

MNumber of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Endocrine disorders

Reported Suspected Reaction

Addison’s disease

Adrenal disorder

Adrenal haemorrhage
Adrenal insufficiency
Adrenccortical insufficiency acute
Adrenomegaly

Anovulatory cycle
Autoimmune hypothyroidism
Autoimmune thyroid disorder
Autoimmune thyroiditis
Basedow's disease
Cushingoid

Diabetes insipidus

Gaoitre

Haemorrhagic thyroid cyst
Hyperaldosteronism
Hyperparathyroidism
Hyperthyroidism
Hypoparathyroidism
Hypopituitarism
Hypothyroidism

Myxoedema

Owulation delayed
| Pituitary apoplexy
Premature menarche
Pnmary hyperaldosteronism
Secondary adrenocortical insufficiency
Silent thyroiditis

Thyroid disorder

Thyroid mass

Thyroid pain

Thyroiditis

Thyroiditis acute

Thyroiditis subacute
Thyrotoxic crisis

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Not Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years
More than 85 Years
[} 30 50 S0 120 150 130
Number of individual cases
B Female W Male

B Mot Specified

Healthcare
Professianal e

MNon

Healthcare 106
Professional

Not
Specified o

0 20 40 50 30 100 120 140
Number of individual cases

Fatal § 1
Mot Recoverad/Not Resolved 76
Mot Specified | 0
Recovered/Resolved 36
Recovered/Resolved With Sequelae &
Recovering/Resolving 49
Unknoven 70
[a] i0 20 30 40 50 60 70 80
Number of individual cases



Reaction group 6:
Eye disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 6/27

18
1968

2752

126
1525
1574

7945

6

Number of Individual Cases
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Number of Individual Cases received over time

Number of Individual Cases by EEA countries

HNumber of Individual Cases By Reaction Groups

Choose 3 Reaction Group and then a Reported Suspected Reaction to see the number of individuzl cases identified in Eudravigilance for TOZINAMERAN (up to 12/05/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Eve disorders )=

Reported Suspected Reaction

Abnormal sensation in eye -
Accommodation disorder

Acute macular outer retinopathy
Age-related macular degeneration
Altered visual depth perception
Amaurosis

Amaurosis fugax

Amblyopia

Angle closure glaucoma
Anterior chamber cell
Asthenopia

Atopic keratoconjunctivitis
Autoimmune uveitis

Binocular eye movement disorder
Blepharitis

Blepharospasm

Blindness

Blindness cortical

Blindness transient

Blindness unilateral

Cataract

Cataract nuclear

Central vision loss

Chalazion

Charles Bonnet syndrome
Chloropsia

Chorioretinopathy

Choroidal necvascularisation
Choroiditis

Chromatopsia

Ciliary body disorder
Conjunctival discolouration
Conjunctival disorder
Conjunctival haemorrhage
Conjunctival hyperaemia
Conjunctival irritation
Conjunctival oedema
Conjunctivitis allergic

Corneal bleeding

Corneal disorder

Corneal erosion

Corneal infiltrates

Corneal opacity

Corneal thinning

Cyanopsia

Cystoid macular cedema -

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified
0-1 Month
2 Menths - 2 Years
3-11 Years
12-17 Years
18-54 Years
65-85 Years
More than B85 Years
o 1,000 2,000 3,000 4,000 5,000 6,000
Number of individual cases
W Female W Male

B Not Specified

Healthcare
Professional i

Non
Healthcare 3,773
Professional

Not
Specified a

0 500 1,000 1,500 2,000 2,500 3,000 3,500 4,000 4,500
Number of individual cases

Fatal
Mot Recovered/Not Resolved
Mot Specified
Recovered/Resolved 2,752
Recovered/Resolved With Sequelae
Recovering/Resolving
Unknown 1,574

[} 500 1,000 1,500 2,000 2,500 3,000

MNumber of individual cases

MNumber of Individual Cases for a selected Reaction Group



Reaction group 7:
Gastrointestinal disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 7/27

336
8265

24214
511
10678
6441

50109

e 8 dap.ema.europa.eu/analytics/saw.dll?PortalPages
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Number of Individual Cases MNumber of Individual Cases received over time Number of Individual Cases by EEA countries Mumber of Individual Cases By Reaction Groups Mumber of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Gastrointestinal disorders )~|

Reported Suspected Reaction

Abdominal adhesions -
Abdominal discomfort
Abdominal distension
Abdominal mass

Abdominal migraine
Abdominal pain

Abdominal pain lower
Abdominal pain upper
Abdominal rigidity
Abdominal symptom
Abdominal tenderness
Abdominal wall haematoma
Abdominal wall haemorrhage
Abdominal wall cedema
Abnormal faeces
Acetonaemic vomiting
Acquired macroglossia
Acute abdomen

Aerophagia

Allergic gastroenteritis
Anaesthesia oral

Anal fissure

Anal fistula

Anal haemorrhage

Anal hypoaesthesia

Anal incontinence

Anal inflammation

Anal pruritus

Anal rash

Anal sphincter atony

Anal sphincter hypertonia
Angina bullosa haemeorrhagica
Angular cheilitis

Anorectal discomfort
Angrectal swelling

Aphthous ulcer

Appendix disorder

Aptyalism

Ascites

Atrophic glossitis
Autoimmune pancreatitis
Barrett's oesophagus

Bowel movement irregularity
Breath sdour

Burning mouth syndrome
Cardiospasm -

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified

0-1 Month

2 Months - 2 Years
3-11 Years

12-17 Years

18-64 Years

65-85 Years

More than 85 Years

oK 5K 10K 15K 20K 25K 30K 35K 40K
Number of individual cases
B Mot Specified

W Female W Male

Healthcare

Professional f 4533

Non
Heaalthcare 23,553
Professional

Not
Specified

oK SK 10K 135K 20K 25K 30K
Number of individual cases

Fatal
Not Recovered/Not Resolved
Mot Specified
Recovered/Resolvad 24,214
Recovered/Resolved With Sequelae
Recovering/Resolving
Unknown 6,441

oK 5K 10K 15K 20K 25K 30K

Number of individual cases




< &

Number of Individual Cases
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Mumber of Individual Cases received over time Number of Individual Cases by EEA countries Mumber of Individual Cases By Reaction Groups Mumber of Individual Cases for a selected Reaction Group

