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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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction group 1:
Blood and lymphatic system disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 1/27

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Blood and lymphatic system disorders

Reported Suspected Reaction

Abdominal lymphadenopathy
Abnormal clotting factor

Acquired haemophilia
Agranulocytosis

Anaemia

Anaemia vitamin B12 deficiency
Anisocytosis

Antiphospholipid syndrome

Aplasia pure red cell

Aplastic anaemia

Atypical haemolytic uraemic syndrome
Autoimmune haemolytic anaemia
Autoimmune heparin-induced thrombocytopenia
Autoimmune neutropenia

Blood disorder

Blood loss anaemia

Bone marrow disorder

Bone marrow failure

Bone marrow cedema

Coagulopathy

Cold type haemaolytic anaemia
Coombs negative haemeclytic anaemia
Coombs positive haemolytic anaemia
Cytopenia

Disseminated intravascular coagulation
Eosinophilia

Eosinophilia myalgia syndrome
Evans syndrome

Febrile bone marrow aplasia

Febrile neutropenia

Haemolysis

Haemolytic anaemia

Haemolytic uraemic syndrome
Haemorrhagic diathesis
Heparin-induced thrombocytopenia
Hypercoagulation

Hypereosinophilic syndrome
Hyperfibrinolysis

Hyperleukocytosis

Hypocoagulable state
Hypofibrinogenaemia

Immune thrombocytopenia
Increased tendency to bruise

Iron deficiency anaemia
Leukocytosis

Leukopenia

Age Group & Sex

Repaorter 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 1,000 2,000 3,000 4,000 5,000 6,000 7,000 8,000
Number of individual cases
W Male

W Female B Not Specified

Healthcare
Professional E-024

Non
Healthcare

5,792
Professional

Mot
Specified o

0 1,000 2,000 3,000 4,000 5,000 6,000 7,000
Number of individual cases

Fatal

Mot Recovered/Mot Resolved
Mot Specified
Recovered/Resolved

3,470

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 2:
Cardiac disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 2/27

383
2356

4808

304
2555
1679

11702
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Number 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

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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

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

Eardizc disorders )=

Reported Suspected Reaction

Acute cardiac event
Acute coronary syndrome
Acute left ventricular failure
Acute myocardial infarction
Angina pectoris
Angina unstable
Agrtic valve incompetence
Aortic valve stenosis
Arrhythmia
Arrhythmia neonatal
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
Bradyarrhythmia
Bradycardia
Brugada syndrome
Bundle branch block
Bundie branch block left
Bundle branch block right
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 tamponade
Cardiac ventricular thrombosis
Cardio-respiratory armest
Cardiogenic shock
Cardiomegaly
| Cardiomyopathy
Cardiopulmonary failure

Not Specified
o 0-1 Month
2 Months -2 ¥
= & 2 Menths ears
o 3-11 Years
=]
e 12-17 Years
= 18-64 Years
= 65-85 Years
More than 85 Years
oK 2K 3K 4K BK BK SK 10K
Number of individual cases
B Female W Male i Mot Specified
o Healthcare
= Professional Br536
=
E Non
o Healthcare 8,189
g Professional
g Mot | o
o Specified
] 1,500 3,000 4,500 65,000 7,500 g.000
Mumber of individual cases
Fatal
Not Recovered/MNot Resolved
g Mot Specified
§ Recovered/Resolved 4,808
8 Recovered/Resolved With Seguelas
s Recovering/Resolving 2,555
Unknown 1,679
0 1,000 2,000 3,000 4,000 5,000 6,000

Number of individual cases
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MNumber 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 2 selected Reaction Group

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction group 3:
Congenital, familial and genetic disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 3/27

28

14

19
26

88

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Eongenital, familial and genetic disorders )~

Reported Suspected Reaction

1p36 deletion syndrome -
Alagille syndrome

Ankyloglossia congenital

Arnold-Chiari malformation
Arteriovenous malformation

Benign familial pemphigus

Cerebral palsy

Choanal atresia

Coarctation of the aorta

Colour blindness

Combined immunodeficiency
Congenital hydrocephalus

Congenital multiplex arthrogryposis
Cystic fibrosis

Cystic lymphangioma

Deficiency of the interleukin-36 receptor antagonist
Dysmorphism

Ehlers-Danlos syndrome

Encephalocele

Epilepsy with myoclonic-atonic seizures
Factor V Leiden mutation

Factor X111 deficiency

Familial hemiplegic migraine

Foetal malformation

Haemophilia

Haemorrhagic arteriovenous malformation
Heart disease congenital

Hereditary angicedema

Hereditary disorder

Hereditary pancreatitis

Hydrocele

Hyperglycinaemia

Hypertrophic cardiomyopathy
Klinefelter's syndrome

Limb reduction defect

Macroglossia

Micropenis

Muscular dystrophy

Myoclonic dystonia

MNaevus flammeus

Meonatal alloimmune thrombocytopenia
Meural tube defect

Paroxysmal extreme pain disorder
Penoscrotal fusion

Porphyria acute

Protein C deficiency -

Age Group & Sex

Reparter 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 10 20 30 40 50 &0 70 80
Number of individual cases
W Female W Male

i Mot Specified

Healthcare
Professional

Non
Healthcare

69
Professional

Not
Specified 0

0 10 20 30 40 50 60 70 80
Number of individual cases

Fatal 2
Mot Recovered/Not Resalved 28
Not Specified

=)

Recovered/Resolved 14
Recovered/Resolved With Sequelae [l 1
Recovering/Resolving 13
Unknown 26
0 5 10 15 20 25 30
Number of individual cases



< C & dap.ema.europa.eufanalytics/saw.dl?PortalPages

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 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

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

Reaction Groups & Reported Suspected Reaction

Ear and labyrinth disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 4/27

3449

2207

166
1761
1200

8783

Reaction Groups

Ear and labyrinth disorders

)~

Reported Suspected Reaction

Acute vestibular syndrome
Auditory disorder

Auricular swelling
Autcimmune inner ear disease
Deafness

Deafness bilateral
Deafness neurcsensory
Deafness transitory
Deafness unilateral
Dysacusis

Ear congestion

Ear discomfort

Ear disorder

Ear haemorrhage

Ear pain

Ear pruntus

Ear swelling

Endolymphatic hydrops
Eustachian tube disorder
Eustachian tube dysfunction
Eustachian tube cbstruction
Excessive cerumen production
External ear inflammation
External ear pain
Hyperacusis

