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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 JANSSEN
(AD26.COV2.S) (up to 12/06/2021)
Reaction group 1:

. . Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Blood and lymphatic system disorders

Reaction Groups & Reported Suspected Reaction

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 1/27

14
107

47

41
72

267

Reaction Groups
Blood and lymphatic system disorders

Reported Suspected Reaction

Acquired dysfibrinogenaemia
Anaemia

Anaemia macrocytic
Antiphospholipid syndrome
Aplastic anaemia

Blood disorder
Coagulopathy

Disseminated intravascular coagulation
Eosinophilia

Heparin-induced thrombocytepenia
Hypercoagulation
Hypochromasia
Hypofibrinogenaemia
Immune thrombocytopenia
Increased tendency to bruise
Iron deficiency anaemia
Leukocytosis

Leukopenia

Lymph node pain
Lymphadenitis
Lymphadenopathy
Lymphopema

Meutropsnia

Meutrophilia

Nucleated red cells
Pancytopenia

Platelet disorder
Polycythaemia

Schistocytosis

Spleen disorder

Splenic artery thrombosis
Splenic haemorrhage

Splenic infarction

Splenic thrombosis

Splenic vein thrombosis
Splenomegaly

Spontaneous haematoma
Thrombocytopenia
Thrombocytopenic purpura
Thrombaocytosis

Thrombotic micreangiopathy
Thrombotic thrombocytopenic purpura
White blood cell disorder

Age Group & Sex

Reporter Group

Qutcome

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
o 40 80 120 180 200 240
Number of individual cases
W Female W Male

B Mot Specified

Healthcare
Professianal g3

MNon

Healthcare 105
Professianal

Not 0
Specified

o 30 &80 S0 120 150 180 210
Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Spedified

Recovered/Resolved
Recovered/Resclved With Seguelae
Recovering/Rasolving

Unknown

0 20 40 60 80 100 120
Number of individual cases



Reaction group 2:
Cardiac disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 2/27

52
122

116

a8
114

401

&«

Number of Individual Cases

c 8 dap.ema.europa.eu/analytics/saw.dll?PortalPages
P: P g

Number of Individual Cases received over time Number of Individual Cases by EEA countries

HNumber 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 JANSSEN
(AD26.COV2.S) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Eardize disorders )=l

Reported Suspected Reaction

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

Aortic valve incompetence
Arrhythmia

Arteriospasm coronary

Atnal enlargement

Atrial fibrillation

Atrial flutter

Atnal thrombosis
Atrioventricular block
Atrisventricular block first degree
Bradycardia

Bundle branch block nght
Cardiac arrest

Cardiac discomfort

Cardiac disorder

Cardiac failure

Cardiac failure acute

Cardiac failure congestive
Cardiac flutter

Cardiac hypertrophy

Cardiac perfusion defect
Cardiac ventricular thrombosis
Cardio-respiratory arrest
Cardiogenic shock
Cardiomegaly

Age Group & Sex

Healthcare
Professional

Non
Healthcare
Professional

Reparter Group

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 50 100 150

Mot
Specified o

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

200 250 300 350

Number of individual cases

B Female W Male

B Mot Specified

242

Cardiovascular disorder a
Congestive cardiomyopathy

Cor pulmonale

Cor pulmonale acute

Coronary artery disease

Coronary artery dissection

Coronary artery embolism

Coronary artery occlusion

Coronary artery stenosis

Coronary artery thrombosis

Dilatation ventricular

Extrasystoles

Intracardiac thrombus

Left ventricular dysfunction

Left ventricular failure

Left ventricular hypertrophy

Microvascular coronary artery disease

Mitral valve incompetence -

Outcome

Mot Recovered/Not Resolved

Recovered/Resolved
Recovered/Resolved With Sequelae

Recovering/Resolving

50 100 150

200 250 300

Number of individual cases

Fatal

Mot Specified

Unknown
o 20 40

80 pials) 1zo 140

Number of individual cases



Reaction group 3:
Congenital, familial and genetic disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 3/27

U OO r ONO

13

e

Number of Individual Cases

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

Number of Individual Cases received over time

Mumber 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 JANSSEN

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Congenital, familial and genetic disorders )=

Reported Suspected Reaction

Argininosuccinate lyase deficiency
Atrial septal defect

Colour blindness

Dermoid cyst

Ehlers-Danlos syndrome
Factor ¥ Leiden mutation
Myocardial bridging

Platelet storage pool deficiency
Retinitis pigmentosa
Wentricular septal defect
Vertebral artery hypoplasia

Age Group & Sex

Reporter Group

Outcome

(AD26.COV2.S) (up to 12/06/2021)

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

1] 2 4 3 8 10 12
Number of individual cases
W Female W Male

[ Mot Specified

Healthcare

Professional L1

MNaon
Healthcare
Professional

Not
Spedified o
a 3 4 [3 3 10 iz
Number of individual cases

Fatal |0
Mot Recoverad /Mot Resolved 7
Mot Specified
Recovered/Resolved 1

=)

=)

Recovered/Resolved With Sequelas

@

Recovering/Resolving
Unknown 5
3 4 5 6 7 8
Number of individual cases

Mumber of Individual Cases for a selected Reaction Group



Reaction group 4:
Ear and labyrinth disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 4/27

61

38

28
31

158

&«

C B dap.ema.europa.eufanalytics/saw.dll?PortalPages

Number of Individual Cases

Number of Individual Cases received over time

Mumber 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 JANSSEN
(AD26.COV2.S) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Ear_and labyrinth disorders

Reported Suspected Reaction

Auditory disorder
Deafness
Deafness unilateral
Ear congestion

Ear discomfort

Ear disorder

Ear haemorrhage
Ear pain

Ear pruritus

Ear swelling
Hyperacusis
Hypoacusis

Inner ear disorder
Mastoid effusion
Middle ear effusion
Motion sickness
Otorrhoea
Ototoxicity
Sudden hearing loss
Tinnitus

