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Eupwnaikn Baon dedopevwv avapopwyv
nNiI8avoAoyouHEVWY aveniBUPNTWV EVEPYEIWV PAPHAKWV
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Yo dpoug éykpion Twv eRBoAiwv

Kat yo ta 4 epBoAta Covid 19 mou SatiBevrat otnv
EE €xeL xopnynBel adela kukAodopiag umd 6poug
yla éva €tog amo tov Eupwraiko Opyaviopd
Qappakwyv (EMA). OL kavoveg yu' autd
niep\apPBavouy ta g€ng:

- £Qv 10 0deNog and tnv dueon StabeoudTnTa ToUu
dappakou avtotaOuiletl tov kivduvo amd Ayotepo
ekteTapéva dedopéva amo autd nou Ba

QIOUTOUVTAV KAVOVIKA

- BeTkn ox£on odpElouc-kvSUvou Tou TPoiovTog,
SnAadn to 6delog yla tn dnuooia vyeia and tnv
apeon SlabeopodtnTa Tou GapuUAKoU aTNV ayopd
avtiotadpilel toug KvdUvoug Aoyw tng
T(POYPAUUATIOUEVNC UTIOBOANG MEPALTEPW OTOLXELWV
- o umoyndlog umoBaret MARpPN otolyela os
LLETOVEVECTEPO OTASL0

Avadopd kat kataypodn UMONTWY MEPLOTUTIKWY
KOlL ETUWITAOKWYV TOU EUBOALACHOU

H avadopd UTIOTTWY AVEMLOUUNTWY EVEPYELWV
yivetat cuviBwg amod ylatpoug 1 papuakomnololg.
Mrtopouv emtiong va avadepBouv ansubeiag anod
Toug a.oBeveig pe Stadopoug Tpomouc. 2tnv EAAGSa,
n appddla apxn yla tnv mopakoAolBnon eivat o
EOD.

ErutAéov, ta EAANvika Sedopéva StaPipalovrat
otov Eupwrnaikd Opyavioud Qapudkwy, o onoiog
OUYKeVTPWVEL Ta dedopéva OAWY TwV EVPWTTATKWY
apxwv Gpappakwyv otn Sikr Tou Bacn SeSopévwy
otn 8teBuvon www.adrreports.eu.

Anotipnon tng Baonc Sedopévwv tou EMA
OmoloodAMOTE UMOPEL VO EDEUVACEL TLG
TIOAVOAOYOUEVEG QVETILOUUNTEG EVEPYELEG TIOU
£€xouv avagdepbel otov iblo tov EMA otn dievBuvon
www.adrreports.eu. ' To 6Komo auTo eival
anapaitnta ta akoAouBa Bruata:

1) Metapeite otn SievBuvon
https://www.adrreports.eu/de/search_subst.html,
arnodeyteite to disclaimer pe "ok".

2) Kavte KAk oto ypauua "C

3) MetakivnBeite mpog Ta KATw oTIS akOAouBeg 4

KOTAXWPNOELG:

EBYEB-19 MRNA VACCINE MODERNA (CX-024414)

COVID-19 MRNA VACCINE PFIZER-BIONTECH (TOZINAMERAN)
COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)

COVID-19 VACCINE JANSSEN (AD26.COV2.S

4) Kavte KAk oto emBupuntd eppoALo -->
eudavitovral S1adopeg EMOKOMNOELS YL
agloloynon

5) OAEG OL LEUOVWEVEG TTEPUTTWOELG HLAG
CUYKEKPLUEVNC Katnyoplag urmopolv va kKAnBouv
HEPOVWUEVA oTnV KapTéAa "Line Listing" kat
propouv eniong va e€ayBouv, m.x. oto Excel, 6mou
umopouv va dLAtpapLotolv Kat va aflodoynbouv
TEPALTEPW.

MAnpoétnta tTwv avadopwv

Extipudral 6t ta mocootd avadopdg eivat povo
niepinou €€L ToLg eKaTO Yo OAEG TIG QVETIBUUNTEC
avTLOpACELS GOPUAKWY KoL TIEVTE £WC SEKA TOLG
£KOTO YLO TG cOPapEC avermBUunTeg avtldpaoelg
dapUaKwY.

Oa MpEmneL miong vo onUelwBel oTL uTtapXEL
onuoavtiky kaBuotépnon otnv uTtoPoAr ekB£cswy,
16lwg oTIg EKBECELG TWV EBVIKWV apXWV TPOC ToV
EMA.

‘Yrontot Oavatol petd anod euBoAlacuolg KATA ThG
Covid

Ol akOAouBec oehibeg epléxouv ONQ TA TTEPLOTATIKA
mou dnuootevBnkav yla ta téoospa epPoiia Covid-
19 otn Baon dedopévwy Tou EMA yia oAOKANpN TNV
niepiodo pgxpt kat tg 09.10.2021

yla Ta omotia ta "AnoteAéopata - Kpueripla
coBapdtntag” tooduvapoly pe «Bavator.
Mrmopeite va eAéyEete KAOE HEUOVWHEVN
Kataxwpnon otn Alota ansuBeiag otov EMA: Oa
Bpeite évav kwbko QR yla kabe ypauun
(avadopa/nepintwon/dtopo) und tov titho "ICSR
Form" kaB@w¢ kat évav ouvdeopo pe Suvatotnta KALK
LLE TOV oTtolo pmopeite va KateBAoeTe TV avtiotown
£€kBeon avwvupoa ansuBeiag wg PDF amo tov EMA.
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‘Ohata §-Noudié Odvartol Odvaror-Nabid

Ohata

Nnyn: Paul-Ehrlich-Institut (DB-UAW 31.12.2020/ Sicherheitsbericht 31.08.2020)