Hypoacusis

Inner ear disorder

Inner ear infarction

Inner ear inflammation
Meniere’s disease

Middle ear disorder

Middle ear effusion

Mixed deafness

Motion sickness
Meurosensory hypoacusis
Otorrhoea

Paraesthesia ear

Phobic pestural vertige

Red ear syndrome

Sudden hearing loss
Tinnitus

Tympanic membrane perferation
Vertigo

Vertigo labyrinthine

Vertigo positienal
Vestibular disorder

Age Group & Sex

Reporter Group

Outcome

Mot Specified

0-1 Month

2 Months - 2 Years
3-11 Years

12-17 Years

18-54 Years

65-85 Years

More than 85 Years

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

B Female W Male i Mot Specified

Healthcare
Professional 614

Non

Healthcare 6,834
Professional

Mot
Specified 0

o 1,000 2,000 3,000 4,000 5,000 6,000 7,000 8,000
Number of individual cases

Fatal

Not Recovered/Not Resolved
Mot Specified
Recovered/Resohved

3,449

Recovered/Resolved With Sequelae

Recovering/Resolving 1,761

Unknown 1,200
0 soo 1,000 1,500 2,000 2,500 3,000 3,500 4,000

Number of individual cases




Reaction group 5:
Endocrine disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 5/27

104

55

71
68

303
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Number of Individual Cases

Number of Individual Cases received over time
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MNumber 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 COVID-19 VACCINE ASTRAZENECA

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Endocrine disorders

Reported Suspected Reaction

Addison’s disease

Adrenal disorder

Adrenal haematoma

Adrenal haemorrhage

Adrenal insufficiency

Adrenal mass

Adrenal thrombesis
Adrenocortical insufficiency acute
Adrenomegaly

Anovulatory cycle

Autoimmune thyroiditis
Basedow's disease

Carcinoid syndrome

Cushing's syndrome
Cushingoid

Diabetes insipidus
Glucocorticoid deficiency

Goitre

Haemorrhagic adrenal infarction
Hyperadrenocorticism
Hyperparathyroidism
Hyperthyroidism
Hypoparathyroidism
Hypopituitarism
Hypothalameo-pituitary disorder
Hypothyroidism

Inappropriate antidiuretic hormone secretion

Ovulation delayed

Pituitary apoplexy
Premature menarche
Primary adrenal insufficiency
Secondary adrenacortical insufficiency
Thyroid cyst

Thyroid disorder

Thyroid mass

Thyroid pain

Thyroiditis

Thyroiditis acute

Thyroiditis chronic
Thyroiditis subacute
Thyrotoxic crisis

(CHADOX1 NCOV-19) (up to 12/06/2021)

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

) 3 Mot Specified
5 0-1 Month
g 2 Months - 2 Years
o 3-11 Years
=3
= 12-17 Years
Qo - =
o 18-64 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 105
3 Non
- Healthcare 191
g = Professional
=]
g Mot |
o Specified
a 40 80 120 160 200 240
Number of individual cases
Fatal 2
Not Recovered/Not Resolved 104
g Mot Specified | 0
§ Recovered/Resolved 55
8 Recovered/Resolved With Sequelae 5
Recovering/Resolving 71
Unknown 68
a 20 40 60 80 100 120

Number of individual cases



Reaction group 6:
Eye disorders

Fatal: 11
Not recovered: 4436
Not specified: 0
Recovered: 4223
Resolved with Sequelae: 233
Recovering: 2826
Unknown: 1948

Injured total 13666

AstraZeneca 6/27

6

Number of Individual Cases
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Number of Individual Cases received over time

HNumber 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Eye disorders

Reported Suspected Reaction

Abnormal sensation in eye
Accommodation disorder
Acute macular outer retinopathy
| Acute zonal occult outer retinopathy
Altered visual depth perception
Amaurosis

Amaurosis fugax
Amblyopia

Angle closure glaucoma
Anterior capsule contraction
Asthenopia

| Astigmatism

Autoimmune uveitis
Blepharitis

Blepharospasm

Blindness

| Blindness day

Blindness transient
Blindness unilateral
Cataract

Cataract cortical

Cataract subcapsular
Central vision loss
Chalazion

Chloropsia
Chorioretinopathy

Choroidal effusion
Choroidal neovascularisation
Chromatopsia

Conjunctival haemorrhage
Conjunctival hyperaemia
Conjunctival irritation
Conjunctival cedema
Conjunctival pallor
Conjunctival suffusion
Conjunctivitis allergic
Corneal bleeding

Corneal lesion

Corneal cedema

Corneal opacity

Corneal perforation
Cyanopsia

Cystoid macular cedema
Dark circles under eyes
Deposit eye

Diplopia

Age Group & Sex

Reparter 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
18-64 Years
65-85 Years
More than 85 Years
oK 2K ELs BK 8K 10K 12K
Number of individual cases
W Female W Male B Mot Specified
erotostona 2,821
MNon
Healthcare 10,172
Professional
Mot
Specified o
0K 7K aK B 8K 10K 12K
Number of individual cases
Fatal
Mot Recovered/Not Resolved
Mot Specified
Recovered/Resohved
Recovered/Resolved With Sequelae
Recovering/Resolving
Unknown
1] 1,000 2,000 3,000 4,000 5,000

Number of individual cases
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Number of Individual Cases
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Mumber 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 a Reported Suspected Reaction to see the number of individual cases identified in EudraVvigilance for COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction group 7:
Gastrointestinal disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 7/27

150
17122

38293

1071
19380
10597

86463

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Gastrointestinal disorders )~

Reported Suspected Reaction

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 oedema
Abnormal faeces
Acetonaemic vomiting
Acute abdomen

Aerophagia

Allergic stomatitis
Anaesthesia oral

Anal blister

Anal erythema

Anal fissure

Anal fissure haemorrhage
Anal haemorrhage

Anal hypoaesthesia

Anal incontinence

Anal pruritus

Anal spasm

Anal sphincter atony
Angina bullosa haemorrhagica
Angular cheilitis

Ancrectal discomfort
Ancrectal disorder
Anorectal swelling
Aphthous ulcer

Apical granuloma
Appendicitis noninfective
Appendix disorder
Aptyalism

Ascites

Autoimmune colitis

Bile acid malabsorption
Bowel movement irregularity
Breath odour

Burning mouth syndrome
Cardiospasm

Change of bowel habit -

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 10K 20K 30K 40K 20K B0K FOK
Number of individual cases
W Female W Male

B Not Specified

Healthcare
Professional o, 00
Hon
Healthcare 63,857
Professional

Mot
Specified o

oK 10K 20K 30K 40K 50K BOK FOK

Number of individual cases

Fatal
Mot Recovered /Mot Resolved
Mot Specified

Recovered/Resolved 38,293

Recovered/Resolved With Szquelae

Recovering/Resolving 19,380

Unknown 10,597
oK SK 10K 15K 20K 25K 30K 35K 0K 45K

Number of individual cases
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Mumber of Individual Cases
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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 a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) {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

