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MNumber of Individual Cases received over time 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 MRNA VACCINE MODERNA
(CX-024414) (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

Moderna 1/27

28
729

568

405
316

2023

Lymphadenopathy

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Blood and lymphatic system discrders

Reported Suspected Reaction

Abdominal lymphadenopathy
Acguired haemophiha
Agranulocytosis

Anaemia

Anaemia macrocytic
Anaemia of chronic disease
Anisocytosis

Antiphospholipid syndrome
Aplastic anaemia
Autoimmune haemolytic anaemia
Bandaemia

Bicytopema

Blood disorder

Blood loss anaemia

Bone marrow failure

Bone marrow reticulin fibrosis
Coagulopathy

Cold type haemolytic anaemia
Cytopenia

Disseminated intravascular coagulation
Eosinophilia

Ewans syndrome

Factor VIII inhibition

Febrile neutropenia
Granulocytopenia
Granulomatous lymphadenitis
Haemeoconcentration
Haemolysis

Haemolytic anaemia
Haemorrhagic diathesis
Haemorrhagic disorder
Heparin-induced thrombocytopenia
Hilar lymphadenopathy
Hypercoagulation
Hyperessinophilic syndrome
Hypochromic anaemia
Hypofibrinogenaemia
Hyposplenism

Immune thrombocytopenia
Increased tendency to bruise
Iron deficiency anaemia
Leukocytosis

Leukopenia

Lymph node pain
Lymphadenitis

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 300 500 soo0 1,200 1,500 1,300
Mumber of individual cases
W Male

B Female B Mot Specified

Healthcare
Professional 8157
Non
Healthcare 889
Professional

Mot
Specified 0

a 200 400 e00 800 1,000 1,200 1,400

Number of individual cases

Fatal

Mot Recovered/Mot Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resalving

Unknowin

a 100 200 300 400 500 600 700 300
Number of individual cases



Reaction group 2:
Cardiac disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 2/27

432
682

1039
19
213
801

2754

6

Number of Individual Cases

[ 8 dap.ema.europa.eu/analytics/saw.dl7PortalPages

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

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Cardiac disorders )~
Reported Suspected Reaction
Acute cardiac event -

Acute coronary syndrome
Acute left ventricular failure
Acute myocardial infarction
Agonal rhythm

| Angina pectoris

Angina unstable

Aprtic valve calcification
Aprtic valve disease

Aoprtic valve incompetence
Aortic valve sclerosis

Aortic valve stenosis
Arrhythmia

Arrhythmia supraventricular
Arteriosclerosis coronary artery
Arteriospasm coronary
Arternitis coronary

Atrial enlargement

Atrial fibrillation

Atrial flutter

Atrial tachycardia

| Atrial thrombosis

Atrioventricular block
Atrioventricular block complete
Atrioventricular block first degree
Atrioventricular block second degree

| Bifascicular block

Bradycardia

Bundle branch block
Bundle branch block left
Bundle branch block right
Cardiac arrest

Cardiac discomfort
Cardiac disorder

| Cardiac dysfunction
| Cardiac failure
Cardiac failure acute

Cardiac failure chronic

| Cardiac failure congestive

Cardiac fibnllation

| Cardiac flutter

Cardiac perfusion defect

| Cardiac septal hypertrophy
| Cardiac tamponade

Cardiac ventricular thrombosis
Card!u—resp!'ratury arrest -

(CX-024414) (up to 12/06/2021)

Age Group & Sex

Reporter Group

Outcome

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

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

a 300 /00 s00

1,200 1,500 1,800

Number of individual cases

B Female W Male B Mot Specified
Healthcare
Professional i1z
MNon
Healthcare 726
Professional
Not
Specdified o
] 500 1,000 1,500 2,000 2,500 3,000
Number of individual cases
Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

o 200 400

800 ao0o 1,000 1,200

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

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for COVID-19 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)
Reaction group 3: Number of individual cases by Age Group & Sex, Reporter Group and Outcome
a TR A m Reaction Groups & Reported Suspected Reaction
Congenital, familial and genetic disorders

Reaction Groups
[Congenital, familial and genetic disorders )=| Mot Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years

Fatal:

w

Not recovered: 14 Reported Suspected Reaction
Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Accessory spleen
Ankyloglossia congenital
Amold-Chiari malformation
Atrial septal defect 18-64 Years

Cerebellar hypoplasia 65-85 Years

Cerebral cavernous malformation

Cerebral palsy More than 85 Years

Congenital hypercoagulation a 4 a 12 16 20 24
S‘;‘_‘;?;‘;eﬁtstabnmma“w Mumber of individual cases

. Dysmorphism Il Female W Male i Mot Specified

Injured total 32 Exomphalos

Factor 1I mutation

Factor V deficiency

Gastrointestinal arteriovenous malformation
Gene mutation

Hypertrophic cardiomyopathy

Macroglossia

Methylmalonic aciduria

Multiple congenital abnormalities

Muscular dystrophy

Renal fusion anomaly

Stiff skin syndrome

Wascular malformation

Venous angioma of brain

entrncular septal defect

Age Group & Sex

0 = O wo

Healthcare 33
Professional

MNon
Healthcare 2
Professional

Reporter Group

Not
Specified 0

1] 5 10 15 20 25 30 35

Moderna 3/27 Mumber of individual cases

Fatal

Mot Recovered/Not Resolved
Mot Specified
Recovered/Resolved

Outcome

Recovered/Resolved With Sequelae
Recovering/Resclving
Unknown

o 2 4 6 8 10 1z 14 16
Number of individual cases
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Number of Individual Cases Mumber of Individual Cases received over time Number 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 MRNA VACCINE MODERNA

Reaction group 4:
Ear and labyrinth disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 4/27

671

312

11
141
261

1396

(CX-024414) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Ear_and labyrinth disorders

)=l

Reported Suspected Reaction

Acute vestibular syndrome
Auditory disorder
Auricular swelling
Cerumen impaction
| Conductive deafness
Deafness

Deafness bilateral
Deafness neurosensory
Deafness transitory
Deafness unilateral
Dysacusis