BioNTech AstraZeneca Moderna Janssen Juvoho
AplBpog 425.766.347 67.814.642 60.613.246 | 15.093.951 | 569.288.186
epporiwv
Nekpol 7.785 3.461 3.988 670 15.904
AmtelAn yla T 9.317 7.331 4.402 1102 22.152
lwn
Napatetapévn 41.768 24.900 19.213 3732 89.613
TLOPOLOVT| OTO
VOOOKOELD
Avannpieg 17.109 22.695 5.610 1096 46.510
SoBapéc 187.488 196.679 60.512 10.763 455.442
TIOPEVEPYELEG
‘Oleg ot 485.823 390.119 132.122 30.712 1.038.776
TIEPUTTWOELG UE
TIOPEVEPYELEG

Agdopéva: 09.10.2021 Mnyn: ECDC

gap.ecdc.europa.eu/public/extensions/COVID-19/vaccine-tracker.html




Filtered by " Seriousness Criteria”: " Resultsin Death"
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
% 5021-10- Non i/[onths COMIRNATY [TOZINAMERAN] (S- COVID-19
1 EU-EC- 07 Healthcare EEA ) Female |Foetal hypokinesia (n/a - Fatal - Results in Death), Limb malformation (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10010254138 ) Professional Vears Transplacental])
Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - Fatal -
2 2021-10-Healthcare Non EEA 12-17 Male  |Results in Death, Caused/Prolonged Hospitalisation), Intestinal ischaemia (n/a - Fatal - Results in Death), Ventricular COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 07 Professional Years P . " immunisation - Not applicable - [n/a - n/a - n/a])
10010245981 | 3 fibrillation (0d - Recovered/Resolved - Other Medically Important Condition)
m b ADAMTSI13 activity decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
i : Coagulopathy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - ME
3 BU-EC- ] » 3221-10- I[;l:(?tl'gslsci?)rgal EEA lYi;er Female [Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in mﬁﬁ;ﬁ g(gilNlicable I n/] zf ;]/2(?\‘/]1/15)19
10010236495 Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results PP
in Death, Life Threatening, Caused/Prolonged Hospitalisation)
Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Anaemia (n/a - Fatal -
Results in Death), Back pain (n/a - Unknown - ), Bone marrow failure (n/a - Fatal - Results in Death), Cardiogenic shock
(n/a - Fatal - Results in Death, Other Medically Important Condition), Critical illness (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dizziness (n/a - Not Recovered/Not Resolved -
Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Fatigue
. (n/a - Unknown - ), Haemoglobin decreased (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
m b i Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Fatal -
4 1 (2021-10-|Healthcare Non EEA 12-17 Female Results in Death, Other Medically Important Condition), Hypoaesthesia (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : 05 Professional Years Caused/Prolonged Hospitalisation), Hypoxia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
10010227097 Hospitalisation), Pain in extremity (n/a - Unknown - ), Paraesthesia (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation), Red blood cell abnormality (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation), Seizure (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Somnolence (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Syncope (n/a - Not
Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a -
Unknown - Other Medically Important Condition), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results in Death
Other Medically Important Condition)
; Non
& (2021-10- 12-17 . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . S .
5 EUEC. |2 05 ?eai‘thc'are | EEA Vears Female |Sudden death (n/a - Fatal - Results in Death) mmumisation - Not applicable - [/a - n/a - n/a)
10010217879 rolessiona
lidkorscg ’AXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
Fer (2021-10-|Non 0-1 . ) B . . ) B . . B _ |VAXZE D-19 V/ El
6 BULEC. S Healthcare EEA Nonth |[Male Ascites (r}/a Fatal w), Brain oedema (n/a F'atal Results in Death), Foetal malformation (n/a - Fatal (CHADOXI] NCOV-19)] (S- COVID- 19 immunisation
i . Results in Death), Mitral valve atresia (n/a - Fatal - Results in Death) .
10010215836 Professional - Not applicable - [n/a - .5mL - Transplacental])
Qr _scail ME
7 2021-10- |Healthcare EEA 0-1 Female Hypoxic-ischaemic encephalopathy (n/a - Fatal - Results in Death), Neonatal anoxia (n/a - Fatal - Results in Death), mﬁﬁgﬁ g()otzfamlicable ) [1] d(-Sl_ {%;\}/[_D-lg
EU-EC- 104 Professional Month Neonatal multi-organ failure (n/a - Fatal - Results in Death) Intramuscular]) PP
10010210329 - 4
Elick or scall | it Non SPIKEVAX [COVID-19 MRNA VACCINE
8 2021-10- Healthcare EEA 12-17 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (n/a - Unknown - Other MODERNA (CX-024414)] (S- COVID-19
EU-EC- - L3y |04 Professional Years Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10010206309| =3 ' rofessiona Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010215836&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010210329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010206309&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 2 of 1647