AstraZeneca 8/27

846
53881
0
110508
2773
64027
34412

265601

Reaction Groups & Reported Suspected Reaction

Reaction Groups
[Eeneral disorders and administration site conditions )~|

Reported Suspected Reaction

Administration site anaesthesia -
Administration site bruise
Administration site coldness
Administration site erythema
Administration site extravasation
Administration site haematema
Administration site haemorrhage
Administration site hypersensitivity
Administration site indentation
Administration site induration
Administration site inflammation
Administration site injury
Administration site joint inflammation
Administration site joint movement impairment
Administration site joint pain
Administration site macule
Administration site mass
Administration site movement impairment
Administration site nedule
Administraticn site cedema
Administration site pain
Administration site pallor
Administration site papule
Administration site paraesthesia
Administration site pruritus
Administration site rash
Administration site reaction
Administration site swelling
Administration site urticaria
Administration site warmth

Adverse drug reaction

Adverse event

Adverse food reaction

Adverse reaction

Agonal death struggle

Alcohol interaction

Apparent death

Application site bruise

Application site burn

Application site coldness

Application site dermatitis
Application site discharge

Application site discolouration
Application site discomfort
Application site eczema

Application site erythema -

Age Group & Sex

Reparter 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 30K 60K S0K 120K 150K 180K
Number of individual cases
W Female W Male

B Mot Specified

Healthcare
Professional 15,852
Neon
Healthcare 160,913
Professional

Mot
Specified | O

oK 30K BOK 0K 120K 150K 160K
MNumber of individual cases

Fatal
Mot Recovered/Not Resolved
Not Specified
Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving
Unknowin 34,412

oK 20K 40K G0K 80K 100K 120K

Number of individual cases

110,508




&« ] B dap.ema.europa.eu/analytics/saw.dl|?PortalPages

Mumber 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 COVID-19 VACCINE ASTRAZENECA

Reaction group 9:
Hepatobiliary disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 9/27

26
139

83

138
130

498

Reaction Groups & Reported Suspected Reaction

Reaction Groups

(CHADOX1 NCOV-19) {up to 12/06/2021)

Hepatobiliary disorders

Reported Suspected Reaction

Acute hepatic failure
Autoimmune hepatitis
Biliary colic

Budd-Chiari syndrome
Cholangitis

Cholangitis sclerosing
Cholecystitis

Cholecystitis acute
Cholelithiasis

Cholestasis

Congestive hepatopathy
Drug-induced liver injury
Gallbladder disorder
Gallbladder mass
Gallbladder necrosis
Gallbladder oedema
Hepatic artery thrombosis
Hepatic cirrhosis

Hepatic cyst

Hepatic cytolysis

Hepatic failure

Hepatic function abnormal
Hepatic haematoma
Hepatic haemorrhage
Hepatic infarction

Hepatic ischasmia

Hepatic necrosis

Hepatic pain

Hepatic perfusion disorder
Hepatic steatosis

Hepatic vascular thrombosis
Hepatic vein thrombosis
Hepatitis

Hepatitis acute
Hepatocellular injury
Hepatomegaly
Hyperbilirubinaemia
Hypertransaminasaemia
Immune-mediated hepatitis
Ischaemic hepatitis
Jaundice

Jaundice cholestatic

Liver disorder

Liver injury

Liver tenderness

Nonalcoholic fatty liver disease

Age Group & Sex

Reparter 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-B5 Years
More than 85 Years
o} 50 100 150 200 250 300 350 400
Number of individual cases
Il Female W Male

B Not Specified

Healthcare
Professional g8t

Non

Healthcare 218
Professional

Mot
Specified Q

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

Fatal

Not Recovered/MNot Resolved

Mot Specified

Recovered/Resolvad
Recovered/Resolved With Sequelae
Recovering/Resalving

Unknown

o 20 40 60 80 100 120 140 160
Number of individual cases
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Number of Individual Cases
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Mumber 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction group 10:
Immune system disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca

10/27

11
519

946

58
783
710

3016

Reaction Groups & Reported Suspected Reaction

Reaction Groups
[mmune system disorders )=l

Reported Suspected Reaction

Allergic oedema a
Allergic reaction to excipient

Allergy to animal

Allergy to arthropod sting

Allergy to chemicals

Allergy to vaccine

Allergy to venom

Anaphylactic reaction

Anaphylactic shock

Anaphylactoid reaction

Anaphylactoid shock

Anti-neutrophil cytoplasmic antibody positive vasculitis
Atopy

Autoimmune disorder

Autoinflammatory disease

Bacille Calmette-Guerin scar reactivation
Contrast media allergy

Contrast media reaction

Corneal graft rejection

Cytokine release syndrome

Cytokine storm

Decreased immune responsiveness

Drug hypersensitivity

Dust allergy

Eosinophilic granulomatosis with polyangitis
Food allergy

Haemophagocytic lymphohistiocytosis
Hashitoxicosis

Hypersensitivity

Hypocomplementaemia

Immune system disorder
Immune-mediated adverse reaction
Immunisation reaction
Immunodeficiency

Immunosuppression

Infusion related hypersensitivity reaction
Kidney transplant rejection

Multiple allergies

Oral allergy syndrome

Pre-engraftment immune reaction
Reaction to colouring

Reaction to excipient

Reaction to preservatives

Rubber sensitivity

Sarcoidosis

Seasonal allergy -

Age Group & Sex

Reparter 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 400 800 1,200 1,600 2,000 z,400 2,800
Number of individual cases
W Male

W Female B Mot Specified

Healthcare
Professional ji. 351

Non
Healthcare 1,627
Professional

Mot
Specified o

0 300 600 S00 1,200 1,500 1,800
Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resclved With Sequelae
Recovering/Resolving

Unknown

0 150 300 450 500 750 500 1,050
Mumber of individual cases
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MNumber 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 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction group 11:

Infections and infestations

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca

11/27

210
4421

5346

382
4866
2306

17321

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Enfections and infestations )~|

Reported Suspected Reaction

AIDS related complex -
Abdominal sepsis
Abdominal wall infection
Abscess

Abscess jaw

Abscess limb

Abscess neck

Abscess oral

Abscess soft tissue
Acarodermatitis
Acinetobacter infection
Acquired immuneodeficiency syndrome
Acute haemorrhagic conjunctivitis
Acute sinusitis
Adenopathy syphilitic
African trypanosomiasis
Anal abscess