Ear canal erythema
Ear congestion

Ear discomfort

Ear disorder

Ear haemorrhage

Ear pain

Ear pruntus

Ear swelling
Endolymphatic hydrops

| Eustachian tube dysfunction

Eustachian tube obstruction
External ear inflammation
External ear pain

| Hyperacusis

Hypoacusis
Inner ear disorder

| Inner ear inflammation

Meniere’s disease
Middle ear effusion
Middle ear inflammation
Motion sickness
Otorrhoea

| Paraesthesia ear

Presbyacusis
Sudden heanng loss

| Tinnitus

Tympanic membrane perforation

| Vertigo

Vertigo positional
Vestibular disorder
Westibular paroxysmia

Conductive deafness

Age Group & Sex

Reporter Group

Outcome

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

Mot Specified

0-1 Month

2 Menths - 2 Years
3-11 Years

12-17 Years

18-64 Years

65-85 Years

More than 85 Years

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

B Female W Male i Mot Specified

Healthcare
Professional pos

MNon

Healthcare 462
Professional

Mot
Specified o

o 150 300 450 500 750 S00 1,050
Number of individual cases

Fatal
Mot Recoverad/Not Resolved
Mot Specified
Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving
Unknown 261

o 100 200 300 400 500 600 Joo 800

Number of individual cases




Reaction group 5:
Endocrine disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 5/27

30

17

19

74

& &

Number of Individual Cases
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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 MRNA VACCINE MODERNA

Reaction Groups & Reported Suspected Reaction

Reaction Groups

(CX-024414) (up to 12/06/2021)

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

Endocrine disorders )=l

Reported Suspected Reaction

Addison’s disease

Adrenal disorder

Adrenal haemorrhage

Adrenal insufficiency

Adrenal mass

Adrenocortical insufficiency acute
Adrenccorticotropic hormone deficiency
Anovulatory cycle

Autoimmune hypothyroidism
Autoimmune thyroiditis

Basedow's disease

Carcinoid syndrome

Goitre

Hyperparathyroidism
Hyperthyroidism

Hypophysitis

Hypopituitarism

Hypothyroidism

Immune-mediated hyperthyroidism
Inappropriate antidiuretic hormone secretion
Ovulation delayed

Pituitary haemorrhage

Secondary adrenocortical insufficiency
Steroid withdrawal syndrome
Testicular failure

Thyroid calcification

Thyroid cyst

Thyroid disorder

Thyroid mass

Thyroiditis

Thyroiditis acute

Thyroiditis subacute

Thyrotoxic crisis

Mot Specified
3 0-1 Month
g 2 Months - 2 Years
a 3-11 Years
é 12-17 Years
?J 18-64 Years
= 65-85 Years
More than 85 Years
o 10 20 40 50 80
Number of individual cases
B Female W Male i Mot Specified
5 proresaondl 64
‘E Non
B oS i
S
g Not
o Specified | ©
o 10 20 30 40 50 50 70
Number of individual cases
Fatal 1
Mot Recovered/Not Resolved 30
E Mot Specified | O
§ Recovered/Resolved 17
8 Recovered/Resolved With Sequelae | O
Recovering/Resolving 8
Unknown 19
[} 5 10 15 20 25 30 35

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

Choose a Reaction Group and then a Reported Suspacted Reaction to see the number of individual cases identified in Eudravigilance for COVID-19 MRNA VACCINE MODERNA
(CX-024414) {up to 12/06/2021)

Reaction group 6:

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

Reaction Groups

Fatal: 6 Eu= disorders )~ et Specified
Not recovered: 657 Reported Suspected Reaction 0°3 Mot

oge 2 2 Months - 2 Years

Not specified: 0 aAbnormal sensation in eye - g

R d: 553 Accommodation disorder .
ecovered: age-related macular degeneration 12-17 Years

: . Altered visual depth perception 18-64 Years
Resolved with Sequelae: 8 i : e
ing: Amaurosis fugax
Recovering: 152 Amblyopia g More than 85 Years
Unknown: 431 Angle closure glaucoma 0 200 400 600 800 1,000 1,200
igfﬁg'r?ur;:amber intlz mmation Number of individual cases
Injured total 1801 glgg?;l:g:ve movement disorder B Female W Male B Mot Specified
Blepharospasm
Blindness
Blindness transient
Blindness unilateral
Cataract
Chalazion
Chorioretinopathy
Conjunctival heaemorrhage
Conjunctival hyperaemia
Conjunctival oedema
Corneal endotheliitis
Corneal oedema
Corneal opacity
Dark circles under eyes
Deposit eye
Dermatochalasis
Diabetic retinopathy o 200 400 600 800 1,000 1,200 1,400

MOderna 6/27 g:fjl‘:s,i: Number of individual cases

Dyschromatopsia
Episcleritis

Erythema of evyelid
Erythropsia

Excessive eye blinking
Exophthalmos

Extraccular muscle paresis

Age Group & Sex

Healthcare
Professional 254

MNon
Healthcare 507
Professional

Reporter Group

Not
Specified 0

Fatal
Eve allergy
Eye colour change Mot Recovered /Mot Resolved
Eye discharge 2 MNot Specified
Eve disorder = .
Eye haematoma = Recovered/Resaolved
Eye haemorrhage 8 Recovered/Resolved With Sequelae
Eve infarction R ing/Resolvi
Eye inflammation - ecovering/Resolving

Unknown

o 100 200 300 400 500 600 700
Mumber of individual cases
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Number of Individual Cases
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Number of Indvidual 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 see the number of individual cases identified in Eudravigilance for COVID-19 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction group 7:
Gastrointestinal disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 7/27

137
1923

4837

32
1439
1694

9925

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Gastrointestinal disorders )]

Reported Suspected Reaction

Abdominal adhesions -
Abdominal discomfort
Abdominal distension
Abdorminal hernia

Abdominal mass

| Abdominal pain

Abdominal pain lower
Abdominal pain upper
Abdominal rebound tendemess
Abdominal rigidity

Abdominal tenderness
Abdominal wall haematoma
Abdominal wall mass
Abdominal wall sedema
Abnormal faeces

Acetonaemic vomiting

Acute abdomen

Acute haemorrhagic ulcerative colitis
Anaesthesia oral

Anal blister

Anal haemorrhage

| Anal hypoaesthesia

Anal incontinence

Anal pruritus

Anal sphincter atony

Angular cheilitis

Anorectal discomfort

Anorectal swelling

Aphthous ulcer

Appendix disorder

Ascites

Barrett's oesophagus

Biliary ascites

Bowel movement irregularity
Breath odour

| Cardiospasm

| Change of bowel habit
Chapped lips

| Cheilitis

Chronic gastritis

| Coating in mouth

Coeliac artery compression syndrome
| Coeliac disease
| Colitis
| Colitis ischaemic

Colitis microscopic -

Age Group & Sex

Reporter Group

Outcome

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

Mot Specified

0-1 HMenth

2 Months - 2 Years
3-11 Years

12-17 Years

18-64 Years

65-B5 Years

More than 85 Years

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

W Female B Mot Specified

Healthcare
Professional . 190

Non

Healthcare 4,629
Professional

Mot
Specified a

3,000

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

Fatal

Mot Recovered/Not Resolved
Mot Specified
Recovered/Resolved 4,837
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown 1,694