Primary
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# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: Non
= (2021-10- 12-17 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
R - ) . S .
? EU-EC- L3 |01 Eﬂzg;fg Al Non EEA Years Male |Cardiomegaly (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10010194286 n:
; Cerebral haemorrhage (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important SPIKEVAX [COVID-19 MRNA VACCINE
1 (2021-10- [Healthcare 12-17 i . . R . MODERNA (CX-024414)] (S- COVID-19
10 . Non EEA Male  |Condition), Cerebral ventricular rupture (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically . o .
EU-EC- 101 Professional Years fmportant Condition) immunisation - Not applicable - [1d - 1{DF} -
10010193681 fportant L-ondition Intramuscular])
o | COMIRNATY [TOZINAMERAN] (S- COVID-19
: i 2021-09- |Healthcare 12-17 immunisation - Drug withdrawn - [n/a - 1{DF} -
11 : . EEA Female [Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) Intramuscular]), [ETHINYLESTRADIOL,
EU-EC- |t 30 Professional Years )
10010180043 LEVONORGESTREL] (S - Contraception - Drug
withdrawn - [n/a - 21 {DF} - Oral])
— Non
2 2021-09- Healthcare EEA 0-1 Not Foetal exposure during pregnancy (n/a - Fatal - Results in Death, Congenital Anomaly), Limb malformation (n/a - Fatal- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 29 . Month  |Specified Results in Death, Congenital Anomaly), Limb reduction defect (n/a - Fatal - Results in Death, Congenital Anomaly) immunisation - Not applicable - [1d - n/a - n/a])
10010171330 Professional
Elick or scad
2021-09- | Healthcare 12-17 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . S
13 EU-EC- 29 Professional EEA Years Male |Pulmonary oedema (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10010166958
Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged
i) : Hospitalisation, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged
i 2021-09- Non 12-17 Hospitalisation, Other Medically Important Condition), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), |COMIRNATY [TOZINAMERAN] (S- COVID-19
14 BU-EC- h 27 Healthcare Non EEA Vears Male  |Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary sepsis (n/a - Fatal - Results |immunisation - Not applicable - [n/a - n/a -
10010135084] 1 i 2 Professional in Death, Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically Intramuscular])
: Important Condition), Septic shock (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (0d -
Recovered/Resolved - Caused/Prolonged Hospitalisation)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-09- |Healthcare 12-17 L L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
15 EU-EC- 4 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010127333 - n/a - Intramuscular])
Elickcor scad | ;= 5021-09- Non 12-17 Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S- Immunisation -
16 Healthcare EEA Male  |Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia
EU-EC- 22 : Years N n/a- [n/a-n/a-n/a])
! Professional (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
10010093552;
Blick or scal | 5= 2
17 2021-09- |Healthcare EEA Months {Not Foetal exposure during pregnancy (14d - Fatal - Results in Death), Heart disease congenital (14d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 7 20 Professional -2 SpecifiedDeath) immunisation - Not applicable - [n/a - n/a - n/a])
10010073173 ity Years
i Non
18 1 (2021-09- Healthcare Non EEA 12-17 Male Circulatory collapse (n/a - Fatal - Results in Death, Other Medically Important Condition), Respiratory failure (n/a - Fatal - | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 16 . Years Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010027057 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010180043&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010171330&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010166958&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010135084&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010127333&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010093552&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010073173&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010027057&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 3 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
al (2021-09- Healthcare 12-17 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) :
Y1 puEC 15 |Professional [NONEEA vy |Female: |Cercbrovascular accident (1d- Fatal - Results in Death (CHADOX1 NCOV-19)] (S- /a - Not applicable - [1d
10010010062 ] - n/a - Intramuscular])
2021-09- |Healthcare 12-17 AME] - -
20 | BUEC £ 15 Professional |EEA Years |Male [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) ﬁ%ﬁﬁggﬁn}]wﬁm}) (S- COVID-19
10010009963
2021-09- | Healthcare 12-17 o L . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
21 BU-EC- 15 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1/a - /a])
10010007112
i || ! Non .
i (2021-09- 0-1 Not Anencephaly (n/a - Fatal - Results in Death, Congenital Anomaly), Maternal exposure before pregnancy (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [78d
22 Healthcare EEA . .
EU-EC- 14 Professional Month |Specified Results in Death) - n/a- n/a])
10009989870
: Non
2l 2021-09- 12-17 . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
23 EU-EC- 10 Eeallvthqare | EEA Vears Male  [Pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10009961040 rofessiona
A [2021-09- |Healthcare 12-17 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
X : - - ) . S
24 EU-EC- 02 Professional EEA Years Male  \Septic shock (26d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10009864895
2F (2021-09-|Healthcare 12-17 . . ) . COMIRNATY [TOZINAMERAN] (S - COVID-19
25 EU-EC- o1 Professional EEA Vears Male  |Leukaemia (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
10009860999
2021-08- |Healthcare 12-17 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: Sudden - - ) . S .
26 EU-EC- o |27 Professional EEA Years Male death (1d - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10009819192
Klick or scal |;
2021-08- | Healthcare 12-17 . . . o COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - X - -
27 EU-EC- 57 Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation) na - [n/a- /a - n/a])
10009817992
Non
% 2021-08- 12-17 . " . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
28 EU-EC- ! 57 Hea]thqare Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10009815542 Professional
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diet refusal (n/a - Fatal - Results in Death,
5 Caused/Prolonged Hospitalisation), Emotional distress (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
=  5021-08- Non Months Exposure via breast milk (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Failure to thrive (n/a - Fatal - | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