Anal candidiasis
Appendicitis

Appendicitis perforated
Application site abscess
Arteriosclerstic gangrene
Arthritis bacterial
Arthritis infective
Arthritis viral
Asymptomatic COVID-19
Atypical pneumonia
Bacteraemia

Bacterial diarrhoea
Bacterial infection
Bacterial parotitis
Bacterial sepsis

Bacterial vaginosis
Balanitis candida

Biliary sepsis

Body tinea

Brain abscess

Brain empyema

Breast abscess
Bronchiolitis

Bronchitis

Bronchitis viral
Brucellosis

COVID-19

COVID-19 pneumonia
Campylobacter colitis -

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 2K 4K 6K 8K 10K 12K 14K
Number of individual cases
W Male i Mot Specified

W Female

Healthcare
Professional P

Non

Hezlthcare 13,524
Professional

Mot
Specified o

0K 2K 4K BK BHK 10K 12K 14K 18K
Number of individual cases

Fatal

Not Recovered/Not Resolved
Mot Specified
Recovered/Resolved 5,346
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown 2,306
a 1,000 2,000 3,000 4,000 5,000 6,000
Number of individual cases




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

Mumber of Individual Cases Mumber of Individuzl Cases received over tima Number of Individuzal 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 EudraVvigilance for COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)
Reaction group 12:

. ) . S Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Injury, poisoning and procedural complications Reaction Groups & Reported Suspected Reaction
Fatal: 68 Reaction .Gro_u ps _
Not recovered 1655 njus oisoning and procedural complications = s Not Specified
of : 5 0-1 Month
Reported Suspected Reaction w
Not specified: 0 B p. = 2 Months - 2 Years
Abdomen crushing - i 2°91 Years
Recovered: 1726 Accident at work =
N Accidental exposure to product = 12-17 Years
Resolved with Sequelae: 87 Accidental overdose g 18-64 Years
. Accidental underdose
Recovering: 1299 Adrenal gland injury 3 s H"EE'?;‘ :ears
. Adverse event following immunisation ore than BS Years
Unknown: 2760 *‘«:rwsvlhur_“s s 0 1,000 2,000 3,000 4,000 5,000 6,000
Alcehol poisoning S
Anaesthetic complication MNumber of individual cases
Injured total 7527 Anaesthetic complication neurclogical W Female W Male i Mot Specified
Anal injury
Animal bite
Ankle fracture
Aortic injury
Arterial injury
Arthropod bite
Arthropod sting
| Atypical femur fracture
Auricular haematoma - Healthcare
Autonomic dysreflexia 2 Professional
Axillary web syndrome s
Back injury ‘f Non
Barotrauma @ Healthcare 5,918
| Bite g‘ Professional
Bladder injury o Not
Bone contusion & Specified

Booster dose missed

Brachial plexus injury 0 1,000 2,000 3,000 4,000 5,000 6,000 7,000
AStrazeneca 12/27 Brain contusion Number of individual cases

Brain herniation
Breast injury
Burn oesophageal
Burn of internal organs
Burn oral cavity
Burns second degree
Bursa injury
Cartilage injury
Cataract traumatic e
Central nervous system injury Not Recovered/Not Resolved
Chemical burn

: g Mot Specified
Chemical burn of oral cavity S B
Chemical burn of skin e Recovered/Resolved
Chemical phlebitis a Recovered/Resolved With Sequelae
Chemical poisoning L
Chest crushing = Recovering/Resalving

Unknown

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



Reaction group 13:
Investigations

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 13/27

71
3216

7435

175
3381
2204

16411

Number of Individual Cases

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

Number of Individual Cases received over time

MNumber 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) {up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

[[nvestigations )~
Reported Suspected Reaction
| Abdominal bruit -

Acoustic stimulation tests

Activated partial thromboplastin time prolonged
Alanine aminotransferase increased
Allergy alert test

Amylase

Amylase increased

Analgesic drug level

Analgesic drug level increased

Analgesic drug level therapeutic
Angiocardiogram

Anion gap abnormal

Anti-Muellerian hormone level decreased
Anti-ganglioside antibody negative
Anti-platelet antibody

| Anti-platelet antibody positive
Anti-thyroid antibody

Anti-thyroid antibody positive

Antibody test

Antibody test abnormal

Antibody test negative

Antibody test positive

Anticoagulation drug level above therapeutic
Anticoagulation drug level below therapeutic
Anticoagulation drug level increased
Antidepressant drug level decreased
Antinuclear antibody increased
Antinuclear antibody positive
Antiphospholipid antibodies
Antiphospholipid antibodies positive
Antithrombin 11T abnormal

Antithrombin IIT increased
Apolipoprotein

Arteriogram carotid

Arteriogram coronary abnormal
Aspartate aminotransferase increased
Audiogram

Babinski reflex test

Bacterial test

Base excess

Basophil count increased

Beta 2 microglobulin increased

Bile output

Bilirubin conjugated increased

Biopsy brain

Biopsy breast -

Age Group & Sex

Reporter Grotp

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 2K 4K SK 8K 10K 12K 14K
Number of individual cases
W Male

B Female @ Mot Specified

Healthcare
Professional 150

Mon
Healthcare

12,924
Professional

Mot
Specified o

oK 2K 4K &K 8K 10K 12K 14K

Number of individual cases

Fatal
Not Recovered/Not Resolved
Mot Specified

Recovered/Resolved 7,435
Recovered/Resolved With Sequelas
Recovering/Resolving 3,381
Unknown 2,204
] 1,000 2,000 3,000 4,000 5,000 6,000 7,000 8,000

Mumber of individual cases
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Number of Individual Cases

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

MNumber of Individual Cases received over time Mumber 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) {up to 12/05/2021)

Reaction group 14:

Metabolism and nutrition disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca

14/27

46
2692

3423
121
2430
933

9599

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Retabolism and nutrition disorders )=l

Reported Suspected Reaction

Abnormal loss of weight -
Abnormal weight gain
Acetonaemia

Acidosis

Alcohol intolerance

Alkalosis

Appetite disorder

Cachexia

Dairy intolerance

Decreased appetite

Dehydration

Diabetes mellitus

Diabetes mellitus inadequate contral
Diabetic complication

Diabetic ketoacidosis

Diabetic ketosis

Diabetic metabolic decompensation
Diet refusal

Eating disorder symptom
Electrolyte imbalance

Euglycaemic diabetic ketoacidosis
Feeding disorder

Fluid imbalance

Fluid intake reduced

Fluid overload

Fluid retention

Folate deficiency

Food aversion

Food craving

Food intolerance

Food refusal

Glucose tolerance impaired

Gluten sensitivity

Gout

Histamine intolerance
Hypercalcaemia
Hypercholesterolaemia
Hypercreatininaemia
Hyperferritinaemia