Vertigo

Vertigo positional

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-B5 Years
More than 85 Years
a 20 40 &0 80 io0 120 140
Number of individual cases
W Female W Male B Mot Specified
prosonn 52
MNon
Healthcare 100
Professional
Speclgfgg o
0 20 40 &0 30 100 120
Number of individual cases
Fatal | 0
Mot Recoverad/Not Resolved 61
Mot Specified | 0
Recovered/Resolved 38
Recovered/Resolved With Sequelae | O
Recovering/Resolving 28
Unknown 31
[a] 10 20 30 40 50 50 70

Number of individual cases

Mumber of Individual Cases for a selected Reaction Group



Reaction group 5:
Endocrine disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 5/27

= N ONONR

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

Number of Individual Cases Number of Individual Cases received over time

Number of

Cases by EEA

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 ses the number of individual cases identified in Eudravigilance for COVID-19 VACCINE JANSSEN
{AD26.COV2.S) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Endocrine disorders

)=l

Reported Suspected Reaction

Adrenal haemorrhage
Adrenocortical insufficiency acute
Basedow's disease
Hyperthyroidism

Hypothyroidism

Thyroid mass

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 1 2 3 = 5 6
Number of individual cases
B Female W Male @ Mot Specified
Healthcare
Professional i
Non
Healthcare 5
Professional
Not
Specifisd o
o 1 2 3 2 5 [3
Number of individual cases
Fatal 1
Mot Recovered/Not Resolved 2
Mot Spedified |0
Recovered/Resolved 2
Recovered/Resolved With Sequelae |0
Recovering/Resolving 2
Unknown i
o 1 2 3

MNumber of individual cases



Reaction group 6:
Eye disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 6/27

160

86

44
70

361

6

Number of Individual Cases

(%) B 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 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 VACCIMNE JANSSEN
(AD26.COV2.5) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Eve disorders )~

Reported Suspected Reaction

Altered visual depth perception -
Arteriosclerotic retinopathy
Asthenopia
Blepharospasm

Blindness

Blindness transient
Blindness unilateral
Cataract

Conjunctival haemorrhage
Cyanopsia

Diplopia

Dry eye

Erythema of eyelid
Exophthalmos

Extraocular muscle paresis
Eye disorder

Eye haesmorrhage

Eye infarction

Eye inflammation

Eve irritation

Eye movement disorder
Eye cedema

Eye pan

Eye prurntus

Eve swelling

Evelid function disorder
Evelid haematoma

Evelid oedema

Evelid ptosis

Evelid sensory disorder
Evelid thickening

Gaze palsy
Hyperaesthesia eye
Hypoaesthesia eye
Lacrimation increased
Macular cedema
Metamorphopsia

Miosis

Mydriasis

Ocular discomfort

Ocular hyperaemia

Optic ischaemic neuropathy
Optic nerve disorder
Papilloedema

Periorbital pain

Periorbital swelling -

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

a 50 100 150 200 250 300
Number of individual cases

W Female W Male B Mot Specified

Healthcare
Professional peg

MNon

Healthcare 179
Professional

Not
Specified o

o 30 60 50 120 150 180 210
Number of individual cases

Fatal 3
Mot Recovered /Mot Resolved 160
Mot Specified | 0
Recovered/Resolvad 865

Recovered/Resolved With Sequelas | 1

Recovering/Resolving 44
Unknown 70
a 30 60 S0 120 i50 180
Number of individual cases




Reaction group 7:
Gastrointestinal disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 7/27

19
650

1336

718
208

2913

6

Number of Individual Cases

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

Number of Individual Cases recaived over time

Number 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 JANSSEN

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Ezstrointestinal disorders )~

Reported Suspected Reaction

Abdominal discomfort -
Abdominal distension
Abdominal pain

Abdominal pain lower
Abdominal pain upper
Abdominal tenderness
Abnormal faeces

Anal incontinence

Aphthous ulcer

Appendix disorder

Cheilitis

Coeliac artery stenosis

Caolitis

Colitis ischaemic

Colitis ulcerative

Constipation

Defaecation urgency

Dental discomfort

Diarrhoea

Dnarrhoea haemorrhagic

Dry mouth

Dyspepsia

Dysphagia

Enlarged uvula

Ententis

Eructation

Faeces discoloured

Faeces hard

Faeces soft

Flatulence

Frequent bowel movements
Gastric dilatation

Gastric disorder

Gastric haemorrhage

Gastritis

Gastrointestinal disorder
Gastrointestinal haemorrhage
Gastrointestinal necrosis
Gastrointestinal pain
Gastrointestinal sounds abnormal
Gastrointestinal tract irritation
Gastrooesophageal reflux disease
Gingival bleeding

@ingreal blister

Gingival pain

Gingival swelling -

Age Group & Sex

Reporter Group

Outcome

(AD26.COV2.5) (up to 12/06/2021)

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
] 500 1,000 1,500 2,000 2,500 3,000
Mumber of individual cases
B Female W Male [H Mot Specified
Prarano 388
on
Healthcare 2,445
Professional
Mot
Specified g
0 500 1,000 1,500 2,000 2,500 3,000
Number of individual cases
Fatal
Not Recovered/MNot Resolved
Mot Specified
Recovered/Resalved
Recovered/Resolved With Sequelas
Recovering/Resolving 718
Unknown
a 200 400 600 800 1,000 1,200 1,400 1,600

Number of individual cases



Reaction group 8:
General disorders and administration site conditions

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 8/27

130
3189

3944

3317
900

11356

Number of Individual Cases

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

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 COVID-19 VACCINE JANSSEN
(AD26.COV2.S) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups
[Eencral dsorders and administration site condifions )~]