29 EU-EC- 2% Healthcare Non EEA | 5 Male  [Results in Death, Caused/Prolonged Hospitalisation), Hepatic enzyme increased (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a -
10009800757 1 Professional Vears Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rash (n/a - | Transmammary])
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation)
Elickorscad | G2 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
30 L[ 2021-08- Healthcare Non EEA 0-1 Not Foetal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Hydrocephalus (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- .24 'f..t 5 (25 Professional Month |SpecifiedResults in Death, Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10009789688 Eta Ty - n/a - Transplacental])
%
Ak (2021-08-|Healthcare 12-17 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
31 EU-EC- = 20 Professional |0 Years |Female [Arrhythmia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a))
10009749988 i
i) Disseminated intravascular coagulation (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged
1) Hospitalisation), Multiple organ dysfunction syndrome (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged ME s
32 EU-EC. il 5321_08_ Ere;lg;;iir:al EEA :(i:rz Male  |Hospitalisation), Pulmonary haemorrhage (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged 1?/(354%1]1{/]:?;?]()][3}:(—)%}:]]) RAN] (8- Immunisation -
10009747324] 28 L Hospitalisation), Pyrexia (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Septic shock
bk (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
Non
12021-08- 12-17 . " . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
33 EU-EC- T [0 E:allvthciars | Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10009743215 i olession
. 2021-08-|Healthcare 1217 COMIRNATY [TOZINAMERAN] (S~ COVID-19
34 . EEA Female |Cardiac arrest (1d - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- o 12 Professional Years Tntramuscular])
10009668305
35 2021-08- lltllgglthcare Non EEA 0-1 Not Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), ﬁﬁgﬁ%&zoﬁgﬁﬁfﬁﬁwng: COVID-19
EU-EC- ; 09 . Month  |SpecifiedPremature baby (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) PP
Professional Transplacental - More in ICSR])
10009631536
: ¥ 12021-07-[Non 12-17 TOZINAMERAN [TOZINAMERAN] (S - COVID-19
36 ; Healthcare ~ [Non EEA Male  |Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) . e .
EU-EC- 29 : Years immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10009528413
klickcor scad |;
37 2021-07-|Healthcare EEA 0-1 Male Antibody test abnormal (n/a - Fatal - Results in Death), Isoimmune haemolytic disease (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- L3 12 Professional Month Rhesus antibodies positive (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10009340528 ]
Non COVID-19 MRNA VACCINE MODERNA (CX-
18 2021-07- Healthcare Non EEA 12-17 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Product administered to patient of 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 09 Professional Years inappropriate age (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
10009321122 f Unknown - [n/a - 1{DF} - Unknown])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2021-07-|Healthcare 0-1 (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
39 EUEC. |- 09 Professional EEA Month Male  |Growth retardation (n/a - Fatal - Results in Death), Premature delivery (n/a - Fatal - Results in Death) - Not applicable - [n/a - 1 {DF} - Transplacental]),
10009320743 [ATENOLOL, ATENOLOL BP] (S- Cardiac valve
disease - Not applicable - [n/a - n/a - Oral])
: Non
al 2021-07- 12-17 Cardiomegaly (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Pericardial effusion (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
40 h Healthcare Non EEA Male A . L .
EU-EG |y 08 Professional Years Results in Death) immunisation - Not applicable - [1n/a - n/a - n/a])
10009305404 : rolessiona
Rlick or scal T 02106 | Healthcare 01 COMIRNATY [TOZINAMERAN] (S - COVID-19
41 . EEA Female |Foetal death (n/a - Fatal - Results in Death), Generalised oedema (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EG- | g8 3130 Professional Month T lacental])
10009213103 ranspracen
s L, Non 2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
£ =1 2021-06- Healthcare Non EEA Months Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Maternal exposure during breast feeding (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 30 Professional -2 Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10009206279 Years - n/a - Transmammary])
COVID-19 (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Chills (n/a - Not Recovered/Not
L ol H 3 ) ici - - i £ i - =)
X Non R‘.asolved ), Completed suicide (n/a - Fatal - Results in Death) Decreased appetite (n/a - Not Recovered/Not Resplved ). TOZINAMERAN [TOZINAMERAN] (S- COVID-19
4 i (2021-06- Healthcare  |Non EEA. 12-17 Male Diarrhoea (n/a - Not Recoyered/Not Resolved - ), Drug ineffective (n/a - Ngt Recovered/Not Resolved - Other Medically immunisation - Not applicable - [n/a - /a -
EU-EC- 24 Professional Years Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - ), Feeling abnormal (n/a - Not Recovered/Not Resolved - Intramuscular - More in TCSR])
10009129480 ), Headache (n/a - Not Recovered/Not Resolved - ), Hypersomnia (n/a - Not Recovered/Not Resolved - ), Illness (n/a - Not
Recovered/Not Resolved - ), Lethargy (n/a - Unknown - ), Pain in extremity (n/a - Unknown - )
Elickcor sead | 7 2021-05- | Healthcare 0-1 Death (n/a - Fatal - Results in Death), Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
44 BU-EC- s 28 Professional Non EEA Month Male  [Medically Important Condition), Meconium aspiration syndrome (n/a - Unknown - Other Medically Important Condition),  |immunisation - Not applicable - [1d - n/a -
10008822508 £ Premature baby (n/a - Unknown - Other Medically Important Condition) Transplacental - More in ICSR])
Elickcor scal 1 2021-05- | Healthcare 0-1 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
45 : EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC |: 11 Professional Month Wa - n/a])
10008609552 ha-na
COMIRNATY COVID-19 MRNA VACCINE
- 5021-05-| Healthcare 12-17 Cardiac arrest (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
46 h : EEA Male  |Pulmonary embolism (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S
EU-EC- 06 Professional Years - . .
;_] Condition) - Immunisation - Not applicable - [n/a - .3mL -
10008557015
Intramuscular])
gk or scal : COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-04- |Healthcare 12-17 . . T 024414) [COVMID-19 MRNA VACCINE MODERNA
71 puec |f 130 Professional |NOM EEA |y  [Female |Cardiac arrest (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008490019 applicable - [n/a - 1{DF} - Unknown])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Arterial thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Balance disorder (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral palsy (n/a - Fatal - Results in Death,