Hyperglycaemia

Hyperglycaemic hyperosmolar nonketotic syndrome
Hyperinsulinaemic hypoglycaemia
Hyperkalaemia

Hyperlactacidaemia
Hyperlipidaemia

Hypermetabolism -

Age Group & Sex

Reporter Group

Qutcome

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
65-83 Years
More than 85 Years
o 1,000 2,000 3,000 4,000 5,000 5,000 7,000 g,000
Number of individual cases
B Female H Male

i Mot Specified

Healthcare
Professional g0

MNon
Healthcare ¥, 517
Professional

Mot
Specified a

0 1,000 2,000 3,000 4,000 5,000 &,000 7,000 8,000
Number of individual cases

Fatal
Not Recovered/Not Resolved
Mot Specified
Recovered/Resalved 3,423
Recovered/Resclved With Sequelae
Recovering/Resolving
Unknown 933

[x] 500 i,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 Number of Individual Cases received over time MNumber of Individual Cases by EEA countries 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction group 15:

Musculoskelatal and connective tissue disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 15/27

42
35230
0
50412
1497
31444
12031

130614

Reaction Groups & Reported Suspected Reaction

Reaction Groups

[Musculoskeletal and connective tissue disorders >

Reported Suspected Reaction

Amplified musculoskeletal pain syndrome 7
Ankle impingement

Ankylosing spondylitis
Arthralgia

Arthritis

Arthritis enteropathic

Arthritis reactive

Arthropathy

Autoimmune arthritis

Axial spondyloarthritis

Axillary mass

Back disorder

Back pain

Bone disorder

Bone erosion

Bone loss

Bone pain

Bone swelling

Bursa disorder

Bursal fluid accumulation
Bursitis

Cartilage atrophy

Chest wall haematoma
Chondritis

Chondrocalcinosis pyrophosphate
Chondropathy

Coccydynia

Compartment syndrome
Connective tissue disorder
Connective tissue inflammation
Costochondritis

Dactylitis

Dwarfism

Enthesopathy

Epiphyses premature fusion
Extremity contracture

Facial asymmetry

Fasciitis

Femoroacetabular impingement
Fibromyalgia

Finger deformity

Fistula

Flank pain

Foot deformity

Gouty arthritis

Gouty tophus -

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 20K 40K S0K BOK 100K 120K
Number of individual cases
W Female W Male i Mot Specified

Healthcare
Professional

Non
Healthcare

96,921
Professional

Mot
Specified

oK 20K 40K &OK BOK 100K 120K
Number of individual cases

Fatal

Mot Recovered/Mot Resolved

Mot Specified

Recovered/Resalved
Recovered/Resolved With Sequelae

50,412

Recovering/Resolving
Unknown 12,031
oK 10K 20K 30K 40K 50K 60K
Mumber of individual cases




L 3 E B dap.ema.europa.eu/analytics/saw.dll?PortalPages

Number of Individual Cases Number of Individual Cases received over time Mumber 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 Repeorted Suspected Reaction to see the number of individual cases identified in EudraVigilance for COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) [up to 12/06/2021)

Reaction group 16:

Neoplasms benign, malignant and unspecified

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 16/27

81

43

78
111

315

Reaction Groups & Reported Suspected Reaction

Reaction Groups
leoplasms benign, malignant and unspecified {incl cysts and polypsl) |

Reported Suspected Reaction

Acoustic neuroma -
Acute leukaemia

Acute myeloid leukaemia
Adenocarcinoma
Adenoma benign

Anal cancer

Anogenital warts

B-cell lymphoma

Basal cell carcinoma
Benign breast neoplasm
Benign hydatidiform mole
Bladder cancer

Beone cancer

Bone neoplasm

Bowen's disease

Brain cancer metastatic
Brain neoplasm

Brain neoplasm malignant

| Breast cancer

Breast cancer male
Breast cancer metastatic
Breast cancer stage I
Breast cancer stage 111
Bronchial carcinoma

| Cancer fatigue

Cancer pain

| Cervix carcinoma
| Chronic lymphaocytic leukaemia

Chrenic myeleid leukaemia
Clear cell renal cell carcinoma
Colon cancer

Colorectal cancer
Endometrial cancer

Essential thrombocythaemia

| Eye nasvus
| Fibroma

Follicular lymphoma

Gastrointestinal carcinoma

Gastrointestinal tract adenoma

Glioblastoma

Glioblastoma multiforme

Good syndrome

Haemangioma

Haemangioma of skin

Haemangioma rupture

Hepatic cancer -

Age Group & Sex

Reporter Group

Outcome

MNumber of individual cases by Age Group & Sex, Reporter Group and OQutcome

Mot Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years

18-64 Years o
65-85 Years
More than B5 Years

[} 40 80 izo 160 200 240
Number of individual cases
B Female B Male i Not Specified

Healthcare
Professional

Non
Healthcare 242
Professional

Not
Specified | ©

o 50 100 150 200 250 300
Number of individual cases

Fatal 8
Mot Recovered/Not Resolved 81
Not Specified | O
Recovered/Resolved 43
Recovered/Resolved With Sequelae 2
Recovering/Resolving 78
Unknowin 111
a0 20 40 60 80 oo 120
Number of individual cases



&~ (& 8 dap.ema.europa.eu/analytics/saw.dll?PortalPages

Mumber of Individual Cases Mumber of Individual Cases received over time MNumber 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)
Reaction group 17:

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

Nervous system disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 17/27

496
43661
0
72610
2914
41048
24874

185107

Reaction Groups

Blervous svstem disorders

Reported Suspected Reaction

Acoustic neuritis

Action tremor

Acute disseminated encephalomyelitis
Acute motor axonal neuropathy
Acute motor-sensory axonal neuropathy
Acute polyneuropathy

Advanced sleep phase

Ageusia

Agitation neonatal

Agraphia

Akathisia

| Akinesia

Alcoholic seizure

Alexia

Allodynia

Altered state of consciousness
Amnesia

Amnestic disorder

Amputation stump pain

Amyloid related imaging abnormalities
Anaesthesia

Angsmia

Ancsognosia

Anterograde amnesia

Aphasia

Apraxia

Arachnoiditis

Areflexia

Asterixis

Ataxia

Atonic seizures

Auditory nerve disorder

Aura

Autoimmune encephalopathy
Autoimmune neuropathy

Autonomic nervous system imbalance
Autonomic neuropathy

Autonomic seizure

Axonal and demyelinating polyneuropathy
Axonal neurcpathy

Balance disorder

Ballismus

Band sensation

Basal ganglia haemorrhage

Basal ganglia infarction

Basal ganglia stroke

Age Group & Sex

Reporter Group

Outcome

Mot Spedified
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 60K BOK 100K 120K 140K 150K
Number of individual cases
W Female W Male