Choose 3 Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 8:
General disorders and administration site conditions

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 8/27

2168
27403
0
77576
1085
34008
23798

163870

Reaction Groups & Reported Suspected Reaction

Reaction Groups
(General disorders and administration site conditions )=l

Reported Suspected Reaction

Abscess sterile -
Acute phase reaction

Adhesion

Administration site bruise
Administration site discolouration
Administration site dysaesthesia
Administration site erythema
Administration site haematoma
Administration site hypersensitivity
Administration site hypoaesthesia
Administration site induration
Administration site inflammation
Administration site irritation
Administration site joint erythema
Administration site joint movement impairment
Administration site joint pain
Administration site joint warmth
Administration site lymphadenopathy
Administration site movement impairment
Administration site nodule
Administration site cedema
Administration site pain
Administration site paraesthesia
Administration site plaque
Administration site pruritus
Administration site rash
Administration site reaction
Administration site swelling
Administration site warmth
Administration site wound

Adverse drug reaction

Adverse event

Adverse reaction

Alcohol interaction

Apparent death

Application site acne

Application site bruise

Application site coldness

Application site dermatitis
Application site discomfort
Application site erythema

Application site haematoma
Application site hasmorrhage
Application site hyperaesthesia
application site hypoaesthesia
Application site induration -

Mge Group & Sex

Reporter Graup

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Not Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years
More than 85 Years
oK 20K 40K G0K BOK 100K 120K
Number of individual cases
il Female W Male

B Not Specified

Healthcare
Professional 81,115

Non
Healthcare 66,133
Professional

Not
Specified 0

oK 15K 30K 45K 60K T5K 90K

Number of individual cases

Fatal
Mot Recovered/Not Resolved
Mot Specified
Recovered/Resolved 77,576
Recovered/Resolved With Sequelae
Recovering/Resclving
Unknown 23,798

0K 15K 30K 45K GO0K 75K SOK

Number of individual cases




Reaction group 9:
Hepatobiliary disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 9/27

29
97

64
13
104
118

396

< c

Mumber of Individual Cases Number of Individual Cases received over time

@ dap.ema.europa.eu/analytics/saw.dl?PortalPages

Number of Individual Cases by EEA countries

Number of Individual Cases By Reaction Groups

Number of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

E=patobiliary disorders )=

Reported Suspected Reaction

Acute hepatic failure -
Autoimmune hepatitis
Bile duct stone

Biliary colic

Biliary dilatation

Biliary tract disorder
Cholanagitis
| Cholangitis acute
| Cholangitis sclerosing
Cholecystitis
| Cholecystitis acute
Cholelithiasis
| Cholestasis

Cholestatic iver injury
| Congestive hepatopathy
| Deficiency of bile secretion
Drug-induced liver injury
Gallbladder disorder
Gallbladder enlargement
Gallbladder cedema
Gallbladder polyp

Hepatic artery embolism
Hepatic cirrhosis

Hepatic cyst

Hepatic cytolysis

Hepatic failure

Hepatic function abnormal
Hepatic haematoma
Hepatic haemorrhage
Hepatic infarction

Hepatic lesion

Hepatic mass

Hepatic necrosis

Hepatic pain

Hepatic steatosis

Hepatic vascular thrombosis
Hepatic vein thrombosis
Hepatitis

Hepatitis acute

Hepatitis cholestatic
Hepatocellular injury
Hepatomegaly
Hepatorenal syndrome
Hyperbilirubinaemia
Hypertransaminasaemia
Immune-mediated hepatic disorder -

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified

0-1 Menth

2 Months - 2 Years
3-11 Years

12-17 Years

1B-64 Years

65-85 Years

More than 85 Years

o 40 80 120 160 200 240
Number of individual cases
W Female W Male

B Mot Specified

Healthcare
Professional

Non
Healthcare
Professional

Mot
Specified

0 50 100 150 200 250 300 350
Number of individual cases

Fatal

Not Recoverad/Not Resolved

Mot Specified

Recovered/Resolved
Fecovered/Resolved With Sequelae
Recovering/Resolving

Unknown

o 20 40 50 80 100 120 140
Number of individual cases



Reaction group 10:
Immune system disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 10/27

31
491

2891

85
1128
1264

5859

&«

Mumber of Individual Cases

{ & & dap.ema.europa.eu/analytics/saw.dli?PortalPages

Number of Individual Cases received over time

Mumber of Individual Cases by EEA countries

Mumber of Individual Cases By Reaction Groups

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups
[mmune system disorders )~