6,000

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

6,000



Reaction group 8:
General disorders and administration site conditions

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 8/27

1732
8341

14746
92
6776
4753

34708

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

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 MRNA VACCINE MODERMNA
(CX-024414) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups
lGeneral disorders and administration site conditions 1=l

Reported Suspected Reaction

Absence of immediate treatment response -
Acute phase reaction

Adhesion

Administration site erythema
Administration site induration
Administration site inflammaticn
Administration site macule
Administration site cedema
Administration site pain
Administration site papule
Administration site pruritus
Administration site rash
Administration site reaction
Administration site swelling
Administration site warmth
Adverse drug reaction

Adverse event

Adverse reaction

Agonal death struggle

Application site burn

Application site erythema
Application site haematoma
Application site hypersensitivity
Application site induration
Application site joint erythema
Application site joint pain
Application site joint swelling
Application site lymphadenopathy
Application site movement impairment
Application site necrosis
Application site oedema
Application site pain

Application site pruritus
Application site reaction
Application site swelling
Application site vasculitis
Application site warmth

Asthenia

Atrophy

Axillary pain

Brain death

Breakthrough pain

Cardiac complication associated with device
Cardiac death

Catheter site haemorrhage
Catheter site rash -

Age Group & Sex

Reporter Group

Outcome

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

Not 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 4K 8K 12K 16K 20K 24K
Number of individual cases
W Female W Male

i Mot Specified

Healthcare
Professional 16,300

Mon
Healthcare 14,964
Professional

Mot
Specified | 0

oK 3K 6K SK 12K 15K 18K

Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resalvad With Sequelas

14,746

Recovering/Resclving
Unknovin 4,753
oK 3K &K SK 12K 15K 18K
Number of individual cases
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Number of Individual Cases

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

Mumber 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 3 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 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction group 9:
Hepatobiliary disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 9/27

11
68

35

19
61

184

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Hepatobiliary disorders )~

Reported Suspected Reaction

Agute hepatic failure -
Alcoholic liver disease
Autoimmune hepatitis
Bile duct stone

Biliary colic

Biliary dilatation

Biliary obstruction
Cholangitis

Cholecystitis

Cholecystitis acute
Cholelithiasis

Chaolestasis

Cholestasis of pregnancy
Cirrhosis alcoholic
Congestive hepatopathy
Drug-induced liver injury
Gallbladder disorder
Gallbladder enlargement
Gallbladder hypofunction
Gallbladder necrosis
Gallbladder cedema
Gallbladder rupture
Haemaobilia

Hepatic cirrhosis

Hepatic cyst

Hepatic cytolysis

Hepatic failure

Hepatic function abnormal
Hepatic lesion

Hepatic mass

Hepatic pain

Hepatic steatosis

Hepatic vascular thrombosis
Hepatic vein thrombosis
Hepatitis

Hepatitis acute

Hepatitis cholestatic
Hepatocellular injury
Hepatomegaly
Hepatorenal syndrome
Hepatosplenomegaly
Hydrocholecystis
Hyperbilirubinaemia
Hypertransaminasaemia
Immune-mediated hepatitis
Ischaemic hepatitis -

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 20 40 60 80 100 120
Number of individual cases
W Female W Male

[ Not Specified

Healthcare
Professional g ot

Non
Healthcare 34
Professional

Not
Specified o

o 30 &80 ElY 120 150 130
Mumber of individual cases

Fatal 11
Mot Recovered/Not Resolved 68
Mot Specified | O
Recovered/Resalved B5
Recovered/Resolved With Sequelae | 1
Recovering/Resolving 19
Unknown 61
o 10 20 30 40 50 &80 70 80
Number of individual cases
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Number of Individual Cases 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 MRNA VACCINE MODERNA
(CX-024414) {(up to 12/06/2021)

Reaction group 10:
Immune system disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 10/27

166

451

92
331

1046

Reaction Groups & Reported Suspected Reaction

Reaction Groups
[mmune svstem disorders )=l

Reported Suspected Reaction

Allergic oedema -
Allergic reaction to excipient

Allergy to vaccine

Amyloidosis

Anaphylactic reaction

Anaphylactic shock

Anaphylactoid reaction

Anti-neutrophil cytoplasmic antibody positive vasculitis
Autoimmune disorder

Autoinflammatory disease

Bacille Calmette-Guerin scar reactivation
Contrast media allergy

Corneal graft rejection

Cytokine release syndrome

Cytokine storm

Decreased immune responsivensss

Drug hypersensitivity

Eosinophilic granulomatosis with polyangiitis
Food allergy

Graft versus host disease

Haemophagocytic lymphohistiocytasis
Hypersensitivity

Immune system disorder

Immune-mediated adverse reaction
Immunisation reaction

Immunodeficiency

Immunodeficiency commaon variable
Immunosuppression

Infusion related hypersensitivity reaction
Liver transplant rejection

Lung transplant rejection

Multiple allergies

Multisystem inflammatory syndrome in children
Reaction to excipient

Reaction to preservatives

Sarcoidosis

Seasonal allergy

Sensitisation

Serum sickness

Serum sickness-like reaction

Sunscreen sensitivity

Transplant rejection

Type I hypersensitivity

Type II hypersensitivity

Type LI immune complex mediated reaction
Type IV hypersensitivity reaction -

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
Mare than 85 Years
o 100 oo 300 400 s00 /00 7oo 800 s00
Number of individual cases
W Female W Male

B Mot Specified

Healthcare
Professional o4

Non

Healthcare 255
Professional

Mot
Specified o

o 150 300 450 600 750 S00

Number of individual cases

Fatal

Not Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelas
Recovering/Resolving

Unknown

0 100 200 300 400 500
Number of individual cases
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MNumber of Indvidual 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 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 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction group 11:
Infections and infestations

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 11/27

228
1067

826
12
380
1167

3452

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Enfections and infestations )=l

Reported Suspected Reaction

Abdominal abscess -
Abdominal infection
Abscess

Abscess intestinal

Abscess jaw

Abscess limb

Abscess neck

Abscess rupture

Acute sinusitis

Adenoviral meningitis
Adenovirus infection
Appendiceal abscess
Appendicitis

Appendicitis perforated
Application site infection
Arthritis bacterial
Asymptomatic COVID-19
Atypical pneumonia
Bacteraemia