Reported Suspected Reaction

Administration site induration -~
Administration site pain

Adverse drug reaction

Adverse event

Adverse reaction

Application site bruise

Application site erythema
Application site pain

Application site swelling

Asthenia

Axillary pain

Brain death

Catheter site erythema

Catheter site swelling

Catheter site thrombosis

Catheter site warmth

Chest discomfort

Chest pain

Chills

Complication associated with device
Condition aggravated

Critical illness

Crying

Death

Decreased activity

Discharge

Discomfort

Drug ineffective

Drug interaction

Energy increased

Extensive swelling of vaccinated limb
Face oedema

Facial discomfort

Facial pain

Fatigue

Feeling abnormal

Feeling cold

Feeling drunk

Feeling hot

Feeling jittery

Feeling of body temperature change
Foaming at mouth

Gait disturbance

Gait inability

General physical health deterioration
Generalised oedema -

Age Group & Sex

Reporter Group

Outcome

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

Mot Specified

0-1 Manth

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
Number of individual cases
il Female W Male | Not Specified

Healthcare
Professional

Non
Healthcare 6,904
Professional

Not
Specified

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

Fatal

Not Recovered/Not Resolved
Not Specified
Recovered/Resolved 3,044
Recovered/Resalved With Sequelae

Recovering/Resolving

Unknown

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



Reaction group 9:
Hepatobiliary disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 9/27

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

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 JANSSEN
(AD26.COV2.5) (up to 12/06/2021)

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

Reaction Groups

3 fi=patobiliary disorders )~ Mot Specified
e
0-1 Month
12 Reported Suspected Reaction I
P - - & 2 Menths - 2 Years
0 Acute hepatic failure i 3-11 Years
| Bile duct stone =
8 Chalelithiasis & 12-17 Years
0 | Gallbladder disorder . i 18-64 Years
Hepatic artery thrombosis = 65-85 Y1
ek = s ears
a4 Hepatic failure
Hepatic function abnormal More than 85 Years
20 Hepah:c lesion o 5 10 15 20 25 30 35
::E:EE 's’tae‘;mst Number of individual cases
Hepatic vein thrombasis B Female W Male B Mot Specified
44 Hepatitis
Hepatitis alcoholic
Hepatomegaly
| Hepatosplenomegaly
Ischaemic hepatitis
Liver disorder
Liver injury
Portal vein dilatation
Portal vein thrombosis - Healthcare -
= Professional
=
‘3 Non
= Healthcare 15
3 Professional
S
1 Not
o= Specified | 0
o 5 10 i5 20 25 30 35
Number of individual cases
Fatal 3
Not Recovered/Not Resclved 12
g Mot Specified | 0
E Recovered/Resohved a
8 Recovered/Reschved With Ssquelas | O
Recovering/Resolving 4
Unknown 20
o 4 g8 12 16 20 24

Number of individual cases



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

Mumber of Individual Cases Mumber 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 Gruup.

Reaction group 10:
Immune system disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 10/27

11

20

16
27

74

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for COVID-19 VACCINE JANSSEN
(AD26.COV2.S) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

[mmune system disorders

Reported Suspected Reaction

Allergy to vaccine

Anaphylactic reaction

Anaphylactic shock

Anaphylactoid reaction
Autoimmune disorder

Decreased immune responsiveness
Drug hypersensitivity

| Hypersensitivity

Multiple allergies

| Seasonal allergy

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

[} 10 20 30 40 50 60
Number of individual cases

W Female W Male [ Mot Specified

Healthcare
Professional

Non
Healthcare 51
Professional

Mot
Specified o

i 10 20 30 a0 50 60
Number of individual cases

Fatal | O
Not Recovered/Not Resolved 11

Not Specified | O

Recovered/Resohvad 20
Recovered/Resolved With Segquelae | O

Recoveringf/Resalving 16
Unknown 27
[} 5 10 15 z0 25 30
Number of individual cases



Reaction group 11:
Infections and infestations

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 11/27

13
128

42

51
138

359

6

Mumber of Individual Cases

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

Number of Individual Cases received over time

MNumber of Individual Cases by EEA countries

HNumber 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 JANSSEN

Reaction Groups & Reported Suspected Reaction

Reaction Groups
[[nfections and infestations )~

Reported Suspected Reaction

Abscess -
Abscess limb

Acute sinusitis

Appendicitis

Asymptomatic COVID-19
Bacteraemia

Bacterial infection
Bacteroides bacteraemia
Bronchitis

COWVID-19

COVID-19 pneumonia
Cavernous sinus thrombosis
Cellulitis

Cholecystitis infective
Cholera

Chronic sinusitis

Clostridium difficile colitis
Conjunctivitis

Coronavirus infection

Croup infectious

Cyshitis

Disseminated varicella zoster virus infection
Diverticulitis

Dysentery

Ear infection

Encephalitis

Encephalitis wviral
Encephalomyelitis
Endocarditis

Enterococcal bacteraemia
Escherichia urinary tract infection
Eye infection

Gangrene

Gastroenteritis
Gastroenteritis viral

Genital herpes

Hepatic infection

Herpes virus infection
Herpes zoster

Hordeolum

Infection

Influenza

Injection site infection
Intestinal gangrene

Kidney infection
Labyrinthitis -

Age Group & Sex

Reporter Group

Outcome

(AD26.COV2.5) (up to 12/06/2021)

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

Not Specified
0-1 Menth
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years
More than 85 Years
o 40 80 120 160 200 240
Number of individual cases
B Female W Male