Reported Suspected Reaction

Allergic oedema -
allergic reaction to excipient

Allergy to animal

Allergy to arthropod bite

Allergy to arthropod sting

Allergy to chemicals

Allergy to vaccine

Amyloidosis

Anamnestic reaction

Anaphylactic reaction

Anaphylactic shock

Anaphylactoid reaction

Anaphylactoid shock

Anti-neutrophil cytoplasmic antibody positive vasculitis
Atopy

Autoimmune disorder

Bacille Calmette-Guerin scar reactivation
Contrast media allergy

Contrast media reaction

Corneal graft rejection

Cytokine release syndrome

Cytokine storm

Decreased immune responsiveness

Drug hypersensitivity

Eosinophilic granulomatosis with polyangiitis
Food allergy

Graft versus host disease

Haemophagocytic lymphohistiocytosis
Hashitoxicosis

Hypersensitivity

Hypogammaglobulinaemia

Immune reconstitution inflammatory syndrome
Immune system disorder

Immune-mediated adverse reaction
Immunisation reaction

Immunodeficiency

Immunodeficiency common wvariable
Immunosuppression

Kidney transplant rejection

Lung transplant rejection

Multiple allergies

Multiple chemical sensitivity

Multisystem inflammatory syndrome in children
Mycotic allergy

Oral allergy syndrome

Reaction te colouring -

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years
Mare than 85 Years
o 1,000 2,000 3,000 4,000 5,000
Number of individual cases
I Female W Male

i Mot Specified

Healthcare
Professional Pe323

MNon
Healthcare 1,507
Professional

Not
Specified o

o 500 1,000 1,500 2,000 2,500 3,000 3,500 4,000 4,500 5,000
Number of individual cases

Fatal
Mot Recovered/Not Resolved
Mot Specified

Recovered/Resolved 2,891
Recovered/Resolved With Sequelae
Recovering/Resolving
Unknown 1,264
o 500 1,000 1,500 2,000 2,500 3,000 3,500

Number of individual cases

Mumber of Individual Cases for a selected Reaction Group



Reaction group 11:
Infections and infestations

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 11/27

737
3500

3638

194
3238
5524

16094

&«

Number of Individual Cases

C @ dap.ema.eurcpa.eu/analytics/saw.dll?PortalPages

Number of Individual Cases received over time

Number of Individual Cases by EEA countries

Number of Individual Cases By Reaction Groups

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12,-"06!2021}

Reaction Groups & Reported Suspected Reaction

Reaction Groups
[[ofections and infestations )=|

Reported Suspected Reaction

Abdominal abscess -
Abdominal infection
Abdominal sepsis
Abdominal wall abscess
Abertion infected

Abscess

Abscess jaw

Abscess limb

Abscess neck

Abscess of eyelid

Abscess of salivary gland
Abscess oral

Abscess rupture
Acarodermatitis

Acne pustular

Acute endocarditis

Acute haemorrhagic conjunctivitis
Acute sinusitis

Adenoiditis

Adenopathy syphilitic
Adenoviral conjunctivitis
Administration site abscess
Aerococcus urinae infection
African trypanosomiasis
Amniotic cavity infection
Anal abscess

Anal candidiasis

Anal infection

Appendicitis

Appendicitis perforated
Arthritis bacterial

Arthritis infective

Arthritis viral

Arthropod infestation
Asymptomatic COVID-19
Atypical pneumonia
Babesiosis

Bacteraemia

Bacterial diarrhoea
Bacterial infection

Bactenal pyelonephntis
Bactenal sepsis

Bacteral vaginosis
Bacteriuria

Beta haemolytic streptococcal infection
Biliary sepsis -

)

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years
More than 85 Years
0K 2K 3K 4K &K 8K K 10K
Number of individual cases
B Female W Male

@ Mot Specified

Healthcare
Professional P35

Non

Healthcare 7,825
Professional

Mot
Specified a

oK 2K 3K LS BK BK SK 10K

Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resohved
Recovered/Resolved With Sequelas
Recovering/Resolving

Unknown

[} 1,000 2,000 3,000 4,000 5,000 5,000
Number of individual cases

Mumber of Individual Cases for a selected Reaction Group



i c 8 dap.ema.europa.eu/analytics/saw.dli?PortalPages

Mumber of Individual Cases Number of Individual Cases received over time Number of Individual Cases by EEA countries MNumber of Individual Cases By Reaction Groups Number of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a3 Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 12:
Injury, poisoning and procedural complications

. ” Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Reaction Groups & Reported Suspected Reaction

Reaction Groups

=
Fatal: 100 njus oisoning and procedural complications - I‘iotu-slsl::::‘et:
Not recovered: 664 FEP‘;ﬂEd Suspected Reaction 3 R
e Accident -~
Not specified: 0 Accidental exposure to product 5 AL Y
Recovered: 1033 Accidental overdose = 12-17 Years
Adverse event following immunisation © 18-64 Years
Resolved with Sequelae: 49 Airway burns ; ] 55-85 Years
R Airway complication of anaesthesia =<
Recovering: 571 Alcohol poisoning Mare than 85 Years
Anaesthetic complication o 500 1,000 1,500 2,000 2,500 3,000 3,500 4,000
Unknown: 3664 Arivaad bite R
ikl FeaGhins Number of individual cases
Arteriovencus fistula thrombosis W Female W Male B Mot Specified
Injured total 5981 Arteriovenous graft thrombaosis

Arthropod bite
Arthropod sting
Atypical femur fracture
Autonomic dysreflexia
Back injury
Barotrauma

Bite

Bone contusion

Bone fragmentation
Booster dose missed
Brachial plexus injury
Brain contusion

Brain herniation

Burn oesophageal
Burn of internal organs
Burn oral cavity

Burns second degree 500 1,000 1,500 2,000 2,500 3,000 3,500
Burns third degree Mumber of individual cases

Cartilage injury

Central cord syndrome

Cervical vertebral fracture

Chest crushing

Chest injury

Chillblains

Circumstance or information capable of leading to medication error

Clavicle fracture Fatal
Cold burn

Compression fracture Not Recovered/Not Resolved

Healthcare
Professional 2,562

MNon
Healthcare 5,316
Professional

Reporter Group

Mot
Specified

Pfizer 12/27

Concussion = Mot Specified
Conjunctival laceration g

Contraindicated product administered = Recovered/Resolved
Contraindicated product prescribed a Recovered/Resolved With Sequelae
Contusion Xoe :
e Sheabion 1 Recovering/Resohing