o |! i Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
[ 2021-10-| Healthcare 18-64 Deep vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in  |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
48 EU-EC- 08 Professional EEA Years Male  |Death, Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10010267782| & Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |- n/a - Intramuscular])
Impaired self-care (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Indifference (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important
Condition), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sudden death (n/a - Fatal -
Results in Death), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Asthenia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Cardiac tamponade (n/a - Fatal - ME
49 2021-10- |Healthcare Non EEA 65-85 Male Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), gﬁgﬁ:ﬁgﬁ g(gzallNlicable i [1] d(_SI;/?VlD-w
EU-EC- 08 Professional Years Pericardial effusion (n/a - Fatal - Results in Death), Physical deconditioning (n/a - Fatal - Results in Death), Pulseless Intramuscular]) PP
10010267704 ; electrical activity (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death)
Elick or sea) 1 2021-10-| Healtheare 65-85 Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia COMIRNATY [TOZINAMERAN] (S- COVID-19
50 : Non EEA Male |aspiration (n/a - Fatal - Results in Death, Other Medically Important Condition), Volvulus (n/a - Fatal - Results in Death, |. P .
EU-EC- 5 08 Professional Years . - immunisation - Not applicable - [n/a - n/a - n/a])
i ; Other Medically Important Condition)
10010267574
Elick or sca |
51 2021-10- Healthcare EEA 65-85 Female Arthralgia (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- i 08 Professional Years Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10010267572,
Asthenia (21d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (21d - Fatal - Results in
2021-10- N0 More Death, Caused Prolonged Hospitalisation), Malaise (21d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), | rrsee iy LCOVID-I9 VACCUNE ASTRAZENECA
52 Healthcare EEA than 85 (Male 7 . - - - . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- : 08 Professional Vears Pyrexia (21d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory distress (21d - Fatal - Results in ~ |* Not applicable - [n/a - .SmL_ - Intramuscular])
10010267508 : Death, Caused/Prolonged Hospitalisation) PP :
m - Anger (n/a - Fatal - Results in Death, Life Threatening, Disabling), Bipolar disorder (n/a - Fatal - Results in Death, Life
o 20211000 oo (1864 | [Threatening Disabling Other Medically Important Conition). Completed sicide (n/a - Fatal - Results in Death, Life %ﬁgﬁwogoﬁgﬁgmw - VD15
EU-EC- 08 Professional Years Threatening, Disabling, Other Medically Important Condition), Hostility (n/a - Fatal - Results in Death, Life Threatening, Intramuscular]) PP
10010267302| § Disabling), Personality change (n/a - Fatal - Results in Death, Life Threatening, Disabling)
O More
2 12021-10- Healthcare . . COMIRNATY [TOZINAMERAN] (S- COVID-19
54 EU-EC- |73 08 Professional | o™ FEA g}an 85 [Female (Respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10010267299 cars
1) 2021-10- | Healthcare 18-64 Cerebellar infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
55 . Non EEA Male  |Condition), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [n/a - n/a -
EU-EC 08 Professional Years TImportant Condition) Intramuscular])
10010266993 mp
56 2021-10- EZ:] thearc Non EEA Not Female Abdominal pain upper (n/a - Unknown - ), Aortic aneurysm rupture (n/a - Fatal - Results in Death), Loss of consciousness |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- . 08 : Specified (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010266989 Professional
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Blood pressure decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
= i 2021-10- | Healthcare More Medically Important Condition), Discomfort (n/a - Unknown - ), Hyperhidrosis (n/a - Unknown - ), Metabolic acidosis (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
57 EU-EC- : 08 Professional Non EEA  |than 85 |Female |Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (n/a - Unknown |immunisation - Not applicable - [n/a - n/a -
10010266893 ; Years -), Physical deconditioning (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Respiratory failure (n/a - Fatal - Results in Intramuscular])
: Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
:
31 2021-10- | Healthcare 65-85 . L TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - - X - -), - - . i .
58 EU-EC- T 08 Professional Non EEA Vears Male  [Death (n/a - Fatal - Results in Death), Immunisation (n/a - Unknown - ), Off label use (n/a - Unknown - ) mmmisation - Not applicable - [/a - n/a - n/a)
10010266892
% 12021-10-Healtheare More TOZINAMERAN [TOZINAMERAN] (S - COVID-19
59 BU-EC- 08 Professional Non EEA glan 85 |Female |Renal failure (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010266880 cas
a— : 2021-10-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
60 o : EEA than 85 [Female |Cholangitis acute (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- : 08 Professional Vears Intramuscular])
10010266814
Elickcor scal 1) Non COMIRNATY [TOZINAMERAN] (S- COVID-19
£ 2021-10- 65-85 Asthenia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal - . N .
61 X Healthcare EEA Male A e immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 08 . Years Results in Death, Caused/Prolonged Hospitalisation)
Professional Intramuscular])
10010266810
o % 12021-10- Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
62 . EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 08 Professional Years Tntramuscular])
10010266765
Elick or scal Fall (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), General physical health
2021-10- Non 65-85 deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S- COVID-19
63 Healthcare EEA Female Lo . " immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- : 08 : Years Herpes zoster (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
7. Professional Intramuscular])
10010266757
2021-10-|Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
64 BU-EC- 08 Professional EEA Vears Male  [Obstructive airways disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) imtnumisatti‘;)n - Not applicable - [1d - 1{DF} -
10010266720/} ntramuseular])
— 2021-10-|Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
65 : EEA Male  |Venous thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- |7 08 Professional Years - Not applicable - [n/a - 1{DF} - Intramuscular])
100102667133 PP
COVID-19 VACCINE (AD26.COV2-S
[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
[ JANSEN (ADQ6CO\QF)] (IS— COVID-19
% |5021-10- | Healthcare 65-85 immunisation - Not applicable - [1d - .5mL -