Bacterial infection
Bacteriuria

Biliary sepsis

Blastomycosis

Body tinea

Brain abscess

Breast cellulitis

Bronchiclitis

Bronchitis

Bronchitis bacterial
COVID-19

COVID-19 pneumonia
Candida infection

Cardiac valve vegetation
Cavernous sinus thrombosis
Cellulitis

Central nervous system viral infection
Chest wall abscess
Cholecystitis infective
Chronic hepatitis C
Clostridium difficile colitis
Clostridium difficile infection
Colostomy infection
Complicated appendicitis
Conjunctivitis

Corneal infection

Cranial nerve infection -

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
o 300 500 S00 1,200 1,500 1,800 2,100
Number of individual cases
Il Female W Male

i Mot Specified

Healthcare
Professional 2,661

Non
Healthcare 969
Professional

Not
Specified a

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

Fatal

Mot Recovered/Not Resolved

Not Specified

Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

o 200 400 500 800 1,000 1,200 1,400
Number of individual cases
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Number of Individual Cases Mumber of Individual Cases received over time Mumber of Individual Cases by EEA countries MNumber 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 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)
Reaction group 12:

a n i n a . " Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Injury, poisoning and procedural complications Reaction Groups & Reported Suspected Reaction

Fatal: 73 Reaction Groups
njul oisoning and procedural complications - Mot Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years

Not recovered: 403
Not specified: 0
Abdomen crushing -

Recovered: 1030 Accident
3 Accidental overdose
Resolved with Sequelae: 5 Adverse event following immunisation T oars
Recovering: 55 ig‘\:{:‘,}rﬁ;{&?g:ahnn of anaesthesia ., mss'z: :Ears
. Arterial injury ore than ‘ears
Unknown: 797 Arteriovenous fistula thrombaosis 0 200 400 600 300 1,000 1,200 1,400
,‘:ﬂ2§§§§§ Eé‘t:g Mumber of individual cases
Injured total 2290 Avulsion fracture H Female HMale  Not Specified
Axillary nerve injury
Axillary web syndrome
Back injury
Barotitis media
Barotrauma
Bite
Bladder injury
Bone contusion
Bone fragmentation
Brachial plexus injury
Brain herniation
Burn oral cavity
Burns second degree
Burns third degree
Buttock injury
Cartilage injury
Cervical vertebral fracture

Chest injury 0 300 600 900 1,200 1,500 1,800
MOderna 12/27 Child maltreatment syndrome Number of individual cases

Chillblains

Clavicle fracture

Compression fracture

Concussion

Contraindicated product prescribed
Contusion

Corneal abrasion

Cranial nerve injury -
Craniocerebral injury

Device use error Not Recovered/Not Resolved

Reported Suspected Reaction

Age Group & Sex

Healthcare
Professional fo57

Non
Healthcare
Prefessional

Reporter Group

Not
Specified

Ear injury. £ ot Specified
Epicondylitis £ )
Expired product administered ] Recovered/Resalved
Exposure during pregnancy 8 Recovered/Resolved With Sequelas
Exposure to SARS-CoV-2 - i
Expesure to communicable disease - Recovering/Resolving

Unknown

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



Reaction group 13:
Investigations

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 13/27

6

Number of Individual Cases

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

Number of Individual Cases received over time

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 MRNA VACCINE MODERNA

Reaction Groups & Reported Suspected Reaction

Reaction Groups

[nvestigations

)~

Reported Suspected Reaction

Acoustic stimulation tests abnormal
Alanine aminotransferase increased
Ammonia increased

Angiogram abnormal

Angiogram pulmonary abnormal
Antiacetylcholine receptor antibody
Antibody test negative
Anticoagulation drug level therapeutic
Antinuclear antibody increased
antiphospholipid antibodies positive
Antipsychotic drug level below therapeutic
Arteriogram carotid

Aspartate aminotransferase decreased
Aspartate aminotransferase increased
Aspiration bursa

Aspiration pleural cavity

Atrial pressure increased

Audiogram abnormal

Autoantibody positive

Bacterial test positive

Band neutrophil count decreased
Band neutrophil percentage increased
Barium swallow

Bilirubin conjugated increased
Bladder scan

Blood HIV RNA increased

Blood alcohol increased

Blood alkaline phosphatase increased
Blood bilirubin increased

Blood calcium decreased

Blood chloride increased

Blood cholesterol increased

Blood cholesterol normal

Blood count

Blood count abnermal

Blood creatine phosphokinase

Blood creatine phosphokinase increased
Blood creatinine decreased

Blood creatinine increased

Blood culture negative

Blood culture positive

Blood electrolytes

Blood fibrinogen increased

Blood gases abnormal

Blood glucose abnormal

Blood glucose decreased

(CX-024414) (up to 12/06/2021)

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

Mot Specified

] 0-1 Month
w
& 2 Months - 2 Years
2 3-11 Years
=
2 12-17 Years
i 18-64 Years
= 65-85 Years
More than 85 Years
a 300 [a]x) [00 1,200 1,500 1,800
Number of individual cases
W Female W Male [ Mot Specified
= Healthcare
= Professional 1,324
=
E Non
@ Healthcare 1,186
fLEs Professional
=1
oy Tiot
o Specfied | ©
o 200 400 500 800 1,000 1,200 1,400
Number of individual cases
Fatal
Mot Recovered/Mot Resolved
g Mot Specified
_§ Recovered/Resolved
8 Recovered/Resolved With Sequelae
Recovering/Resolving
Unknown
o 200 400 500 800 1,000 1,200

Number of individual cases



< c

Number of Individual Cases

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

Mumber of Individual Cases recsived over time Number of Individual Cases by EEA munl:ries. 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 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction group 14:
Metabolism and nutrition disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 14/27

82
316

374

93
384

1170

Reaction Groups & Reported Suspected Reaction

Reaction Groups

[etabolism and nutrition disorders )~

Reported Suspected Reaction

Abnormal loss of weight =
Abnormal weight gain
Acidosis

Adult failure to thrive
Apoptosis

Appetite disorder

Body fat disorder
Cachexia

Cell death

Decreased appetite
Dehydration

Diabetes mellitus

Cnabetes mellitus inadequate control
Dnabetic complication
Diabetic ketoacidosis
Diabetic metabolic decompensation
Diet refusal

Dyslipidaemia

Electrolyte imbalance
Enzyme abnormality
Failure to thrive

Feeding disorder

Fluid imbalance

Fluid intake reduced

Fluid overload

Fluid retention

Food aversion

Food intolerance

Food refusal

Glucose tolerance impaired
Gout

Hyperammonaemia
Hypercalcaemia
Hypercholesterolaemia
Hyperglycaemia
Hyperkalasmia
Hyperlipidaemia
Hypermagnesaemia
Hypernatraemia
Hyperphagia
Hyperphosphataemia
Hypertriglyceridaemia
Hyperunicaemia
Hypoalbuminaemia
Hypocalcaemia
Hypoglycaemia -