B Not Specified

Healthcare
Professional EE

Non
Healthcare 130,753
Professional

Mot
Specified o

[ 20K 40K G0K 80K 100K 120K 140K

Number of individual cases

Fatal
Mot Recovered/Not Resolved
Mot Specified

Recovered/Resolved 72,610

Recovered/Resolved With Seguelae

Recovering/Resclving 41,048

Unknown 24,874
oK 10K 20K 30K 40K S0K S0K TOK 80K

Mumber of individual cases
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Number of Individual Cases 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)
Reaction group 18:

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

Pregnacy, puerperium and perinatal conditions Reaction Groups & Reported Suspected Reaction
Reaction Groups

regnanc uerperium and perinatal conditions - Not Specified

0-1 Menth

2 Months - 2 Years

3-11 Years

12-17 Years

Fatal: 4

Not recovered: 39 _
e Reported Suspected Reaction
Not specified: 0 TS

Recovered: 62 Abortion missed
' Abortion spentanecus
Resolved with Sequelae: 9 Abortion threatened e
Arrested labour AT Vi
Recovering: 38 Ectopic pregnancy
Ectopic pregnancy with contraceptive device More than 85 Years

Unknown: 73 Face presentation 0 30 50 ER 120 150 180 210
Foetal death

Eoctal disorder Number of individual cases
: Foetal hypokinesia W Female W Male i Mot Specified
Injured total 221 Gestational diabetes
Hyperemesis gravidarum
Labour complication
Morning sickness
Pelvic girdle pain
Pre-eclampsia
Precipitate labour
Pregnancy
Pregnancy after post coital contraception
Pregnancy on contraceptive
Pregnancy on oral contraceptive
Pregnancy with contraceptive device
Pregnancy with implant contraceptive
Pregnancy with young maternal age
Premature delivery
Premature labour
Premature rupture of membranes
Preterm premature rupture of membranes ] 30 60 g0 1z0 150 180
AstraZeneca 18/27 Prolonged labour Number of individual cases
stillbirth
Umbilical cord abnormality
Unintended pregnancy
Unwanted pregnancy
Uterine contractions abnormal
Uterine contractions during pregnancy
Uterine hypertonus

Age Group & Sex

Healthcare
Professional

MNen
Healthcare

155
Professional

Reparter Group

Not
Specified

Fatal 4
Mot Recovered/Not Resolved 39
Mot Specified
Recovered/Resolved 62

o

Outcame

Recovered/Resolved With Seguelae =)
Recovering/Resolving 38
Unknown 73
o 10 20 30 40 50 60 70 80
Number of individual cases
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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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) {up to 12/06/2021)

Reaction group 19: . . Number of individual cases by Age Group & Sex, Reporter Group and Outcome
R Reaction Groups & Reported Suspected Reaction
Pruduct issues

Reaction Groups

Fatal: 0 Broduct issues )=! Mot Specified
=
Not recovered: 39 Reported Suspected Reaction o gL Manth
= 2 Months - 2 Years
Not specified: 0 Device breakags = 3-11 Years
Device connection issue =
Recovered: 21 Device electrical impedance issue £ 12-17 Years
. Device leakage w 18-64 Years
Resolved with Sequelae: 3 Device octlusion S 6585 ¥
PR Electromagnetic interference = oars
Recovering: 13 Ligiiid produdt.physical issue More than 85 Years
Unknown: 19 :andulfat_:turing equipment issue o 10 20 30 40 50 &0 70
zedle issue it
Oversinsing Number of individual cases
Product barcode issue W Female W Male B Mot Specified
Injured total 95 Product complaint

Product contamination

Product contamination physical
Product formulation issue
Product impurity

Product odour abnormal
Product physical issue

Product quality issue

Product taste abnormal

. = Healthcare

Product temperature excursion issue = Professional g1
Stent malfunction =
Suspected product quality issue = Non
Thrombosis in device 2 PI’_";:L‘;;?":I 74
Undersensing =

o

a Mot

o Specified | ©

o 10 20 30 40 50 60 70 80

AstraZeneca 19/27 Number of individual cases

Fatal | O
Not Recovered/Not Resolved 39
Mot Specified | O
Recovered/Resohved 21

Outcome

Recovered/Resolved With Sequelae 3
Recovering/Resolving 13
Unknown 19
a 5 i0 i5 20 25 30 35 40 45
Number of individual cases




Reaction group 20:
Psychiatric disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 20/27

26
3724

5416

214
3187
2878

15419

6

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

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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Esychiatric disorders )=l
Reporied Suspected Reaction
Abnormal behavicur -

Abnormal dreams
Abnormal sleep-related event
Acrophobia

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

Agoraphobia

Alcohol abuse

Alcohol use disorder

Alcoholic hangover

Alcoholism

Alice in wonderland syndrome

Anger

Anhedonia

Anorgasmia

Anxiety

Anxiety disorder

Anxiety disorder due to a general medical condition
Apathy

Asocial behaviour

Attention defict hyperactivity disorder

Autism spectrum disorder

Autoscopy

Aversion

Behaviour disorder

Binge drinking

Bipolar I disorder

Bipolar disorder

Body dysmorphic disorder

Borderline personality disorder

Bradyphrenia

Breath holding

Bruxism

Burnout syndrome

Catatonia

Change in sustained attention

Clinomania

Communication disorder

Completed suicide -

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
1B-64 Years
65-85 Years
More than 85 Years
oK 2K 4K SK BK 10K 12K
Number of individual cases
W Male

B Female i Mot Specified

Healthcare

Professional ks

Mon
Healthcare

11,698
Professional

Mot
Specified o

0K 2K 4K 6K BK 10K 12K 14K
Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelae

5,416

Recovering/Resolving 3,187

Unknown

] 1,000

2,000
Number of individual cases

3,000 4,000 5,000 6,000

MNumber of Individual Cases for a selected Reaction Group
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Number of Indvidual Cases

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

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 EudraVvigilance for COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction group 21:
Renal and urinary disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 21/27

25
727

974

a7
566
440

2754

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Benal and unnary disorders )~