66 EU-EC- b (s Professional EEA Vears Male  [Death (1d - Fatal - Results in Death) Intramuscular]), ZYPREXA 5 MG COATED
10010266696| 3 5 TABLETS[OLANZAPINE] (S - Depression - Not
applicable - [n/a - Smg - Oral]), [VENLAFAXINE,
'VENLAFAXINE HYDROCHLORIDE] (S - Depression
- Not applicable - [n/a - 150mg - Oral])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- COVID-19 VACCINE (AD26.COV2-S
i 5021-10- Non 65-85 [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
67 . Healthcare EEA Male |Cardiac arrest (1d - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- COVID-19
EU-EC- 08 . Years . o ;
i Professional immunisation - Not applicable - [1d - n/a -
10010266683 :
Intramuscular])
: COMIRNATY [TOZINAMERAN] (S- COVID-19
1 2021-10- | Healthcare 65-85 L . . ) S .
68 : EEA Male |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- : 08 Professional Years Int dar])
10010266680] T3 nlramuserar
o | B COVID-19 MRNA VACCINE MODERNA (CX-
i 23 (2021-10- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . .
9 | pupc | & 08 Professional | CA Years |Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10010266645 applicable - [1d - 1{DF} - Intramuscular])
oLl i 5021-10-|Healthcare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
70 : : EEA Female |Anaplastic thyroid cancer (n/a - Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 08 Professional Years Intramuscular])
10010266615
Qr _scail
%, [2021-10- Healthcare 18-64 , , ” COMIRNATY [TOZINAMERAN] (S - Immunisation -
71 EU-EC- : |08 Professional |EEA Years |Male  |Cerebral haemorrhage (1d - Fatal - Results in Death, Other Medically Important Condition) Not applicable - [n/a - n/a - Intramuscular])
10010266569
Arteriosclerosis coronary artery (n/a - Unknown - Results in Death, Other Medically Important Condition), Cardiac
hypertrophy (n/a - Unknown - Results in Death, Other Medically Important Condition), Cerebral venous thrombosis (n/a - |COVID-19 VACCINE (AD26.COV2-S
7 2021-10-|Healthcare EEA 65-85 Male Unknown - Results in Death, Other Medically Important Condition), Coronary artery thrombosis (n/a - Fatal - Results in [[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- i 3% |08 Professional Years Death, Other Medically Important Condition), Heparin-induced thrombocytopenia test positive (n/a - Unknown - Results  [JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10010266528 i in Death, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically  |applicable - [n/a - n/a - Unknown])
Important Condition)
: Cardiac failure (n/a - Fatal - Results in Death), Eyelid haematoma (n/a - Unknown - ), Fall (n/a - Unknown - ), Haemorrhage ME
73 1202 1-10- Healthcare Non EEA 65-85 Female subcutaneous (n/a - Unknown - Other Medically Important Condition), Orbital swelling (n/a - Unknown - ), Oxygen saturation mm}?gﬁglz [I:Ir(gZaINlicable i n/] S —3CrIn)LVfD19
EU-EC- 3% |08 Professional Years decreased (n/a - Unknown - Other Medically Important Condition), Pulmonary congestion (n/a - Unknown - Other Medically Intramuscular]) PP i
10010266022 ; Important Condition), Pyrexia (n/a - Unknown - ), Swelling (n/a - Unknown - )
i s 2021-10- Non Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
74 FUEC |3 08 Healthcare ~ [Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10010266014
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
A 2021-10- | Healthcare 65-85 . . . - - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
75 EU-EC- 08 Professional Non EEA Vears Female |Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10010265639 n/a - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
': Non Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral thrombosis (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-10-|Health 18-64 T ; - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
76 : calthcare Non EEA Female |Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Pyrexia (n/a - Recovered/Resolved - ), o
EU-EC ~|08 Professional Years Thrombocytopenia (n/a - Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (8 - Immunisation - Not
10010265635 applicable - [n/a - n/a - Intramuscular])
Elick or scal |;
2021-10-[N" 18-64 COVID-19 (4d - Fatal - Results in Death, Cawsed/Prolonged Hospitalisation), Vaccination failure (4d - Fatal - Results in | oo ook [COVID- 19 MRNA VACCINE
77 Healthcare ~ |EEA Male S1n 1 MODERNA (CX-024414)] (S- n/a - n/a - [n/a - 2{DF}
EU-EG- | g& 08 Professional Years Death, Caused/Prolonged Hospitalisation) wa))
10010265524| =2 rofession e
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
78 & |2021-10- |Healthcare Non EEA 18-64 Male Cardiac arrest (1d - Fatal - Results in Death), Myocardial ischaemia (n/a - Not Recovered/Not Resolved - Other Medically |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | E = |08 Professional Years Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010265381 - Not applicable - [n/a - n/a - Intramuscular])
C-reactive protein increased (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Death (n/a - Fatal -
b Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Feeling
79 2021-10- |Healthcare EEA 65-85 Male cold (n/a - Fatal - Results in Death), Gastrointestinal haemorrhage (n/a - Fatal - Results in Death), Headache (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : 08 Professional Years Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Oxygen saturation |immunisation - Not applicable - [n/a - n/a - n/a])
10010265185 decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Skin discolouration (n/a - Fatal -
Results in Death)
: COVID-19 VACCINE JANSSEN (AD26.COV2.S)
80 l (2021-10-|Healthcare Non EEA 65-85 Female Asthenia (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in Death), Facial paralysis (n/a - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- | ZE L3 |08 Professional Years Results in Death) Product used for unknown indication - Not applicable -
10010265064 [n/a - n/a - Intramuscular])
Elickor scal |7 : COVID-19 VACCINE ASTRAZENECA (CHADOX
3 A (2021-10-|Healthcare 18-64 . . . e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
81 BUEC |5 08 Professional |NOMEEA [0 [Male  |Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010264635 - n/a - Intramuscular])
i Non
82 3 2021-10- Healthcare EEA 65-85 Female |General physical health deterioration (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [1d-
EU-EC- - 08 : Years n/a - n/aJ)
10010264519 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010265635&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010265524&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010265381&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010265185&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010265064&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010264635&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010264519&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 10 of 1647

Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Alanine aminotransferase increased (n/a - Unknown - ), Albumin globulin ratio decreased (n/a - Unknown - ), Altered state of
consciousness (n/a - Fatal - Results in Death), Angina pectoris (n/a - Fatal - Results in Death, Other Medically Important
Condition), Aspartate aminotransferase increased (n/a - Unknown - ), Blood alkaline phosphatase increased (n/a - Unknown -
), Blood creatine increased (n/a - Unknown - ), Blood glucose increased (n/a - Unknown - ), Blood lactate dehydrogenase
increased (n/a - Unknown - ), Blood potassium increased (n/a - Unknown - ), Blood pressure immeasurable (n/a - Unknown - ),
Blood urea increased (n/a - Unknown - ), Brain natriuretic peptide increased (n/a - Unknown - ), C-reactive protein increased
: (n/a - Unknown - ), Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure
Klickor scal |3 ir More acute (n/a - Fatal - Results in Death), Cardiac valve disease (n/a - Unknown - ), Cardio-respiratory arrest (n/a - Fatal -
83 2021-10-|Healthcare |\ per |ihan 85 [Male  [Results in Death), Chest pain (n/a - Fatal - Results in Death), Cyanosis (n/a - Fatal - Results in Death), Depressed level [COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- |z (08 Professional Years of consciousness (n/a - Unknown - Other Medically Important Condition), Haematocrit decreased (n/a - Unknown - ), immunisation - Not applicable - [n/a - n/a - n/a])
10010264324 Haemoglobin decreased (n/a - Unknown - ), Heart rate decreased (n/a - Unknown - ), Hypotension (n/a - Unknown - ),
Immunoglobulins increased (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - Other Medically Important
Condition), Mean cell haemoglobin concentration decreased (n/a - Unknown - ), Myocardial ischaemia (n/a - Fatal - Results
in Death, Other Medically Important Condition), Oxygen saturation decreased (n/a - Fatal - Results in Death), Physical
deconditioning (n/a - Unknown - ), Platelet count decreased (n/a - Unknown - ), Protein total decreased (n/a - Unknown - ),
Prothrombin time ratio increased (n/a - Unknown - ), Red blood cell count decreased (n/a - Unknown - ), Troponin T
increased (n/a - Unknown - ), White blood cell count increased (n/a - Unknown - )
Elickor scal |- W 5021-10- |Healthcare 65-85 Bacterial sepsis (n/a - Fatal - Results in Death, Camed/?ro}onged Hospit.alisation), Disseminated intravasc_:ular coagulation COMIRNATY [TOZINAMERAN] (S- COVID-19
84 EU-EC- 08 Professional Non EEA Vears Male  |(n/a- Fatal - Results in Death, Caused/Prqloqgeq Hospitalisation), Malaise (n/a - Unknown - ), Pneumonia (n/a - Fatal - immunisation - Not applicable - [1d - n/a -
10010264151 Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
Eligk or scall | i x Non Atherosclerotic plaque rupture (n/a - Fatal - Results in Death), Coronary artery occlusion (n/a - Fatal - Results in Death),
85 F 1 (2021-10- Healthcare EEA 18-64 Male Myocardial infarction (n/a - Fatal - Results in Death), Palpitations (n/a - Fatal - Results in Death), Pulmonary oedema |COMIRNATY [TOZINAMERAN] (S-n/a-n/a-[1d-
EU-EC- : 08 Professional Years (n/a - Fatal - Results in Death), Resuscitation (n/a - Fatal - Results in Death), Visual impairment (n/a - Fatal - Results in |n/a - n/a])
10010264058 Death)
o I N o P et N o oplcae- - - ) [LISNOPRIL,
36 . ; -10-| Healtheare Non EEA ot | pemale (€9) (n/a - Fat - Results in Death), Drug interaction (n/a - Unknown - Results in Death), Vaccination failure (n/a LISINOPRIL ANHYDROUS, LISINOPRIL
U-EC- x |08 . Specified - Unknown - Results in Death) .
10010263980 H Professional DIHYDRATE] (I - n/a - Not applicable - [n/a - n/a -
Oral])
Rlickor cal |3 5021-10-[Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
87 EU-EC- 08 Professional Non EEA  |than 85 |Female |Aortic dissection (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
10010263937 Years Intramuscular])
: COVID-19 VACCINE JANSSEN (AD26.COV2.9)
88 iF12021-10- |Healthcare Non EEA 18-64 Female Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hemiplegia (n/a - Unknown - Results in Death, [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- |3 h 08 Professional Years Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10010263899 Unknown])
Elick or scall | % : Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
= (2021-10- Not - . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
¥ | puEc | 08 Ef;lg;;i‘:al Non EEA o cifieq Female | Thrombosis (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10010263884 Unknown])
Elickcor scal Chills (n/a - Unknown - Other Medically Important Condition), Concomitant disease progression (n/a - Fatal - Results in COVID- 19 VACCINE ASTRAZENECA (CHADOX1
90 ik ky [2021-10- Hea]thqare Non EEA  (18-64 " njale Death), Pyrexia (n/a - Unknown - Other Medically Important Condition), Retching (n/a - Unknown - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o : (08 Professional Years [— > ¢ Conditi > (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010263819 mportant Condition) 1/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