Unknown

0 500 1,000 1,500 2,000 2,500 3,000 3,500 4,000
Number of individual cases
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Number of Individual Cases

@ dap.ema.europa.eu/analytics/saw.dl?PortalPages

MNumber of Individual Cases received over time Number of Individual Cases by EEA countries Number of Individual Cases By Reaction Groups Mumber of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 13:
Investigations

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 13/27

270
2170

4644

127
2234
3379

12554

Reaction Groups & Reported Suspected Reaction

Reaction Groups

[ovestigations )~

Reported Suspected Reaction

Activated partial thromboplastin time prolonged -
Activated partial thromboplastin time ratio increased
Activated partial thromboplastin time shortened
Alanine aminotransferase abnormal

Alanine aminotransferase decreased

Alanine aminotransferase increased

Albumin CSF increased

Albumin globulin ratio decreased

Alpha 1 globulin decreased

Alpha 2 globulin decreased

Alpha globulin increased

Alpha-1 anti-trypsin increased

Amineo acid level decreased

Ammonia abnormal

Ammonia increased

Amylase increased

Analgesic drug level

Analgesic drug level above therapeutic
Angictensin converting enzyme increased

Anion gap abnormal

Anion gap decreased

Anion gap increased

Anti Kell antibody test positive

Anti factor VIII antibody positive

Anti-cyclic citrullinated peptide antibody positive
Anti-myelin-associated glycoprotein antibodies positive
Anti-platelet antibody

Anti-thyroid antibody

Anti-thyroid antibody positive

Antibody test abnormal

Antibody test negative

Antibody test normal

Anticoagulation drug level below therapeutic
Anticeagulation drug level increased
Antineutrophil cytoplasmic antibody positive
Antinuclear antibody

Antinuclear antibody positive

Antiphospholipid antibodies

Antiphospholipid antibodies positive
Antipsychotic drug level below therapeutic
Antipsychotic drug level increased

Arteriogram abnormal

Arteriogram coronary normal

Aspartate aminctransferase abnormal

Aspartate aminctransferase decreased
Aspartate aminotransferase increased -

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified
0-1 Menth
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-B5 Years
More than 85 Years
0 1,500 3,000 4,500 6,000 7,500 9,000
Number of individual cases
B Female W Male

@ Mot Specified

Healthcare
Professional P05
Mon
Healthcare

6,197
Professional

Mot
Specified

] 1,000 2,000 3,000 4,000 5,000 6,000 7,000
Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Spedified

Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknowin

0 1,000 2,000 3,000 4,000 5,000
Number of individual cases
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Mumber of Individual Cases Number of Individual Cases received over time Mumber of Individual Cases by EEA countries Number of Individual Cases By Reaction Groups Number of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

" Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Reaction group 14: v Ag P P p

Metabolism and nutrition disorders

Reaction Groups & Reported Suspected Reaction

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 14/27

133
794

1252
45
724
1041

3856

Reaction Groups

Petabolism and nutrition disorders

)=l

Reported Suspected Reaction

Abnormal loss of weight
Abnormal weight gain
Acetonaemia

Acidosis

Adult failure to thrive
Alcohol intolerance
Alkalosis

Appetite disorder
Body fat disorder
Cachexia

Cell death

Dairy intolerance
Decreased appetite
Decreased insulin reguirement
Dehydration

Diabetes mellitus

Dnabetes mellitus inadequate contral
Diabetic complication

Diabetic ketoacidosis

Diabetic ketosis

Diabetic metabolic decompensation
Diet refusal
Dyslipidaemia

Eating disorder symptom
Electrolyte depletion
Electrolyte imbalance
Failure to thrive

Feeding disorder

Fluid imbalance

Fluid intaks reduced
Fluid overload

Fluid retention

Food aversion

Food crawving

Food intolerance

Food refusal

Glucose tolerance impaired
Gluten sensitivity
Glycopenia

Gout

Histamine intolerance
Hypercalcaemia
Hypercholesterolaesmia
Hypercreatininaemia
Hyperferritinaemia
Hyperglycaemia

Age Group & Sex

Reporter Group

Qutcome

Mot Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years
More than 85 Years
o 400 800 1,200 1,600 2,000 2,400 2,800
Number of individual cases
W Female W Male

B Mot Specified

Healthcare
Professional

Non
Healthcare
Professional

Not
Specified

0 400 300 1,200 1,600 2,000 2,400
Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

0 200 400 600 800 1,000 1,200 1,400
Number of individual cases
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Mumber of Tndividual Cases Mumber of Individual Cases received over time Number of Individual Cases by EEA countries Number of Individual Cases By Reaction Groups Number of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 15:
Musculoskelatal and connective tissue disorders

) A Mumber of individual cases by Age Group & Sex, Reporter Group and Outcome
Reaction Groups & Reported Suspected Reaction

Reaction Groups

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 15/27

85 PMusculoskeletal and connective tissue disorders > Mot Specified

15607

36660
608
16904
9285

79064

Reported Suspected Reaction

Amplified musculoskeletal pain syndrome

Amyotrophy

Ankylosing spondylitis
Arthralgia

Arthritis

Arthritis allergic

Arthritis enteropathic
Arthritis reactive
Arthropathy
Autoimmune arthritis
Axillary mass

Back disorder

Back pain

Bone disorder

Bone pain

Bone swelling

Bursa disorder

Bursal fluid accumulation
Bursal haematoma
Bursitis

CREST syndrome
Camptocormia

Cervical spinal stenosis
Chondritis
Chondrocalcanosis
Chondromalacia
Chondropathy
Coccydynia

Connective tissue disorder
Connective tissue inflammation
Costochondritis

Crystal arthropathy
Dactylitis

Decreased nasolabial fold
Degenerative bone disease
Dupuytren's contracture
Enthesopathy

Epiphyses premature fusion
Extremity contracture
Facet joint syndrome
Facial asymmetry
Fasciitis