Reported Suspected Reaction

Acute kidney injury -
Anti-glomerular basement membrane disease
Anuria

Atonic urinary bladder

Automatic bladder

Bladder dilatation

Bladder discomfort

Bladder disorder

Bladder dysfunction

Bladder irritation

Bladder pain

Bladder spasm

Caleulus bladder

Calculus urinary

Choluria

Chromaturia

Chronic kidney disease
Costovertebral angle tenderness
Cystitis haemorrhagic

Cystitis interstitial

Cystitis noninfective

Cystitis-like symptom

Dysuna

Focal segmental glomerulosclerosis
Glomerulonephritis membranoproliferative
Glemerulonephritis membranous
Glomerulonephritis minimal lesion
Glomerulonephropathy

Slycosuria

Goodpasture’s syndrome
Haematuria

Haemoglobinuria

Haemorrhage urinary tract
Henoch-Schonlein purpura nephntis
Hydronephrosis

Hypertensive nephropathy
Hypertonic bladder

Ig4 nephropathy

Incontinence

Kidney enlargement

Leukocyturia

Loss of bladder sensation

Lupus nephritis

Microalbuminuria

Micturition disorder

Micturition frequency decreased -

Age Group & Sex

Reparter Group

Qutcome

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
o 400 |00 1,200 1,600 2,000 2,400
Number of individual cases
B Female W Male

8 Mot Specified

Healthcare
Professional i

Non

Healthcare 1,999
Professional

Mot
Specified 0

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

Fatal

Mot Recovered/Not Resolved

Not Specified

Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

0 200 400 500 800 1,000 1,200
Number of individual cases
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Number of Individual Cases

@ dap.ema.europa.eufanalytics/saw.dl?PortalPages

Mumber 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (up to 12/06/2021)

Reaction group 22:
Reproductive system and breast disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 22/27

2399

1534
86
1047
905

5971

Reaction Groups & Reported Suspected Reaction

Reaction Groups
E=productive system and breast disorders )~

Reported Suspected Reaction

Abnormal utenne bleeding -
Abnormal withdrawal bleeding
Adenomyosis

Adnexa uten pain
Amenorrhoea

Artficial menopause
Aspermia

Balanoposthitis

Bartholin's cyst

Benign prostatic hyperplasia
Breast cyst

Breast discharge

Breast discolouration

Breast discomfort

Breast disorder

Breast disorder female
Breast engorgement

Breast enlargement

Breast haematoma

Breast haemorrhage

Breast induration

Breast inflammation

Breast mass

Breast oedema

Breast pain

Breast swelling

Breast tenderness

Cervix haemorrhage uterine
Cervix inflammation

Cervix oedema

Clitoral engorgement

Coital bleeding
Dysmenorrhoea
Dyspareunia

Ectropion of cervix
Ejaculation delayed
Ejaculation disorder
Ejaculation failure
Endometriosis

Enlarged clitoris

Erectile dysfunction

Erection increased

Fallopian tube spasm
Female genital tract fistula
Female sexual arousal disorder
Female sexual dysfunction -

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

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

W Female W Male i Mot Specified

Healthcare
Professional

Non

Healthcare 4,784
Professional

Mot
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5,000

0 1,000 2,000 3,000 4,000 5,000
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Fatal

Mot Recovered/Not Resolved
Not Specified
Recovered/Resalved

2,390

Recovered/Resolved With Sequelas
Recovering{Resolving
Unknown

&,000
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< (4] @ dap.ema.europa.eu/analytics/saw.dll?PortalPages

Number of Individual Cases MNumber of Individual Cases received over time Mumber 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (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

spiratory, thoracic and mediastinal disorders = Mot Specified

0-1 Month

2 Months - 2 Years

3-11 Years

12-17 Years

Fatal: 367
Not recovered: 7704 Reported Suspected Reaction
Not specified: 0 Acute lung injury

Recovered: 7587 Acute pulmonary cedema

Acute respiratory distress syndrome

Resolved with Sequelae: 481 At yesiprdary Salurd 18-64 Years
Adductor vocal cord weakness R

Recovering: 6502 Allergic cough
Allergic respiratory symptom More than 85 Years

Unknown: 4973 Alvedlitis oK 4K 8K 12K 16K 20K 24K
Al

Age Group & Sex

Aphoria Mumber of individual cases
Injured total 27247 ﬁg:g:iac —— B Female W Male @ Not Specified
Apparent life threatening event
Asphyxia
Aspiration
Asthma
Asthma exercise induced
Asthma late onset
Asthma-chronic obstructive pulmonary disease overlap syndrome
Asthmatic crisis
Atelectasis
Bronchial disorder
Bronchial hyperreactivity
Bronchial irritation
Bronchial obstruction
Bronchial cedema
Bronchial wall thickening
Bronchiectasis
Bronchitis chronic 0K 3K 6K K 12K 15K 18K 21K
AstraZeneca 23/27 Eronchospasm Mumber of individual cases
Bronchostenosis
Catarrh
Choking
Choking sensation
Chronic obstructive pulmenary disease
Chrenic respiratory disease
Cough
Cough variant asthma
Cyanosis central

Healthcare
Professional g1y

Non
Healthcare 18,269
Professional

Reporter Group

Not 0
Specified

Fatal

Cyanosis neonatal Mot Recovered/Mot Resolved 7,704
Dgpendence on respirator g ot Specified

Diaphragmalgia 5

Diaphragmatic spasm b Recovered/Resolved 7,587
Dry threat el Recovered/Resolved With Sequelae

Dysphonia i Ivi

Dyspnoea = Recovering/Resolving

Unknown

0 1,000 2,000 3,000 4,000 5,000 6,000 7,000 8,000 5,000
Number of individual cases



< c

Number of Individual Cases

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

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 a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) [up to 12/06/2021)

Reaction group 24:
Skin and subcutaneous tissue disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 24/27

20
10258

11958
406
8613
7071

38306

Reaction Groups & Reported Suspected Reaction

Reaction Groups
E(in and subcutaneous tissue disorders )=

Reported Suspected Reaction

Acne -
Acne cystic

Actinic keratosis

Acute fFebrile neutrophilic dermatosis
Acute generalised exanthematous pustulosis
Adiposis dolorosa

Alopecia

Alopecia areata

Alopecia totalis

Androgenetic alopecia
Angiodermatitis

Angioedema

Anhidrosis

Autoimmune blistering disease
Autoimmune dermatitis

Blister

Blister rupture

Blood blister

Bromhidrosis

Bullous haemorrhagic dermatosis
Butterfly rash

Cafe au lait spots

Capillantis

Chronic cutaneous lupus erythematosus
Chronic spontaneous urticaria
Circumoral cedema