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

0 100 200 300 400 500 500
Number of individual cases

B Female W Male @ Mot Specified

Healthcare
Professional -

Non
Healthcare 344
Professional

Not
Specified 0

0 150 300 450 600 750 500 1,050
Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

0 50 100 150 200 250 300 350 400 450
Number of individual cases
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Number 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 MRNA VACCINE MODERNA
(CX-024414) {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

Moderna 15/27

75
3565

6477

37
2753
1660

14492

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Busculoskeletal and connective tissue disorders )~

Reported Suspected Reaction

| amplified musculoskeietal pain syndrome -

Ankylosing spondylitis
Arthralgia

Arthritis

Arthritis reactive
Arthropathy
Autoimmune myositis
Axillary mass

Back pain

Bone disorder

Bone erosion

Bone pain

| Bone swelling

Bursitis
Cervical spinal stenosis
Chondrocalcinosis pyrophosphate

| Coccydynia

Collagen disorder
Compartment syndrome
Connective tissue disorder
Connective tissue inflammation
Costochondritis

Decreased nasolabial fold
Dupuytren's contracture
Enthesopathy

Exostosis

Extremity contracture

Facet joint syndrome

Facial asymmetry

Fibromvalgia

Finger deformity

Flank pain

Foot deformity

Groin pain

Haematoma muscle

Hand deformity

Hypermobility syndrome
Intervertebral disc annular tear
Intervertebral disc compression
Intervertebral disc degeneration
Intervertebral disc disorder
Intervertebral disc protrusion
Intervertebral disc space narrowing
Jaw clicking

Jaw disorder

Joint ankylosis -

Age Group & Sex

Reporter Group

Outcome

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

Not Spedfied

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 &K BK 10K 12K
Number of individual cases
W Female W Male W Not Specified

Healthcare
Professional

Non
Healthcare
Professional

Not
Specified

1] 1,500 3,000 4,500 5,000 7,500 5,000
Mumber of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resolved
Recovered/Resolved With Sequelae

6,477

Recovering/Resolving
Unknown 1,660
0 1,000 2,000 3,000 4,000 5,000 6,000 7,000
Number 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 Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for COVID-19 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction group 16:
Neoplasms benign, malignant and unspecified

. ) MNumber of individual cases by Age Group & Sex, Reporter Group and OQutcome
Reaction Groups & Reported Suspected Reaction

Reaction Groups
Fatal: 15 Eoplasms benian, malignant and unspecified (indl cvsts and polyps]) >, Mot Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years

Not recovered: 38 Reported Suspected Reaction

Not specified: 0 Acute leukaemia -
Acute monocytic leukaemia
Recovered:

Acute myeloid leukaemia
. 18-64 Years
Resolved with Sequelae: 0

Adrenal adenoma
Angisimmunablastic T-cell lymphoma stage IIT e dovaas

PR B-cell lymphoma
Recovering: 1 Basal cell carcinoma More than 85 Years

Unknown: 59 Benign lymph node neoplasm a 10 20 30 40 50 60 70

B e m indivi
Sk asal cell carcinoma m
Bladder transitional cell carcinoma Number of individual cases

Bone cancer B Female H Male i Not Specified
107 Brain neoplasm

Breast cancer

Breast cancer female

Breast cancer recurrent

Cervix carcinoma

| Chronic lymphocytic leukaemia

Chronic lymphocytic leukaemia recurrent
| Colon cancer

Cutaneous T-cell lymphoma

Endometrial cancer

Extradural neoplasm

Gastric cancer stage IV

Glioblastoma

Good syndrome

Haemangioma

|Haemangioma of liver

Haemangioma of skin

Haematological malignancy 0 i5 30 45 60 75 S0 105

Moderna 16/27 :is;z;?gfgﬂse Number of individual cases

Intraductal papillary mucinous neoplasm
Intraductal proliferative breast lesion
Keratoacanthoma

Leiomyesarcoma

Leukaemia

Leukaemia recurrent

Lip andfor oral cavity cancer

©o

Age Group & Sex

Injured total

Healthcare
Professional BG

Non
Healthcare 36
Professional

Reporter Group

Not
Specified | @

£ Fatal 15

Lung cancer metastatic h

Lung neoplasm malignant Mot Recovered/Not Resolved 38

Lymphatic system neoplasm E Not Specified | 0

Lymphoma = ¥

Lymphoproliferative disorder g Recovered/Resolved 9

Malignant ascites a Recovered/Resolved With Sequslas | O

Malignant melanoma I

Malignant melanoma stage IV - Recovering/Resolving J§ 1
L - : . Unknowin 59

a 10 20 30 40 50 60 70

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 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction group 17:
Nervous system disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 17/27

413
4896

9028

90
2745
3623

20382

Reaction Groups & Reported Suspected Reaction

Reaction Groups
fervous system disorders )=l

Reported Suspected Reaction

Action tremor -
Acute disseminated encephalomyelitis
Acute motor-sensory axonal neuropathy
Ageusia

Agnosia

Agraphia

Aleathisia

Akinesia

Allodynia

Altered state of consciousness
Amnesia

Amnestic disorder

Amyloid related imaging abnormality-oedema/effusion
Anaesthesia

Anosmia

Anosognosia

Anterograde amnesia

Apallic syndrome

Aphasia

Apraxia

Arachnoid cyst

Arachnoiditis

Areflexia

Asterixis

Ataxia

Aura

Autoimmune demyelinating disease
Autoimmune encephalopathy
Autonemic nervous system imbalance
Autonomic neuropathy

Balance disorder

Basal ganglia haemorrhage

Basal ganglia infarction

Basal ganglia stroke

Basilar artery ccclusion

Basilar artery thrembosis

Bell's palsy

Bradykinesia

Brain hypoxia

Brain injury

Brain cedema

Brain stem embolism

Brain stem haemorrhage

Brain stem infarction

Brain stem stroke

Brain stem syndrome -

Age Group & Sex

Reporter Grolp

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
oK 2K 4K BK BK 10K 12K 14K 16K
Number of individual cases
B Female W Male

& Mot Specified

Healthcare
Professional g 1401

Non
Healthcare 8,659
Professional

Mot
Specified o

OK 2K 4K 6K BK 10K 12K
Number of individual cases

Fatal
Mot Recovered/Not Resolved
Mot Specified
Recovered/Resolved 9,028
Recovered/Resolved With Sequelae
Recovering/Resolving
Unknowin
0K 2K 3K ELs [-1.8 BK SK 10K