Fibromyalgia

Finger deformity

Fistula

Flank pain

Age Group & Sex

Reporter Group

Outcome

0-1 Month

2 Months - 2 Years
3-11 Years

12-17 Years

18-64 Years

65-B5 Years

More than 85 Years

0K 10K 20K 30K 40K 50K 60K JOK
Number of individual cases
B Female W Male @ Mot Specified

Healthcare
Professional E7. 180

Non
Healthcare 38,105
Professional

Mot
Specified o

OK 3K 10K 15K 20K 25K 30K 35K 40K 45K

Number of individual cases

Fatal
Mot Recovered/Not Resolved
Mot Specified
Recovered/Resalved 36,660
Recovered/Resolved With Sequelae
Recovering/Resolving
Unknovin 0,285

oK 3K 10K 13K 20K 25K 30K 33K 40K

Number of individual cases
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Mumber of Individual Cases Number of Individual Cases received over time Number of Individual Cases by EEA countries Number of Individual Cases By Reaction Groups Mumber of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)
. A . Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Reaction group 16: Reaction Groups & Reported Suspected Reaction
Neoplasms benign, malignant and unspecified
Reaction Groups

Bieoplasms benign, malignant and unspecified {incl cysts and polyps)) | Not Specified -
Fatal: 22 3 0-1 Month
Reported Suspected Reaction w
Not recovered: 83 e N Y 2Months -2 Years
e Acoustic neuroma - il 3-11 Years
Not specified: 0 Acrochordon 3
Acute leukaemia i) 12-17 Years
Recovered: 22 Acute lymphocytic leukaemia i 18-64 Years
. . Acute monocytic leukaemia o
Resolved with Sequelae: 6 Rt el eoka s < m5:“:;‘ :Ears
ing: Adenocarcinoma pancreas ore than 2ars
Recovering: 27 Adenoma benian 0 20 40 60 80 100 120 140
Unknown: 150 B-cell lymphoma i
B-cell type acute leukaemia Number of individual cases
Basal cell carcinoma W Female W Male B Not Specified

Benign hydatidiform male
Benign lymph node neoplasm
Bile duct cancer

Bladder cancer

Bladder neoplasm

Blast cell crisis

Bone cancer metastatic

Bone neoplasm

Brain cancer metastatic

Injured total 288

i o Healthcare

Brain neoplasm 2 Professional 107

Breast cancer =

Breast cancer female o Non

Breast cancer metastatic 2 Pr‘;:';;g?‘r:‘ 201
Breast cancer recurrent S

Breast cancer stage I o Mot

Breast cancer stage III [=4 Specified 0

Cardiac neoplasm unspecified

Castleman's disease o 40 80 120 160 200 240
Chronic leukaemia Number of individual cases

Pfizer 16 27 Chronic lymphocytic leukaesmia
Chronic lymphocytic leukaemia recurrent
Chrenic myeleoid leukaemia recurrent
Colon cancer
Cranial nerve neoplasm benign
Cutaneous T-cell lymphoma
Diffuse large B-cell lymphoma
Endometrial cancer Fatal
Essential thrombocythaemia
Fallopian tube neoplasm Mot Recoverad/Mot Resolved

Follicular lymphoma u Not Spedfied
Gastric cancer £

Gastrointestinal carcinoma S Recovered/Resolved
Good syndrome a Recovered/Resolved With Sequelae
Haemangioma ; s
Haemangioma of skin - Recovering/Resolving

Unknown
o 30 B0 S0 120 150 180
Number of individual cases
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Number of Individual Cases

@ dap.ema.europa.eu/analytics/saw.dll?PortalPages

Number of Individual Cases received over time Number of Individual Cases by EEA countries Number of Individual Cases By Reaction Groups Mumber of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 17:
Nervous system disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 17/27

734
19198
0
46039
1242
20223
13764

100466

Reaction Groups & Reported Suspected Reaction

Reaction Groups

fiervous svstem disorders )=l

Reported Suspected Reaction

Acoustic neuritis -
Action tremor

Acute disseminated encephalomyelitis
Acute motor axonal neuropathy
Acute polyneuropathy
Adrenergic syndrome
Advanced sleep phase

Ageusia

Agnosia

Alcathisia

Akinesia

Alcoholic seizure

Alexia

Allodynia

Altered pitch perception
Altered state of consciousness
Amnesia

Amnestic disorder

Amputation stump pain
Amyotrophic lateral sclerosis
Anaesthesia

Anaesthesia dolorosa

Anosrmia

Anterograde amnesia
Anticholinergic syndrome
Apallic syndrome

Aphasia

Apraxia

Arachnoid cyst

Areflexia

Asterixis

Ataxia

Atonic seizures

Aura

Autoimmune demyelinating disease
Autoimmune neuropathy
Autonomic nervous system imbalance
Autonomic neuropathy

Axonal neuropathy

Balance disorder

Ballismus

Band sensation

Basal ganglia haematoma

Basal gangliz haemorrhage
Basal ganglia infarction

Age Group & Sex

Repaorter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified
0-1 Menth
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years
More than 85 Years
oK 10K 20K 30K 40K 50K 60K FOK BOK
Number of individual cases
B Female W Male

@ Mot Specified

Healthcare
Professional

Non
Healthcare
Professional

Mot
Specified

0K 10K 20K 30K 40K 50K BOK
Number of individual cases

Fatal

Not Recovered/Not Resolved
Mot Specified
Recovered/Resolved 46,039
Recovered/Resolved With Sequelae

Basal gangliz stroke = Recovering/Resolving
- ) ' Unknown 13,764
0K 10K 20K 30K 40K 50K