Circumoral swelling

Cold sweat

Cold urticaria

Cutaneous lupus erythematosus
Cutaneous symptom

Cutaneous vasculitis

Decubitus ulcer

Dermal absorption impaired

Dermal cyst

Dermatitis

Dermatitis acneiform

Dermatitis allergic

Dermatitis atopic

Dermatitis bullous

Dermatitis contact

Dermatitis diaper

Dermatitis exfoliative

Dermatitis exfoliative generalised
Dermatitis herpetiformis

Dermatitis papillans capillitn -

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
Number of individual cases
W Female W Male B Not Specified

Healthcare
Professional 8,520

MNon
Healthcare 26,310
Professional

Not
Spedfied o

oK 5K 10K 15K 20K 25K 30K
Number of individual cases

Fatal

Mot Recovered/Not Resolved
Mot Specified
Recovered/Resolved 11,958
RecoveredfResolved With Sequelae

RecoveringfResolving
Unknown

3,613

7,071
0K 2K 4K 6K BK 10K 12K 14K
Number of individual cases




Reaction group 25:
Social circumstances

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 25/27

183

301
14
82

156

736

e

Number of Individual Cases

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

MNumber of Individual Cases received over time

MNumber 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 COVID-19 VACCINE ASTRAZEMECA

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Bocial circumstances )=l

Reported Suspected Reaction

Abstains from alcohol -
Alcoholic

Anal sex

Bedridden

Bereavement

Blood denor

Breast feeding

Breast prosthesis user
Childhood

Contraindication to vaccination
Convalescent

Death of relative

Dependence on cxygen therapy
Dusability

Disease risk factor

Hearing aid user

Hearnng disability

Homosexual parent
Homosexuality

Housebound

Illiteracy

Immobile

Immobilisation prelonged
Impaired dnving ability
Impaired quality of life
Impaired work ability
Inadeguate diet

Infant

Job dissatisfaction

Kosher diet

Loss of personal independence in daily activities
Menarche

Menopause

Mental disability

Mon-tobacco user

Orthosis user

Patient dissatisfaction with treatment
Patient uncooperative

Physical disability

Planning to become pregnant
Postmenopause

Refusal of vaccination
Retirement

Sick relative

Sight disability

Sitting disability -

(CHADOX1 NCOV-19) (up to 12/06/2021)

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

Mot Specified

Mumber of Individual Cases for a selected Reaction Group

5 0-1 Month
g 2 Months - 2 Years
= 3-11 Years
. 12-17 Years
B 18-64 Years
= 65-85 Years

More than 85 Years

o 100 200 300 400 500
Number of individual cases
B Female W Male B Not Specified
By g
‘E MNon
@ Healthcare
g Professional
g ot
=3 specified | ©
o 100 200 300 400
Number of individual cases
Fatal § 4
Mot Recovered/Not Resolved 183
g Mot Specified | O
§ Recovered/Resolved
8 Recovered/Resolved With Segquelae 14
Recovering/Fesolving 82
Unknown 156
0 50 100 150 200 250

Number of individual cases
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Number of Individual Cases

B 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 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 COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19) (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

AstraZeneca 26/27

16
183

159

18
164
101

625

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Burgical and medical procedures )~

Reported Suspected Reaction

Abortion induced -
Abscess drainage

Airway secretion clearance therapy
Amputation

Analgesic therapy

Anaphylaxis prophylaxis
Anaphylaxis treatment
Angioplasty

Antacid therapy

Antiallergic therapy
Anticoagulant therapy
Antitussive therapy
Appendicectomy

Arm amputation

Astringent therapy

Axillary lymphadenectomy

Bed rest

Breast conserving surgery
COVID-19 immunisation
COVID-19 prophylaxis
COVID-19 treatment

Cardiac ablation

Cardioversion

Catheter management

Catheter placement

Central nervous system stimulation
Cerebral revascularisation
Cerumen removal
Chemotherapy

Colon operation

Contraception

Contraceptive diaphragm
Cooling therapy

Corneal transplant

Coronary arterial stent insertion
Coronary artery bypass
Craniotomy

Decompressive craniectomy
Dental care

Dental local anaesthesia
Diabetes mellitus management
Dnalysis

Distraction ostecgenesis
Emergency care

Endometrial ablation
Endotracheal intubation -

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
65-85 Years
More than 85 Years
[} 50 io00 150 200 250 300 350 400 450
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] 100 200 300 400 500
Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Seguelae
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Unknowin
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Reaction group 27:
Vascular disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

AstraZeneca 27/27

223
4352

4778

269
4060
3132

16591

s c

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

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 COVID-19 VACCINE ASTRAZENECA

Reaction Groups & Reported Suspected Reaction

Reaction Groups

(CHADOX1 NCOV-19) (up to 12/06/2021)

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

[fzsculer disorders )=l

Reported Suspected Reaction

Accelerated hypertension
Achenbach syndrome
Acute acrtic syndrome
Air embolism

Aneurysm

Aneurysm ruptured
Angiodysplasia
Angiopathy

Aortic aneurysm

Aoprtic aneurysm rupture
Aortic arteriosclerosis
Aortic dissection

Aortic embolus

Aortic intramural haematoma
Aortic occlusion

Aortic stenosis

Aortic thrombosis

Aortitis

Arterial disorder

Arterial occlusive disease
Arterial rupture

Arterial spasm

Arterial stenosis

Arterial thrombosis
Arteriosclerosis
Arteriovenous fistula
Arteritis

Artery dissection
Atheroembolism

Axillary vein thrombosis
Behcet's syndrome
Bleeding varicose vein
Blood pressure fluctuation
Blood pressure inadequately controlled
Bloody discharge

Blue toe syndrome
Brachiocephalic vein thrombosis
Capillary disorder
Capillary fragility
Capillary leak syndrome
Circulatory collapse
Collateral circulation
Cryoglobulinaemia
Cyanosis

Deep vein thrombosis
Diabetic vascular disorder

Mot Specified
5 0-1 Month
= g 2 Months - 2 Years
a 3-11 Years
=
2 12-17 Years
= 18-64 Years
=3 65-85 Years
More than 85 Years
0K 2K ELs 6K BK 10K 12K 14K
Number of individual cases
B Female H Male @ Mot Specified
=% Healthcare
= Professional 5,202
o Non
- Healthcare 10,049
= Professional
=]
g Iiot
o Specified o
0K 2K 4K BK BK 10K 12K
Number of individual cases
Fatal
Not Recoverad/Not Resolved 4,352
g Mot Spedified
E Recovered/Resolved 4,778
8 Recovered/Resolved With Seguelas
- Recovering/Resolving
Unknown
0 1,000 2,000 3,000 4,000 5,000 6,000
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AstraZeneca Total

Total Fatal: 3182

Total injured: 873856