Number of individual cases




Reaction group 18:
Pregnacy, puerperium and perinatal conditions

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 18/27

36

143

53

236

<« C # dap.ema.eurcpa.eu/analytics/saw.d|l7PortalPages

Number of Individual Cases Number of Individual Cases received over time

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 MRNA VACCINE MODERNA

Reaction Groups & Reported Suspected Reaction

Reaction Groups

regnancy, puerperium and perinatal conditions

Reported Suspected Reaction

Abortion

Abortion missed

Abortion of ectopic pregnancy
Abortion spontanecus

Abortion spontaneous incomplete
Amniorrhoea

Anembryonic gestation

Arrested labour

Chorinamniotic separation
Delivery

Ectopic pregnancy

Failed induction of labour

First trimester pregnancy

Foetal death

Foetal growth restriction

Foetal hypokinesia

Gestational diabetes

Gestational hypertension
Haemaorrhage in pregnancy

High risk pregnancy

Hydrops foetalis

Hyperemesis gravidarum
Induced labour

Labour complication

Labour pain

Meonatal disorder
Oligohydramnios

Pelvic girdle pain

Placenta prasvia

Placental calcification

Placental disorder
Palyhydramnios

Postpartum haemorrhage
Pre-eclampsia

Pregnancy

Pregnancy after post coital contraception
Premature baby

Premature delivery

Premature labour

Premature rupture of membranes
Premature separation of placenta
Preterm premature rupture of membranes
Ruptured ectopic pregnancy
Second trimester pregnancy
Stillbirth

Subchorionic haemaorrhage

Age Group & Sex

Reporter Group

Outcome

(CX-024414) (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-B5 Years
More than 85 Years
a 40 80 120 160 200 240
Number of individual cases
M Female W Male @ Mot Specified

Healthcare
Professional p1o

Non

Healthcare 26
Professional

Mot
specified | ©

0 40 80 120 160 200 240
Number of individual cases

Fatal
Mot Recovered/Not Resolved
Mot Specified
Recovered/Resolved
Recovered/Resolved With Seguelae
Recovering/Resclving
Unknown 53

a 30 &0 S0 120 150 180

Number of individual cases




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

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

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in Eudravigilance for COVID-19 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

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

Pruduct issues Reaction Groups & Reported Suspected Reaction
Reaction Groups
Fatal: 0 Eroduct ssues )= Mot Specified
=
. 0-1 Month
Not recovered: 1 Reported Suspected Reaction I o
ified: = - =z 2 Months - 2 Years
Not speafned. 0 Device alarm issue s 3-11 ¥
: ey o - ears
Device connection issue =3
Recovered: 11 Device defective S 12-17 Years
. . Device dislocation 18-64 Years
Resolved with Sequelae: 0 Datice Thalfunding 2 Rl
ing: Device occlusion <
Recovermg. 0 Device physical property issue More than 85 Years
Unknown: 8 Device temperature issue 1] 2 4 5 3 10 12
Manufacturing issue A by
Product availability issue Number of individual cases
. Product colour issue B Female W Male B Mot Specified
Inlured total 20 | Product complaint
| Product physical issue
| Syringe issue
o Healthcare 12
= Professional
L
22 Hon
] Healthcare 8
£ Professional
g Not
o Specified | ©

a 2 4 6 8 i0 i2 14

Moderna 19/27 Number of individual cases

Fatal | O
Mot Recovered/Not Resolved 1
Mot Specified | O
Recovered/Resolved 1

Outcome

Recovered/Resolved With Sequelae | O
Recovering/Resolving | O
Unknown 8
a 2 4 ] 8 10 12
Number of individual cases



Reaction group 20:
Psychiatric disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 20/27

68
601

822

12
150
692

2277

£ =

Number of Individual Cases MNumber of Individual Cases received over time

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

Mumber of Individual Cases by EEA countries

Mumber of Individual Cases By Reaction Groups

Mumber of Individual Cases for a selecied 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 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

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

Bsychiatnc disorders

)~ Mot Specified

Reported Suspected Reaction

Abnormal behaviour
Abnormal dreams

Abnormal sleep-related event
Abulia

Acute psychosis

| Acute stress disorder

Affect lability

Affective disorder

Aggression

Agitation

Agoraphobia

Aleohol withdrawal syndrome
Anger

Anxiety

Apathy

Attention deficit hyperactivity disorder
Autoscopy

Behaviour disorder

| Belligerence

Bipolar I disorder

Bipolar disorder

Blunted affect

Borderline personality disorder
Bradyphrenia

Bruxism

Catatonia

Claustrophobia
Communication disorder
Completed suicide
Confabulation

Confusional state

Conversion disorder
Daydreaming

Decreased eye contact
Decreased interest

Defiant behaviour

Deja vu

Delirium

Delirium febrile

Delusion

Delusional disorder, unspecified type
Delusional perception
Depersonalisation/derealisation disorder
Depressed mood

Depression

Depressive symptom

0-1 Month

2 Months - 2 Years
3-11 Years

12-17 Years

18-64 Years

65-B5 Years

More than 85 Years

Age Group & Sex

200 400 &00

300 1,000 1,200 1,400

Number of individual cases

B Female W Male H Not Specified
o Healthcare
= Professional fi 661
o
o Non
o Healthcare 639
t Professional
=1
oy Mot |
o Specified
8] 300 600 S00 1,200 1,500 1,800
Number of individual cases
Fatal
Mot Recovered/Not Resolved
g Mot Specified
E Recovered/Resolvad
= Recovered/Resolvad With Sequelae
- Recovering/Resolving

Unknowin

[} 150 300
Number of individual cases

450 [=ala) 750 =lala)
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MNumber of Individual Cases Number of Individual Cases received over time Number 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 MRNA VACCINE MODERNA
(CX-024414) (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

Moderna 21/27

51
183

216

39
274

716

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Renal and urinary disorders )=l

Reported Suspected Reaction

Acute kidney injury -
Anuria

Atonic urinary bladder
Azotaemia

Bladder dilatation

Bladder discomfort

Bladder disorder

Bladder dysfunction

Bladder hypertrophy

Bladder outlet obstruction
Bladder pain

Bladder spasm

Choluria

Chromaturia

Chronic kidney disease
Costovertebral angle tenderness
Cystitis haemorrhagic

Cystitis noninfective

Dysuria

End stage renal disease
Genitourinary symptom
Glomerulonephntis
Glomerulenephritis acute
Glomerulonephritis membranous
Glomerulonephritis rapidly progressive
Goodpasture's syndrome
Haematinuria