Number of individual cases



Reaction group 18:
Pregnacy, puerperium and perinatal conditions

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 18/27

11
43

89
28
66
123

349

6

Number of Individual Cases

ap.ema.europa.eu/ana HCS/5aw. 7PortalPages
C & dap pa.eu/analytics/saw.dlli?PortzlPag

Number of Individual Cases received over time

Mumber of Individual Cases by EEA countries

Mumber of Individual Cases By Reaction Groups

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021

Reaction Groups & Reported Suspected Reaction

Reaction Groups

regnancy, puerperium and perinatal conditions

Reported Suspected Reaction

Abartion

Abortion complete

Abortion early

Abortion missed

Abertion spentaneous

Abortion threatened

Anembryonic gestation

Arrested labour

Cervical incompetence

Cervix dystocia

Ectopic pregnancy

Foetal death

Foetal growth restriction

Foetal hypokinesia

Gestational diabetes

Haemorrhage in pregnancy

High risk pregnancy

Hydrops foetalis

Morning sickness

Oligohydramnios

Postpartum haemorrhage
Pre-eclampsia

Pregnancy

Pregnancy after post coital contraception
Pregnancy on contraceptive
Pregnancy on oral contraceptive
Pregnancy with contraceptive device
Pregnancy with implant contraceptive
Premature baby

Premature delivery

Premature labour

Premature rupture of membranes
Premature separation of placenta
Preterm premature rupture of membranes
Previous caesarean section
Retroplacental haematoma

Stillbirth

Twin pregnancy

Umpbilical cord abnormality

Uterine contractions abnormal
Uterine contractions during pregnancy

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified
0-1 Month ||

2 Months - 2 Years

3-11 Years

12-17 Years

18-64 Years

65-85 Years

More than 85 Years
o 50 100 is50 200 250 300 350

Number of individual cases

W Female W Male

@ Mot Specified

Healthcare
Professional 71

Non

Healthcare 183
Professional

Not
Specified | ¢

a 30 &0 El) 120 i50 180 210

Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

0 20 40 60 80 100 120 140
Number of individual cases

Mumber of Individual Cases for a selected Reaction Group
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Mumber of Individual Cases MNumber of Individual Cases received over time Number of Individual Cases by EEA countries Number of Individual Cases By Reaction Groups Number of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 19: Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Reaction Groups & Reported Suspected Reaction

Pruduct issues

Reaction Groups

Fatal: 0 Broduct issues )~ Mot Specified
. =
_ @ 0-1 Month
Not recovered: 11 Reported Suspected Reaction g 2 Months - 2 Years
YT Device breakage .
Not speCIfIEd' 0 Device delivery system issue S -+ Tous
Recovered: 12 Device infusion issue 2 12-17 Years
. Device malfunction « 18-64 Years
Resolved with Sequelae: 0 Device occlusion :’c(' 65-85 Years
. Device pacing issue
Recovering: 7 Electromagnetic interference More than 85 Years
Lead dislodgement o 10 20 30 40 50 50 70 80
Unknown: 72 i il
. Liquid product physical issue R
el e Number of individual cases
Oversensing Il Female W Male B Mot Specified
Injured total 102 Patient-device incompatibility
Product colour issue
Product complaint
Product formulation issue
Product leakage
Product quality issue
Product supply issue
Product taste abnormal
Product temperature excursion issue - Healthcare b
Sus_pech?d counterfeit product 2 Professional
Syringe issue (’3
Thrombosis in device = — Non -
z ealthcare
Undersensing g Professional
g Mot
o specified | 0
o 10 20 30 40 50 50 70 80
& Number of individual cases
Pfizer 19/27
Fatal | O
Not Recovered /Mot Resolved 11
g Mot Spedified | O
§ Recovered/Resalved 12
3 Recovered/Resolved With Sequelae | O
Recovering/Resolving i
Unknowvin 72
o 10 20 30 40 50 60 70 80

Number of individual cases
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Number of Individual Cases

@ dap.ema.europa.eu/analytics/saw.dli?PortalPages

Number of Individual Cases received over time Mumber of Individual Cases by EEA countries Mumber of Individual Cases By Reaction Groups Number of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 20: Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Reaction Groups & Reported Suspected Reaction

Psychiatric disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 20/27

103
1831

3733

106
1594
2397

9661

Reaction Groups

Esychiatric disorders

| |

Reported Suspected Reaction

Abnormal behaviour
Abnormal dreams

Abnormal sleep-related event
Abulia

Acute psychosis

Acute stress disorder
Adjustment disorder with depressed mood
Adjustment disorder with mixed anxiety and depressed mood
Affect lability

Affective disorder

Aggression

Agitated depression

Agitation

Alcoholic hangover
Alcoholism

Alexithymia

Anger

Anhedonia

Anorgasmia

Anxiety

Anxiety disorder

Anxiety disorder due to a general medical condition
Apathy

Attention deficit hyperactivity disorder
Autism spectrum disorder
Autoscopy

Aversion

Behaviour disorder
Belligerence

Binge eating

Bipolar I disorder

Bipolar disorder

Body dysmorphic disorder
Bradyphrenia

Bruxism

Bulimia nervosa

Burnout syndrome

Catatonia

Change in sustained attention
Clang associations
Claustrophobia

Clinomania

Communication disorder
Completed suicide
Compulsions

Confusional arcusal

Age Group & Sex

Reporter Group

Outcome

Mot Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-B5 Years
More than 85 Years
o 1,000 2,000 3,000 4,000 5,000 5,000 7,000
Number of individual cases
W Female W Male

B Mot Specified

Healthcare
Professional

Hon
Healthcare
Professional

Mot
Specified

o 1,000 2,000 3,000 4,000 5,000 6,000
Number of individual cases

Fatal

Not Recovered/Not Resolved

Mot Specified

Recovered/Resclved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

o 500 1,000 i,500 2,000 2,500 3,000 3,500 4,000
Number of individual cases



Reaction group 21:
Renal and urinary disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 21/27