B Mot Specified

Healthcare
Professional g 36
MNon
Healthcare 226
Professional

Not
Specified 0

a 40 30 120 160 200 240

Number of individual cases

Fatal

Mot Recovered/Mot Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

o 20 40 60 80 100 120 140 160
Number of individual cases

Number of Individual Cases for a selected Reaction Group



Reaction group 12:
Injury, poisoning and procedural complications

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 12/27

98

41

12
146

297

e

Mumber of Individual Cases

(1 8 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 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 JANSSEN
(AD26.COV2.S) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

njui oisoning and procedural complications =

Reported Suspected Reaction

Accident =
Accidental exposure to product
Accidental overdose

Airway burns

Amimal bite

Arthropod bite

Back injury

Brain herniation

Chest injury

Concussion

Contusion

Craniocerebral injury

Endotracheal intubation complication
Exposure during pregnancy
Exposure to toxic agent

Exposure via breast milk

Extra dose administered

Eye contusion

Eye injury

Face injury

Facial bones fracture

Fall

Foot fracture

Foreign body in eye

Fracture

Hand fracture

Head injury

Heart injury

Heat stroke

Hip fracture

Humerus fracture

Hypobarism

Inappropriate schedule of product administration
Incision site pain

Incorrect route of product administration
Injection related reaction

Injury

Jaw fracture

Ligament sprain

Limb injury

Lip injury

Lumbar vertebral fracture

Maternal exposure before pregnancy
Medication error

Muscle strain

Musculoskeletal injury -

Age Group & Sex

Reporter Group

Outcome

Recovered/Resolved With Sequelas

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 30 B0 50 120 is0 180 210
Number of individual cases

Il Female W Male i Not Specified

Healthcare

Professional

Frofessional =
fon
Healthcare 144
o
Specified 0
0 30 60 so 120 150 180
Number of individual cases

Fatal

Not Recovered/Not Resolved

Mot Specified
Recovered/Resolved

Recovering/Resolving
Unknown

] 30 60 50 120 150 180
Number of individual cases



Reaction group 13:
Investigations

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 13/27

35
800

499

203
385

1887

e

Number of Individual Cases

c # dap.ema.europa.eu/analytics/saw.dl|?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 COVID-19 VACCINE JANSSEN
(AD26.COV2.5) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Eovestigations )=l

Reported Suspected Reaction

ADAMTS13 activity abnormal -
ADAMTS13 activity normal

Activated partial thromboplastin time
Activated partial thromboplastin time normal
Activated partial thromboplastin time prolonged
Activated partial thromboplastin time shortened
Activated protein C resistance test

Alanine aminotransferase increased

Alanine aminotransferase normal

Albumin globulin ratio

Albumin globulin ratio decreased

Albumin globulin ratic normal

Aldolase

Ammonia increased

Angiocardiogram

Angiogram

Angiogram abnormal

Angiogram cerebral

Angiogram cerebral abnormal

Angiogram cerebral normal

Angiogram normal

Angiogram pulmonary abnormal

Angiogram pulmonary normal

Angiotensin converting enzyme

Anion gap

Anion gap decreased

Anion gap normal

Ankle brachial index normal

Anti-ganglioside antibedy

Anti-ganglioside antibedy negative
Anti-muscle specific kinase antibody
Anti-platelet antibody

Antibody test

Anticoagulation drug level

Antineutrophil cytoplasmic antibody negative
Antinuclear antibody

Antinuclear antibody negative

Antinuclear antibody positive
Antiphospholipid antibodies

Antiphospholipid antibodies negative
Antithrombin III

Antithrombin III decreased

Arteriogram carotid

Arteriogram carotid abnormal

Arteriogram carotid normal

Arteriogram coronary abnormal -

Age Group & Sex

Reparter 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-B5 Years
More than 85 Years
o 300 500 500 1,200 1,500 1,800
Number of individual cases
B Female W Male

@ Mot Specified

Healthcare
Professional 128

Non
Healthcare 754
Professional

Not
Specified o

o 200 400 500 800 1,000 1,200
Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resalved With Sequelae
Recovering/Resolving

Unknown

o 150 300 450 600 750 S00
Number of individual cases

MNumber 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 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 JANSSEN
(AD26.COV2.5) (up to 12/06/2021)

Reaction group 14: . 5 Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Metabolism and nutrition disorders Reaction Groups & Reported Suspected Reaction
Reaction Groups
Pletabolism and nutrition disorders )=l Mot Specified
0-1 Month
2 Menths - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years

Fatal: 10

Not recovered: 56 Reported Suspected Reaction
Not specified: 0 Abnormal weight gain

. Appetite disorder
Recovered: 34 Decreased appetite

i . Dehydration
Resolved with Sequelae: 0 ot bl e U
ing: Diabetes mellitus inadequate control

Recovering: 16 Diabetic ketoacidosis More than 85 Years

Unknown: 47 Diet refusal 0 20 a0 60 80 100 120
Eﬁ;ﬂéf&?&iﬁ:ha‘ame Number of individual cases

. Feeding disorder M Female o Male B Not Specified

Injured total 153 Fluid intake reduced
Fluid overload
Fluid retention
Gout
Hyperammonaemia
Hyperchioraemia
Hyperglycaemia
Hyperkalaemia
Hyperlipidaemia
Hypernatraemia
Hypoglycaemia
Hypokalaemia
Hypomagnesaemia
Hyponatraemia
Hypophagia
Hypophosphataemia
Hypovolaemia
Increased appetite o 20 40 60 80 100 120

Janssen 14/27 Lactic acidosis Number of individual cases

Malnutrition
Metabolic acidosis
Metabolic syndrome
Polydipsia
Pseudohyponatraemia
Type 2 diabetes mellitus

Age Group & Sex

Healthcare
Professional =

Non
Healthcare 101
Professional

Reporter Group

Mot
Specified a

Fatal 10
Mot Recovered/Hot Resolved 56
Not Specified | O
Recovered/Resolved 34

Outcome

Recovered/Resolved With Sequelae

=}

Recovering/Resolving i6
Unknown 47
[} 10 20 30 40 50 60
Number of individual cases



L &

Kumber of Individual Cases

8 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 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 JANSSEN
(AD26.COV2.8) (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