Haematuria

Haemoglobinuria

Haemorrhage urinary tract
Hydronephrosis

Hydroureter

Hypertonic bladder

IgA nephropathy

Incontinence

Ketonuria

Loss of bladder sensation

Lower urinary tract symptoms
Lupus nephritis
Microalbuminuria

Micturition disorder

Micturition urgency

Mephritic syndrome
Mephrocalcinosis

Mephreolithiasis

Mephropathy -

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
o 50 100 150 200 250 300 350 400
Mumber of individual cases
B Female W Male

@ Mot Specified

Healthcare
Professional o0

Non
Healthcare 166
Professional

Mot
Specified

o oo 200 3oo 400 soo e00 Joon

Number of individual cases

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resohved
Recovered/Resalved With Sequelas
Recovering/Resolving

Unknown

[u} 50 100 i50 200 250 300
Number of individual cases



Reaction group 22:
Reproductive system and breast disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 22/27

156

127

56
84

427

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

MNumber of Individual Cases Mumber of Individual Cases received over tima Number 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 MRNA VACCINE MODERNA

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Reproductive svstem and breast disorders )~

Reported Suspected Reaction

Adnexa uteri pain -
Adnexal torsion
Amenorrhoea
Balanoposthitis

Benign prostatic hyperplasia
Breast cyst

Breast discharge

Breast discomfort

Breast disorder

Breast engorgement
Breast enlargement
Breast haematoma
Breast haemorrhage
Breast induration

Breast inflammation
Breast mass

Breast milk discolouration
Breast oedema

Breast pain

Breast swelling

Breast tenderness
Dysmenorrhoea
Endometrial hyperplasia
Endometrial thickening
Endometriosis

Erectile dysfunction
Fibrocystic breast disease
Galactorrhoea
Galactostasis

Genital burning sensation
Genital discomfort
Genital haemorrhage
Genital pain

Genital swelling

Genital ulceration
Haematosalpinx

Heavy menstrual bleeding
Hypomenorrhosa
Intermenstrual bleeding
Lactation disorder
Lactation puerperal increased
Menometrorrhaga
Menopausal symptoms
Menstrual disorder
Menstruation delayed
Menstruation irregular -

Age Group & Sex

Reporter Group

Outcome

(CX-024414) (up to 12/06/2021)

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
1B-64 Years
65-85 Years
More than 85 Years
o 50 100 150 200 250 300 350 400
Number of individual cases
B Female H Male

i Not Specified

Healthcare
Professional pos

Non
Healthcare 221
Frofessional

Mot
Specified | ©

0 40 80 120 160 200 240
Number of individual cases

Fatal | 1
Not Recovered/Not Resolved 156
Mot Specified | O
Recovered/Resolved 127
Recovered/Resolved With Sequelae 4
Recovering/Resolving 56
Unknown 24
s} 30 &80 S0 1zo0 is0 130
Number of individual cases
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Mumber of Individual Cases Mumber 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 selecied 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 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction group 23: Number of individual cases by Age Group & Sex, Reporter Group and Outcome
. . L. . Reaction Groups & Reported Suspected Reaction
Respiratory, thoracic and mediastinal disorders

Reaction Groups
Fatal: 389 sspiratory, thoracic and mediastingl disorders > Not Specified

. 0-1 Month
Not recovered: 1379 Reported Suspected Reaction i

2 Months - 2 Years

Not specified: 0 Acquired diaphragmatic eventration - 3-11 Years
Acute interstitial pneumonitis

Recovered: 1683 Acute pulmonary oedema 12-17 Years

. . Agute respiratory distress syndrome 18-64 Years
Resolved with Sequelae: 19 Acute respiratory failure 65-B5 Years

PR Agonal respiration
Recovering: 454 Allergic bronchitis More than 85 Years

Unknown: 1559 ﬁlif‘rglc cough ] 500 1,000 1,500 2,000 2,500 3,000 3,500
phonia i
Roioes Mumber of individual cases
Apnoeic attack W Female W Male i Mot Specified
5094 Apparent life threatening event
Asphyxia
Aspiration
Asthma
Asthmatic crisis
Atelectasis
Autoimmune lung disease
Bradypnoea
Bronchial hyperreactivity
Bronchial secretion retention
Bronchiectasis
Bronchopneumopathy
Bronchospasm
Bronchostenosis
Catarrh
Cheyne-Stokes respiration
Choking
Choking sensation 0 500 1,000 1,500 2,000 2500 3,000 3,500 4,000 4,500
M d 23 27 Chronic obstructive pulmenary disease Number of individual casas
O erna Chronic respiratory failure
Cough
Cystic lung disease
Diaphragmalgia
Diffuse alveclar damage
Dry throat
Dysphonia
Dyspnoea
Dyspnoea at rest Fatal
Dyyspnoea exertional Mot Recovered/Not Resolved
Dyspnoea paroxysmal nocturnal Not Specified
Emphysema
Eosinophilic bronchitis Recovered/Resolved
Epistaxis
gfusﬁ;?nggsynd rome = Recovering/Resolving
o b Unknown

Age Group & Sex

Injured total

Healthcare
Professional g 073

Non
Healthcare 1,283
Professional

Reporter Group

Mot o
Specified

Outcome

Recovered/Resolved With Sequelae

o 300 500 9S00 1,200 1,500 1,800
Number of individual cases



L {46 B dap.ema.europa.eu/analytics/saw.dll?PortalPages

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

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for COVID-19 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction group 24:

) ; Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Skin and subcutaneous tissue disorders Reaction Gronps & Reported Suspecied Reaction

Reaction Groups
Ekin and subcutaneous tissue disorders )| Not Specified
0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years

Al . 18-64 Years
e 65-B5 Years
ing: Androgenetic alopecia
Recovering: 966 Angioegdema E More than 85 Years
Unknown: 1300 Blister a 500 1,000 1,500 2,000 2,500 3,000 3,500 4,000 4,500
g:f;srb?g::re Number of individual cases
Injured total 6187 g:zs:\rpntr‘;a:};ai pruritus W Female W Male B Not Specified
Bullous haemorrhagic dermatosis
| Butterfly rash
| Circumoral oedema
Circumoral swelling
Cold sweat
Cold urticana
| Cutaneous symptom
| Cutaneous vasculitis
Decubitus ulcer
Dermatitis
Dermatitis acneiform
Dermatitis allergic
Dermatitis atopic
Dermatitis bullous
Dermatitis contact
Dermatitis exfoliative generalised
Dermatitis psoriasiform 0 500 1,000 1,500 2,000 2,500 3,000 3,500 4,000 4,500
MOderna 24/27 Dermetomyosts Mumber of individual cases
Dermatosis
Drug eruption
Drug reaction with eosinophilia and systemic symptoms
Dry skin
Dyshidrotic eczema
Ecchymaosis