110
349

a48

29
282
485

1593

&«

Number of Individual Cases

C @ dap.ema.europa.eu/analytics/saw.dll?PortalPages

Number of Individual Cases received over time

Number of T

ividual Cases by EEA countries

MNumber of Individual Cases By Reaction Groups

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for TOZINAMERAN (up to 12{65,’2021}

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Benal and unnary disorders )=l
Reporied Suspected Reaction
Acute kadney injury -

Albuminuria

Anti-glomerular basement membrane disease
Anurna

Azotaemia

Bilirubinuria

Bladder dilatation

Bladder discomfort

Bladder disorder

Bladder dysfunction

Bladder hypertrophy

Bladder irritation

Bladder pain

Bladder spasm

Bladder sphincter atony
Choluria

Chromaturia

Chronic kidney disease
Costovertebral angle tenderness
Cystitis haemorrhagic

Cystitis interstitial

Cystitis neninfective
Cystitis-like symptom

Dysuria

End stage renal disease
Genitourinary symptom
Glomerulonephritis
Glomerulonephritis acute
Glomerulonephritis minimal lesion
Glomerulonephritis rapidly progressive
Haematuria

Haemoglobinuria

Haemorrhage urinary tract
Hydronephrosis

Hypertonic bladder

Hypotonic urinary bladder

Iga nephropathy

Incontinence

Kidney small

Leukocyturia

Loss of bladder sensation

Lower urinary tract symptoms
Lupus nephritis

Micturition disorder

Micturition urgency

Mephritis -

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Mot Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years
More than 85 Years
[a} 150 300 450 500 750 S00
Number of individual cases
W Female W Male

[ Mot Specified

Healthcare
Professional

Mon
Healthcare
Professional

Mot
Specified

o 150 300 450 600 750 900 1,050
Number of individual cases

Fatal

Not Recovered/MNot Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Seguelae
Recovering/Resolving

Unknown

o 100 200 300 400 500 500
MNumber of individual cases

Number of Individual Cases for a selected Reaction Group
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Number of Individual Cases Number of Individual Cases received over time Number of Individual Cases by EEA countries Number of Individual Cases By Reaction Groups Number of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for TOZINAMERAN (up to 12,’06!2021)

A . Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Reaction group 22: Reaction Groups & Reported Suspected Reaction

Reproductive system and breast disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 22/27

902

661

31
399
637

2630

Reaction Groups

Beproductive system and breast disorders

Reported Suspected Reaction

Abnormal uterine bleeding
Adenomyosis

Adnexa uteri pain
Amenorrhoea
Anmisomastia

Aspermia

Benign prostatic hyperplasia
Breast cyst

Breast discharge

Breast discomfort

Breast disorder

Breast engorgement
Breast enlargement
Breast haematoma
Breast haemorrhage
Breast induration

Breast inflammation
Breast mass

Breast milk discolouration
Breast oedema

Breast pain

Breast swelling

Breast tenderness
Cervical dysplasia
Cervical polyp

Cervix disorder

Cervix erythema

Cervix oedema

Coital bleeding
Dysmenorrhoea
Dyspareunia

Ejaculation failure
Endometrial thickening
Endometriosis

Epididymal disorder
Erectile dysfunction
Erection increased
Female genital tract fistula
Female reproductive tract disorder
Galactorrhoea
Galactostasis

Genital blister

Genital burning sensation
Genital discomfort
Genital erythema

Genital haemaorrhage

Age Group & Sex

Reporter Group

Outcome

Mot Specified
0-1 Month

Z Months - 2 Years
3-11 Years

12-17 Years

18-64 Years

65-85 Years

More than 85 Years

] 400 300 1,200 1,600 2,000 2,400
Number of individual cases
W Female W Male i Mot Specified

Healthcare
Professional s

Non

Healthcare 1,597
Professional

Mot o
Specified

0 300 800 500 1,200 1,500 1,800
Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

o is50 300 450 800 750 500 1,050
Number of individual cases



&« Cc @ dap.ema.eurcpa.eu/analytics/saw.dll?PortalPages
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Cheoose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 23: Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Respiratory, thoracic and mediastinal disorders

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Fatal: 813 spiratory, thoracic and mediastinal disorders - Mot Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years

Not recovered: 4585 Reported Suspected Reaction

. Acute pulmonary oedema -
Not speci ied: 0 Acute respiratory distress syndrome
. Acute respiratory failure
Recovered: 8237 Adenoidal disorder 18-64 Years
Resolved with Sequelae: 344 Anonal Tespiratinn 65-85 Years
Allergic cough
Recovering: 4910 allergic pharyngitis More than 85 Years
Unk 4733 Miergic r_espiralory symptom oK 3K [ oK 12K 15K 18K
niknown: :;?Ergrli:izmusltws Mumber of individual cases

Aphonia B Female W Male [ Not Specified
Injured total 22809 Apnoea

Apnoeic attack
Asphyxia
Aspiration
Asthma
Asthma exercise induced
Asthma late onset
Asthmatic crisis
Atelectasis
Bradypnoea
Bronchial disorder
Bronchial hyperreactivity
Bronchial irmtation
Bronchial obstruction
Bronchial oedema
Bronchial secretion retention
Bronchial wall thickening
Bronchisctasis oK 2K 4K Bk BK 10K 12K 14K 18K
. Bronchitis chronic Number of individual cases
Pflzer 23/27 Bronchopneumopathy
Bronchospasm
Bronchostenosis
Catarrh
Cheyne-Stokes respiration
Choking
Choking sensation
Chronic abstructive pulmonary disease
Chranic respiratory failure
Cough Mot Recovered/Not Resolved
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Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 24: Number of individual cases by Age Group & Sex, Reporter Group and Outcome
R . ) Reaction Groups & Reported Suspected Reaction
Skin and subcutaneous tissue disorders