Janssen 15/27

14
1907

1848

1572
378

5708

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Eiusculoskeletal and connective tissue disorders )=l

Reported Suspected Reaction

Arthralgia -
Arthritis

Arthropathy

Axillary mass

Back pain

Bone pain

Bursitis

Chest wall haematoma
Coccydynia

Facet joint syndrome

Facial asymmetry

Fibromvalgia

Finger deformity

Flank pain

Groin pain

Haemarthrosis

Intervertebral disc degeneration
Intervertebral disc disorder
Intervertebral disc pretrusion
Intervertebral disc space narrowing
Jaw disorder

Joint effusion

Joint lock

Joint noise

Joint range of motion decreased
Joint stiffness

Joint swelling

Joint warmth

Limb discomfort

Limb mass

Mastication disorder

Mobility decreased

Muscle contracture

Muscle discomfort

Muscle disorder

Muscle fatigue

Muscle oedema

Muscle rigidity

Muscle spasms

Muscle swelling

Muscle tightness

Muscle twitching

Muscular weakness
Musculoskeletal chest pain
Musculoskeletal discomfort
Musculoskeletal disorder -

Age Group & Sex

Reporter Group

Qutcome

Mumber 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
] 1,000 2,000 3,000 4,000 5,000
Number of individual cases
W Female W Male

B Mot Specified

Healthcare
Professional
Non
Healthcare 4,597
Professional

Mot
Specified o

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

Fatal

Mot Recovered/MNot Resolved
Mot Specified
Recovered/Resolved

1,907

1,848
Recovered/Resolved With Sequelas
Recovering/Resolving

Unknewn

0 400 800 1,200 1,600 2,000 2,400
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 JANSSEN
(AD26.COV2.8) (up to 12/06/2021)

Reaction group 16: - - Number of individual cases by Age Group & Sex, Reporter Group and Outcome
. . . Reaction Groups & Reported Suspected Reaction
Neoplasms benign, malignant and unspecified

Reaction Groups

atal: eoplasms benign, malignant and unspecified {incl cysts and polyps)) > Not Specifie
Fatal 0 ] [ 1 d fied (incl d pol ified
=
. 0-1 Month
Not recovered: 10 Reported Suspected Reaction i
= & 2 Months - 2 Years
Not specified: 0 Adenocarcinoma = S s
Anaplastic thyroid cancer =]
Recovered: 0 Breast neoplasm S 12-17 Years
. Chronic lymphocytic leukaemia 18-64 Y
Resolved with Sequelae: 0 L naiotss @ T
Hepatucegliuiar carcinoma z 585 Years
Recovering: Y Lung neoplasm malignant More than 85 Years
Unknown: 5 Meningioma o 2 4 6 3 10 1z
: MNeuroendocrine tumour PR
small cell lung cancer Number of individual cases
) Spinal cord neaplasm i Female B Male H Not Specified
Injured total 15 Uterine leiomyoma
Healthcare
Professional o
Non
Healthcare 5

Professional

Reporter Group

Not
Specified | 0

a Zz 4 6 8 i0 12

Janssen 16/27 Number of individual cases

Fatal | O
Mot Recoversd/Mot Resolved 10
Not Specified
Recovered/Resalved
Recovered/Resolved With Sequelas

Outcome

oo oo

Recovering/Resolving
Unknown 5
o 2 4 6 8 i0 12
Number of individual cases




Reaction group 17:
Nervous system disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 17/27

62
2133

2320
13
1668
615

6749

C & dap.ema.europa.eufanalytics/saw.dll7PortalPages

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 JANSSEN

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Blervous system disorders 1 |

Reported Suspected Reaction

Acute disseminated encephalomyelitis -
Acute polyneuropathy

Ageusia

Akathisia

Altered state of consciousness
Amnesia

Anaesthesia

Anosmia

Aphasia

Arachnoid cyst

Areflexia

Ataxia

Autoimmune demyelinating disease
Autonomic nervous system imbalance
Axonal and demyelinating polyneuropathy
Balance disorder

Basal ganglia haemorrhage

Basal ganglia infarction

Basal gangliz stroke

Basilar artery stenosis

Bell's palsy

Bickerstaff's encephalitis
Bradykinesia

Brain compression

Brain injury

Brain cedema

Brain stem haemorrhage

Brain stem infarction

Brain stem stroke

Brain stem syndrome

Brain stem thrombosis

Bulbar palsy

Burning sensation

Carotid arteriosclerosis

Carotid artery disease

Carotid artery dissection

Carotid artery occlusion

Carotid artery stenosis

Carotid artery thrombosis

Carpal tunnel syndrome

Cauda equina syndrome

Central nervous system lesion
Cerebellar artery occlusion
Cerebellar embolism

Cerebellar haemorrhage

Cerebellar infarction -

Age Group & Sex

Reporter Group

Outcome

(AD26.COV2.S) (up to 12/06/2021)

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

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

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

W Female W Male M Not Specified

Healthcare
Professional B

Mon

Healthcare 5,365
Professional

Mot
Specified a

o 1,000 2,000 3.000 4,000 5,000 5,000
Number of individual cases

Fatal
Mot Recovered/Not Resolved 2.133
Mot Specified

Recovered/Resolved 2,320

Recovered/Resolved With Sequelae

Recovering/Resolving 1,668
Unknown 615
o 400 800 1,200 1,600 2,000 2,400 2,800

Number of individual cases




Reaction group 18:
Pregnacy, puerperium and perinatal condi

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 18/27

P OONONLR

= &

Number of Individual Cases Number of Individual Cases received over time

8 dap.ema.eurcpa.eu/analytics/saw.dll?PortalPages

MNumber 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 COVID-19 VACCINE JANSSEN