Fatal: 27

Not recovered: 1665 Reported Suspected Reaction
Not specified: 0 Acne

. Acute Febrile neutrophilic dermatosis
Recovered: 2236 Acute generalised exanthematous pustulosis

Resolved with Sequelae: 20 Alopecia

Age Group & Sex

Healthcare
Professional g o0

Non
Healthcare 2,034
Professional

Reporter Group

Mok
Specified 0

Eczema
Eczema nummular Eatal
Erythema
Erythema annulare Mot Recovered/Mot Resolved
Erythema multiforme E Not Specified
Erythema nodosum 1
| Exfoliative rash i Recovered/Resolved 2,236
Granuloma annulare = Recovered/Resolved With Sequelae
Haemorrhage subcutaneous ; =
Haemorrhage subspidermal - Recovering/Resolving

Unknown 1,300
a 400 800 1,200 1,600 2,000 2,400
Number of individual cases




Reaction group 25:
Social circumstances

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 25/27

12
215

111

16
128

470

&«

Mumber of Individual Cases

c B dap.ema.europa.eu/analytics/saw.dl|?PortalPages
p P g

Number of Individual Cases received over time

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 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction Groups & Reported Suspected Reaction

Reaction Groups

[Eocial circumstances

Reported Suspected Reaction

Bedridden

Breast feeding

Cardiac assistance device user
Contraindication to vaccination
Dependence on oxygen therapy
Device dependence

Disability

Family stress

Fasting

Feeding tube user

Hearing disability

Housebound

Illiteracy

Immobile

Impaired ability to use machinery
Impaired driving ability
Impaired quality of life
Impaired work ability

Job dissatisfaction

Loss of employment

Loss of personal independence in daily activities
Menopause

QOrthosis user

Paralytic disability

Patient uncooperative

Physical disability

Refusal of treatment by patient
Refusal of vaccination

Sitting disability
| Substance use

Tattoo

Unhealthy diet

Walking aid user

Walking disability

Wheelchair user

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

18-54 Years

65-85 Years

More than 85 Years

a 50 io0 150

200 250 300 350

Number of individual cases

B Female W Male B Not Specified
Healthcare
Professional o7
Non
Healthcare B4
Professional
Not
Specified a
o 50 100 150 200 300 330 400 450
Number of individual cases
Fatal 12
Mot Recovered/Hot Resolved 215
Mot Specified | O
Recovered/Resolved 3311
Recovered/Resolved With Seguelas | 0
Recovering/Resolving 16
Unknoven 128
a 40 80 120 160 200 2a0

Number of individual cases
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Number of Individual Cases

& dap.ema.europa.eu/analytics/saw.dl?PartalPages

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

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVvigilance for COVID-19 MRNA VACCINE MODERNA
(CX-024414) (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

Moderna 26/27

37
63

75

199

344

Reaction Groups & Reported Suspected Reaction

Reaction Groups

Burgical and medical procedures )=l

Reported Suspected Reaction

Abortion induced -
Abscess drainage

Airway patency device insertion
Angioplasty

Ankle cperation

Anticoagulant therapy

Aortic valve replacement
Appendicectomy

Arteriovenous fistula operation
Axillary lymphadenectomy

Bed rest

Bilevel positive airway pressure
Bladder catheterisation

Breast operation

COVID-19 immunisation
Caesarean section

Cancer surgery

Cardiac ablation

Cardiac operation

Cardiac pacemaker insertion
Cardioversion

Catheter placement

Central nervous system stimulation
Cerebral endovascular aneurysm repair
Chemotherapy

Chaolecystectomy

Colectomy

Coronary artenal stent insertion
Coronary artery bypass
Craniotomy

Debridement

Decompressive craniectomy
Dnalysis

Electrocauterisation

Emergency care

Endarterectomy

Endotracheal intubation

Enteral nutrition

Evyelid cyst removal

Foot operation

Gallbladder operation
Gastrointestinal disorder prophylaxis
Gastrointestinal tube insertion
Gastrostomy

Haematoma evacuation
Haemodialysis -

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 30 &80 S0 1320 150 180
Number of individual cases
B Female W Male

@ Mot Specified

Healthcare
Professional p1°

Non
Healthcare 61
Professional
Mot
Specified o
o 50 100 150 200 250 300 350
Number of individual cases

Fatal 37
Mot Recovered/Not Resolved 63
Mot Specified | 0
Recovered/Resolved 75
Recovered/Resolved With Sequelae | 1
Recovering/Resolving 6
Unknown 199
0 40 80 120 160 200 240
Number of individual cases
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Number of Individual Cases

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

Number of Individual Cases received over time Number of Individual Cases by EEA countries 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 MRNA VACCINE MODERNA
(CX-024414) (up to 12/06/2021)

Reaction group 27:
Vascular disorders

Fatal:

Not recovered:

Not specified:
Recovered:

Resolved with Sequelae:
Recovering:

Unknown:

Injured total

Moderna 27/27

137
802

1097
14
300
899

3112

Reaction Groups & Reported Suspected Reaction

Reaction Groups

frascular disorders )~

Reported Suspected Reaction

Accelerated hypertension -
Ansurysm

Aneurysm ruptured
Angiopathy

BAortic aneurysm

Aortic aneurysm rupture
Aprtic arteriosclerosis
Aprtic dilatation

Aprtic dissection

Agrtic embolus

Agrtic occlusion

Agrtic stenosis

Agrtic thrombosis

Aprtitis

Arterial disorder

Arterial haemorrhage
Arterial occlusive disease
Arterial rupture

Arterial stenosis

Arterial thrombosis
Arteriosclerosis
Arteriovenous fistula
Artery dissection

Axillary vein thrombaosis
Behcet's syndrome

Blood pressure fluctuation
Blood pressure inadequately controlled
Bloody discharge

Blue toe syndrome
Brachiocephalic vein thrombosis
Capillary fragility

Capillary leak syndrome
Circulatory collapse
Cyanosis

Deep vein thrombosis
Diastolic hypertension
Distributive shock

Dry gangrene

Embolism

Embolism arterial
Embslism venous
Essential hypertension
Extravasation blood
Fibromuscular dysplasia
Flushing

Giant cell arteritis -

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
o 300 600 soo 1,200 1,500 1,800 2,100
Mumber of individual cases
B Female W Male

B Mot Specified

Healthcare
Professional 04

MNon

Healthcare 825
Professional

Mot
Specified o

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

Fatal

Mot Recovered/Not Resolved

Mot Specified

Recovered/Resaolved
Recovered/Resolved With Sequelae
Recovering/Resolving

Unknown

a 200 400 600 800 1,000 1,200
Number of individual cases



Moderna Total

Total Fatal: 4050

Total injured: 117177