Reaction Groups

. kin and subcutaneous tissue disorders )~| Mot Specified
Fatal: 61
=
0-1 Month
Not recovered: 5410 Reported Suspected Reaction o o
" 4 2 Months - 2 Years
Not specified: 0 fone = o 3-11 Years
Acne cystic 3
Recovered: 10411 Acute febrile neutrophilic dermatosis 2 12-17 Years
. Acute generalised exanthematous pustulosis w 18-654 Years
Resolved with Sequelae: 231 Adiposis dolorosa = Bl
. Alopecia <
Recovering: 5476 Alopecia areata More than 85 Years
Alopecia totalis (11,4 3K BK 9K 12K 15K 18K 21K
Unknown: 4706 h :
Androgenetic alopecia g
Angivedermd Number of individual cases
. d | 26234 A:’)giolymphnid hyperplasia with eosinophilia W Female W Male [l Not Specified
njured tota Blister
j Blood biister

Brow ptosis

Bullous haemorrhagic dermatosis
Butterfly rash

Capillaritis

Chronic spontaneous urticaria
Circumoral cedema

Circumoral swelling

Cold sweat g g cathicare 15,446

Cold urticaria =

Cutaneous lupus erythematosus ‘3 Mon

Cutaneous sarcoidosis = P”?"“‘_“"’E‘

Cutaneous symptom = KRGS

Cutaneous vasculitis = Not
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Dermal cyst
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. Dermatitis acneiform Number of individual cases
Pflzer 24/27 Dermatitis allergic
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Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06!2021}

Reaction group 25:
Social circumstances

. . Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Reaction Groups & Reported Suspected Reaction

Reaction Groups

. Eccial circumstances )=! Not Specified
Fatal: 10 5 El—lpﬂnnth
Not recovered: 201 Rebpurl:d Suspected Reaction g el e et
op . Aborted pregnancy 7
Not specified: 0 e T a 3-11 Years
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Recovering: 73 Drug abuser More than 85 Years
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Immobilisation prolonged

Impaired driving ability

Impaired quality of life

Impaired work ability

Inability to afford medication

Job dissatisfaction

Joint prosthesis user

Loss of personal independence in daily activities

Healthcare .-
Menopause Professional
Non-tobacco user
Partner stress Hon
Patient uncooperative Healthcare 470
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Sick relative
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Pflzer 25/27 Walking aid user
Walking disability
Water pollution

Wheelchair user

Repaorter Group

Mot
Specified 0

Fatal

Mot Recovered/MNot Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelae

Outcome

Recovering/Resolving
Unknown

o 50 100 150 200 250 300 350
Number of individual cases



© &

Number of Individual Cases

# dap.ema.europa.eu/analytics/saw.dll? PortalPages

Number of Individual Cases received over time Number of Individual Cases by EEA countries Mumber of Individual Cases By Reaction Groups MNumber of Individual Cases for a selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 26:
Surgical and medical procedures

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Pfizer 26/27

17
54

81
11
51
39

236

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Burqgical and medical procedures )~|

Reported Suspected Reaction

Abortion induced -
Abortion induced complete
Abscess drainage

Airway secretion clearance therapy
Analgesic therapy

Anaphylaxis prophylaxis
Antiallergic therapy
Appendicectomy

Arterial angioplasty

Asthma prophylaxis

Axillary lymphadenectomy

Bed rest

COVID-19 immunisation
Caesarean section

Cancer surgery

Cardiac operation

Cardiac pacemaker insertion
Cardiac resynchronisation therapy
Cardioversion

Carotid artery stent insertion
Central nervous system stimulation
Cholecystectomy

Coronary arterial stent insertion
Cranial nerve decompression
Decompressive craniectomy
Dental local anaesthesia

Diabetic diet

Drainage

Empyema drainage

Endotracheal intubation
Gastrointestinal surgery
Haematoma evacuation

Hermia repair

Hip arthroplasty

Hormene replacement therapy
Hospitalisation

Hysterectomy

Ileectomy

Immunisation

Injection

Intensive care

Interchange of vaccine products
Intra-cerebral aneurysm operation
Joint stabilisation

Knee arthroplasty

Knee operation -
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Number of individual cases by Age Group & Sex, Reporter Group and Outcome
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Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for TOZINAMERAN (up to 12/06/2021)

Reaction group 27:
Vascular disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:
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Injured total

Pfizer 27/27

272
2606
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199
2868
2726

13722

Reaction Groups & Reported Suspected Reaction

Reaction Groups

f[izscular disorders )=l

Reported Suspected Reaction

Accelerated hypertension +
Achenbach syndrome

Acute aortic syndrome
Aneurysm

Aneurysm ruptured
Angiopathy

Acrtic aneurysm

Agrtic aneurysm rupture
Aortic arteriosclerosis

Aortic disorder

Aortic dissection

Aortic embolus

Aortic rupture

Aortic stenosis

Aortic thrombosis

Aortitis

Arterial disorder

Arterial occlusive disease
Arterial rupture

Arterial stenosis

Arterial thrombosis
Arteriosclerosis

Arteritis

Artery dissection

Axillary vein thrombosis
Behcet's syndrome

Bleeding varicose vein

Blood pressure fluctuation
Blood pressure inadeguately controlled
Bloody discharge

Blue toe syndrome
Brachiocephalic artery stenosis
Brachiocephalic vein occlusion
Brachiocephalic vein thrombosis
CT hypotension complex
Capillary diserder

Capillary fragility

Capillary leak syndrome
Circulatory collapse
Claudication of jaw muscles
Cyanosis

Deep vein thrombosis
Dependent rubor

Cnastolic hypertension
Diastolic hypotension

Diffuse vasculitis -

Age Group & Sex

Reporter Group

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Qutcome
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