Reaction Groups & Reported Suspected Reaction

Reaction Groups

(AD26.COV2.5) (up to 12/06/2021)

regnanc erium and perinatal conditions

Reported Suspected Reaction

Abortion spontaneous

Foetal death

Foetal hypokinesia

HELLP syndrome

High foetal head

Induced labour

Pre-eclampsia

Premature delivery

Premature rupture of membranes

Age Group & Sex

Reporter Group

Outcome

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

Mumber of Individual Cases for a selected Reaction Group

a 1 2 3 4 5 6 7
Number of individual cases
W Male

B Female B Not Specified

Healthcare 5
Professional

Non

Healthcare ¥
Professional

Mot o
Specified

o 1 5 3 4 5 3
Number of individual cases

Fatal

Mot Recovered/Not Resolved
Mot Specified |0
Recovered/Resolved

Recovered/Resolved With Sequelae |0
Recovering/Resclving |0
Unknown
o 1 2 3 4
Number of individual cases
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Number of Individual Cases

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

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

Cheoose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for COVID-19 VACCINE JANSSEN
(AD26.COV2.5) (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 Product ssues )=l Not Specified
=
. 0-1 Month
Not recovered: 1 Reported Suspected Reaction g 2 Months - 2 Y:I;rs
Not specified: 0 Device dislocation ‘fl 211 Years
Device extrusion =
Recovered: 2 Device loosening S 12-17 Years
. . Product odour abnormal 18-64 Years
Resolved with Sequelae: 0 Prodiic quality iSsue @ et
Recovering: 0 Product temperature excursion issue =<
Suspected product contamination Mare than 85 Years
Unknown: 6 Syringe issue . a 1 2 3
Thrombost: indevice Number of individual cases
Injured total 9 B Female W Male i Mot Specified
o Healthcare A
= Professional
(=
1) Non
T Healthcare
iE Professional
=
g Not
o Specified |0
i} 1 2 3 4
Janssen 19/27 Number of individual cases
Fatal |0
Mot Recovered/Not Resolved 3
g Mot Specified |0
§ Recovered/Resolvad 2
5 Recovered/Resolved With Sequelae |0
Recovering/Resclving [0
Unknown
0 1 2 3 4 5

Number of individual cases



Reaction group 20:
Psychiatric disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 20/27

104

82

a3
112

341

6

Number of Individual Cases

(s B 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 COVID-19 VACCINE JANSSEN
(AD26.COV2.S) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Esychiatric disorders )~

Reported Suspected Reaction

Abnormal behaviour -
Abnormal dreams

Affect lability

Aggression

Agitation

Alcohol withdrawal syndrome
Anger

Anhedonia

Anxiety

Apathy

Autism spectrum disorder
Behaviour disorder
Bradyphrenia

Bruxism

Circumstantiality
Communication disorder
Confusional state

Conversion disorder
Delirium

Delirium febrile

Delusion

Depressed mood

Depression

Disorganised speech
Disorientation

Dysphemia

Dyspheoria

Eating disorder

Emotional distress

Fear

Flashback

Flight of ideas

Frustration tolerance decreased
Hallucination

Hallucination, auditory
Hallucination, visual
Hallucinations, mixed
Helplessness

Hypomania

Immunisation anxiety related reaction
Initial insomnia

Insomnia

Intrusive thoughts

Irritability

Lack of spontaneous speech
Libido decreased -

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 40 80 120 160 200 240
Number of individual cases

W Female W Male I Mot Specified

Healthcare
Professional ‘o

Non

Healthcare 217
Professional

Mot
Specified a

o 40 80 120 150 200 240
Number of individual cases

Fatal

Not Recovered /Mot Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Seguelae
Recovering/Resolving

Unknown

o 20 40 60 80 100 120
Number of individual cases

Mumber of Individual Cases for a selected Reaction Group
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Number of Individual Cases Number of Individual Cases received over time HNumber 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 JANSSEN
(AD26.COV2.S) (up to 12/06/2021)

Reaction group 21: h ; Number of individual cases by Age Group & Sex, Reporter Group and Outcome
. . Reaction Groups & Reported Suspected Reaction
Renal and urinary disorders

Reaction Groups

Fatal: 7 fEn=land unnary disorders )=l Not Specified
=
0-1 Month
Not recovered: 43 Reported Suspected Reaction & =
e T - g = 2 Months - 2 Years
Not specified: 0 Acute kidney injury pig N
Anti-glomerular basement membrane disease =
Recovered: 30 Anurna g 12-17 Years
. Chromaturia 18-64 Years
Resolved with Sequelae: 1 Chronic kidney disease o At
: Dysuria =<
Recovering: 8 e St Mare than 85 Years
Unknown: 24 Haemorrhage urinary tract o i0 20 30 40 50 60 70
N | Hydronephrosis P
inrtmenne Number of individual cases
. Micturition urgency W Female W Male B Mot Specified
Injured total 106 Mixed incontinence

Mephrolithiasis
Meurcgenic bladder
Mocturia

Pollakiuria

Polyuria

Renal artery thrombosis
Renal colic

Renal cyst

Renal disorder

Renal embolism

Renal failure

Renal haemorrhage
Renal impairment
Renal infarct

Renal pain

Renal vein thrombosis
Ureteric obstruction o 10 20 30 40 50 &0 70 80

Ureterolithi Mumb f individual
Janssen 21/27 P umber of individual cases

Urinary hesitation
Urinary incontinence
Urinary retention
Urinary tract obstruction
Urine edour abnormal

Healthcare
Professional il

Non
Healthcare 43
Professional

Reporter Group

Mot
Specified o

Fatal 7
Mot Recovered/MNot Resolved 43
Mot Specified | O
Recovered/Resolved 30
Recovered/Resolved With Sequelae 1
Recovering/Resolving 8
Unknown 24
[} 5 10 15 20 25 30 35 40 45 so0
Number of individual cases

Outcome




Reaction group 22:

Reproductive system and breast disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 22/27

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

MNumber of I

ividual 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 JANSSEN
(AD26.COV2.S) (up to 12/06/2021)

43

26

30

104

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Beproductive system and breast disorders

Reported Suspected Reaction

Adnexa uten pain
Amenorrhoea

Benign prostatic hyperplasia
Breast discomfort
Breast mass

Breast pain

Breast swelling

Breast tenderness
Dysmenorrhoea
Endometriosis

Erectile dysfunction
Feminisation acquired
Genital rash

Heavy menstrual bieeding
Hypomenorrhoea
Intermenstrual bleeding
Menstrual disorder
Menstruation delayed
Menstruation irregular
Nipple disorder

Nipple pain

Orchitis noninfective
Ovarian cyst

Ovarian vein thrombosis
Pelvic pain

Penile erythema

Penile haemorrhage
Penile cedema

Penile pain
Polymenorrhoea
Postmenopausal haemorrhage
Prostatitis
Prostatomegaly
Suppressed lactation
Testicular swelling
Uterine haemorrhage
Vaginal haemorrhage
vulvovaginal pain

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 15 30 45 80 75 S50
Number of individual cases
Il Female W Male B Not Specified

Healthcare
Professional P20

Non
Healthcare 50
Professional

Mot o
Specified

a 10 20 30 40 50 60
Number of individual cases

Fatal | 0
Mot Recoverad/Not Resolved 43
Not Specified
Recovered/Resolved 26
Recovered/Resalved With Segquelae

=)

o

Recovering/Resolving 5
Unknown 30
o s 10 15 20 25 30 35 a0 as 50
Number of individual cases



Reaction group 23:
Respiratory, thoracic and mediastinal disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 23/27

39
442

232

120
252

1048

e

Number of Individual Cases

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

Number of Individual Cases received over time

Mumber 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 JANSSEN
(AD26.COV2.8) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups
spiratory, thoracic and mediastinal disorders =

Reported Suspected Reaction

Acquired disphragmatic eventration -

Acute respiratory distress syndrome
Acute respiratory failure

Adenoidal disorder

Aphonia

Apnoea

Apparent life threatening event

| Aspiration

Asthma
Asthmatic crisis
Atelectasis
Bronchitis chronic

| Bronchospasm
| Choking

Choking sensation

Chronic obstructive pulmonary disease
Cough

Cyanosis central

Dependence on respirator
Dry throat

Dysphenia

Dyspnoea

Dyspnoea at rest

Dyspnoea exertional
Emphysema

Epistaxis

Haemoptysis

Hiccups

Hyperventilation

Hypopnoea

Hypoxia

Increased bronchial secretion
Increased viscosity of upper respiratory secretion
Irregular breathing

Laryngeal oedema

Laryngeal pain

Lung disorder

Lung infiltration

Lung opacity

Masal congestion

Masal discharge discolouration
Nasal discomfort

Masal obstruction

Nasal oedema

Nasal ulcer

Oropharyngeal blistering -

Age Group & Sex

Reporter Graup

Outcome

Recovered/Resolved With Sequelae

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

Mot Spedfied
0-1 Month

2 Months - 2 Years

3-11 Years
12-17 Years
18-64 Years
65-85 Years

More than 85 Years

o 100 200 300 400 500 600 700 800
Number of individual cases

W Female W Male il Mot Specified

Healthcare
Professional 92

Non

Healthcare 446
Professional

Mot
Specified o

o 100 200 300 400 s00 00 700

Number of individual cases

Fatal

Mot Recovered/Mot Resolved
Mot Specified
Recovered/Resolved

Recovering/Resolving
Unknown

[} 100 200 300 400 500
Number of individual cases



Reaction group 24:
Skin and subcutaneous tissue disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Janssen 24/27

256

191

130
133

711

e

Number of Individual Cases

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

Number of Individual Cases received over time

Mumber 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 individuzl cases identified in Eudravigilance for COVID-19 VACCINE JANSSEN

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Bkin and subcutaneous tissue disorders

]~|

Reported Suspected Reaction

Alopecia

Angioedema

Blister

Blister rupture

Blood blister

Cold sweat

Cutaneous vasculitis
Dermatitis

Dermatitis bullous
Drrug reaction with eosinophilia and systemic symptoms
Diry skin

Ecchymosis

Eczema

Erythema

Erythema multiforme
Haemorrhage subcutansous
Hair disorder
Henoch-Schonlein purpura
Hyperhidrosis
Keratosis pilaris
Livedo reticularis
Lividity

Miliaria

Mail discolouration
Might sweats

Pain of skin

Palmar erythema
Petechiae
Photosensitivity reaction
Pilogrection

Pruritus

Psoriasis

Purpura

Rash

Rash erythematous
Rash macular

Rash maculo-papular
Rash morbilliform
Rash papular

Rash pruritic

Rash vesicular

Scab

Sensitive skin

Skin adhesion

Skin burning sensation
Skin discolouration

Age Group & Sex

Reporter Graup

Qutcome

(AD26.COV2.5) (up to 12/06/2021)

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
2] 100 200 300 400 500 800
Number of individual cases
B Female W Male

@ Not Specified

Healthcare
Professional

MNon

Healthcare 460
Professional

Mot
Specified o

0 100 200 300 400 500
Number of individual cases

Fatal | 1
Mot Recovered/Not Resolved 256
Mot Specified | O
Recovered/Resolved 191
Recovered/Resolved With Sequelas | 1
Recovering/Resolving 130
Unknown 133
[} 50 100 150 200 250 300
Number of individual cases

Mumber of Individual Cases for a selected Reaction Group
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MNumber of Individual Cases 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 JANSSEN
(AD26.COV2.S) (up to 12/06/2021)

Reaction group 25: Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Social circumstances Reaction Groups & Reported Suspected Reaction
Reaction Groups
Fatal: 3 Eocial circumstances )=l Mot Specified
e
. 0-1 Month
Not recovered: 32 Reported Suspected Reaction & 5 M - anars
Not specified: 0 [Alcohol use & :
Bedridden = £ Years
Recovered: 10 | Cardiac assistance device user g 12-17 Years
z . Disability 18-64 Years
Resolved with Sequelae: 0 =t = il
Recovering. 4 | Electronic cigarette user <
. | Tlliteracy More than 85 Years
Unknown: 19 Immoabile s} 10 20 30 40 50 60
%zz:::g :::‘)\;;(ngball?t!\‘:ty Mumber of individual cases
. Loss of personal independence in daily activities B Female W Male H Mot Specified
Injured total 65 Menopause
Postmenopause
| Stress at work
Substance use
Walking aid user
Wheelchair user
=% Healthcare a1
a5 Professional
il
i Non
1 Healthcare 27
E‘ Professional
g Not
o Specified | ©

) o i0 15 20 25 30 35 40 43

Janssen 25/27 Number of individual cases

Fatal 3
Mot Recovered/Not Resolved 32
Not Specified | O
Recovered/Resolved 10

Outcome

Recovered/Resolved With Sequelae | 0
Recovering/Resolving 4
Unknown 19
o 5 10 15 20 25 30 35
Number of individual cases




Reaction group 26:
Surgical and medical procedures

Fatal: 25
Not recovered: 152
Not specified: 0
Recovered: 59
Resolved with Sequelae: 0
Recovering: 10
Unknown: 77
Injured total 298

Janssen 26/27

&«

Number of Individual Cases

C 8 dap.ema.eurcpa.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

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for COVID-19 VACCINE JANSSEN

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Buraical and medical procedures )=l
Reported Suspected Reaction
Abdominal exploration -

Abdominal wall operation
Abdominoplasty

Angioplasty

Anticoagulant therapy
Antiplatelet therapy

Aortic valve replacement
Appendicectomy

Atrial septal defect repair
Bilevel positive airway pressure
Bladder catheterisation

Brain operation

Breast prosthesis removal
Cardioversion

Carotid angioplasty

Carotid endarterectomy

Carotid revascularisation
Catheter directed thrombolysis
Catheter placement

Central venous catheter removal
Central venous cathetenisation
Cerebral endovascular aneurysm repair
Cerebral revascularisation
Cerebrospinal fluid drainage
Chemotherapy

Chest tube insertion
Compression garment application
Coronary angioplasty

Coronary arterial stent insertion
Coronary artery bypass
Coronary artery stent removal
Craniotomy

Cyst removal

Decompressive craniectomy
Dialysis

Dialysis device insertion
Drainage

Endotracheal intubation

Enteral nutrition

Explorative laparotomy
Extubation

Eye patch application
Fasciotomy

Fluid replacement
Gastrointestinal tube insertion
Gastrostomy -

Age Group & Sex

Reporter Group

Outcome

(AD26.COV2.5) (up to 12/06/2021)

Number of indi

idual 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
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Number of individual cases
B Female W Male @ Mot Specified
rofoetena 304
Non
Healthcare 19

Professional

Mot
Specified 0
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Number of individual cases

Fatal 25
Not Recovered/Mot Resolved 152
Mot Specified | O
Recovered/Resolved 55
Fecovered/Resolved With Sequelas | O
Recovering/Resolving 10
Unknovn 77
o 30 60 90 120 150 130
Number of individual cases

Mumber of Individual Cases for a selected Reaction Group



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

Mumber of Individual Cases Number 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 JANSSEN
{(AD26.COV2.5) (up to 12/06/2021)

Reaction group 27: A ) Number of individual cases by Age Group & Sex, Reporter Group and Outcome
. Reaction Groups & Reported Suspected Reaction
Vascular disorders

Reaction Groups

Fatal: 57 bizscular disorders )=l Not Specified
-
Not recovered: 535 Reported Suspected Reaction by 2 Hnnthsu l;‘l::.:
Not specified: 0 Angiopathy & z 3-11 Years
Aortic aneurysm 3
Recovered: 206 Aortic dilatation 2 12-17 Years
. Aortic disorder @ 18-64 Years
Resolved with Sequelae: 1 Aortic ocelusion ) 65-85 Years
" Aortic thrombosis <
Recovermg: 79 Arterial disorder More than 85 Years
Unknown: 374 Arterial occlusive dissase a 150 300 450 600 750 =luls}
igg::i [Efﬁﬁ:ﬁes's Number of individual cases
Arteriosclerosis W Female W Male [ Not Specified
|njured total 1195 Arteriovenous fistula

Artery dissection

Axillary vein thrombosis

Blood pressure fluctuation

Blood pressure inadequately controlled
Blue toe syndrome

Capillary fragility

Capillary leak syndrome

Circulatory collapse

Cyanosis

Deep vein thrombosis

Distributive shock

Embalism

Embelism arterial

Embelism venous

Essential hypertension

Extremity necrosis

Flushing 0 150 300 450 600 750 300 1,050

pacmal Number of individual
Janssen 27/27 H::m:d?,:—l‘:mic instability umber of individual cases

Haemorrhage

Hat flush

Hyperaemia
Hypertension
Hypertensive crisis
Hypertensive emergency
Hyperten;ive urgency Fatal
Hypotension

Hypovolaemic shock Mot Recovered/Not Resolved

Infarction Not Specified

Ischaemia

Jugular vein distension Recovered/Resolved
Jugular vein thrombosis
Labile blood pressure
Obstructive shock - Recovering/Resolving

Unknown

Healthcare
Professional il

MNon
Healthcare
Professional

Reporter Group

Not
Specified

Outcome

Recovered/Resolved With Sequelas
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Janssen Total

Total Fatal: 500

Total injured: 34647