Suspect/interacting Drug List (Drug Char -
Indication PT- Action taken - [Duration - Dose -
Route])

91

EU-EC-

10010263685 =

5 (2021-10-

08

Healthcare
Professional

Non EEA

More
than 85
Years

Female

Angiogram pulmonary abnormal (n/a - Fatal - Results in Death, Other Medically Important Condition), Aortic dilatation
(n/a - Fatal - Results in Death, Other Medically Important Condition), Atrial fibrillation (n/a - Fatal - Results in Death,
Other Medically Important Condition), COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition),
Cerebral small vessel ischaemic disease (n/a - Fatal - Results in Death, Other Medically Important Condition), Computerised
tomogram head abnormal (n/a - Fatal - Results in Death, Other Medically Important Condition), Condition aggravated (n/a
- Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death, Other Medically
Important Condition), Hypoxia (n/a - Fatal - Results in Death, Other Medically Important Condition), Lacunar infarction
(n/a - Fatal - Results in Death, Other Medically Important Condition), Lung infiltration (n/a - Fatal - Results in Death,
Other Medically Important Condition), Mental status changes (n/a - Fatal - Results in Death, Other Medically Important
Condition), Myocardial strain (n/a - Fatal - Results in Death, Other Medically Important Condition), Pain (n/a - Fatal -
Results in Death, Other Medically Important Condition), Pleural effusion (n/a - Fatal - Results in Death, Other Medically
Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), SARS-
CoV-2 antibody test positive (n/a - Fatal - Results in Death, Other Medically Important Condition), SARS-CoV-2 test
positive (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Unknown -
Results in Death, Other Medically Important Condition)

COVID-19 VACCINE JANSSEN (AD26.COV2.S)
[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
Product used for unknown indication - Not applicable -
[n/a - n/a - Intramuscular])

92

Qr _scail

EU-EC-

10010263661 |

4 (2021-10-
08

Healthcare
Professional

Non EEA

65-85
Years

Male

Arteriosclerosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Asthenia (n/a -
Unknown - ), Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Cough (n/a - Unknown - ), Diarrhoea (21d - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Fall (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ),
Joint swelling (n/a - Unknown - ), Lung disorder (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Multiple organ dysfunction syndrome (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Myocardial infarction (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Paralysis (n/a - Unknown - Other Medically Important Condition),
Peripheral swelling (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Skin disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Tachycardia (n/a - Unknown -
Caused/Prolonged Hospitalisation), Weight decreased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a -
Intramuscular])

93

Klick or scal

EU-EC-
10010263658

¥ 2021-10-

08

Healthcare
Professional

Non EEA

More
than 85
Years

Female

Cardiac failure congestive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Headache (n/a - Unknown - Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically
Important Condition), Myalgia (n/a - Unknown - Other Medically Important Condition), Myocardial infarction (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pleural effusion (n/a -
Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
Medically Important Condition)

COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [n/a - n/a - n/a])

94

o | 2

EU-EC-
10010263642

& [2021-10-
HHE 08

Healthcare
Professional

Non EEA

More
than 85
Years

Male

Abdominal pain upper (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute coronary syndrome (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Unknown - Other Medically Important
Condition), Cerebrovascular disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest pain (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cyanosis (n/a - Unknown - Other Medically Important
Condition), Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxic-ischaemic encephalopathy (n/a
- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulseless electrical activity (n/a -
Unknown - Other Medically Important Condition), Respiratory distress (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a -
Intramuscular])

95

=

EU-ECG-

10010263641 33

5 2021-10-
HRY 08

Healthcare
Professional

Non EEA

18-64
Years

Female

Cyanosis (n/a - Unknown - Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

96

EU-EC-

10010263627| =

2 (2021-10-
13 |08

Healthcare
Professional

Non EEA

More
than 85
Years

Male

Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a -
Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
: Non
97 g 202110 peitheare [NonEEA |08 |Male | Cerebrovascular accident (n/a - Fatal - Results in Death), Immunisation (n/a - Unknown - ), Off label use (1n/a - Unknown - ) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- : 08 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10010263624 ]
2021-10- |Healthcare More Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Product administered at COMIRNATY [TOZINAMERAN] (S- COVID-19
98 : Non EEA  |than 85 |Female |. P immunisation - Not applicable - [n/a - n/a -
EU-EC- 08 Professional Years inappropriate site (n/a - Unknown - ) Intramuscular])
10010263571
ik or cal |3 5 2021-10-[Non Not Blindness (n/a - Unknown - Other Medically Important Condition), Breast cancer (n/a - Unknown - Other Medically TOZINAMERAN [TOZINAMERAN] (S - COMD-19
929 X Healthcare Non EEA .. (Female |Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Hepatic cancer (n/a- |. L .
EU-EC- x (08 Professional Specified nkn her Medically 1 diti immunisation - Not applicable - [n/a - n/a - n/a])
10010263570 rofession: Unknown - Other Medically Important Condition)
Acute pulmonary oedema (n/a - Fatal - Results in Death, Other Medically Important Condition), COVID-19 pneumonia
Bk orscad (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac failure
5021-10-|Healthcare 65-85 congestive (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiogenic shock (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - COVID-19
100 | copc 08 Professional | FEA Vears |Male  |in Death, Other Medically Important Condition), Chronic kidney disease (n/a - Unknown - Other Medically Important immunisation - Not applicable - [1d - n/a -
10010263565 Condition), Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Intramuscular])
Important Condition)
Rlick or scad : 7 Asphyxia (n/a - Fatal - Results in Death), Body temperature increased (n/a - Unknown - ), Cardiac failure acute (n/a - Fatal -
2021-10- |Healthcare 18-64 . - il X ? . |COMIRNATY [TOZINAMERAN] (S- COVID-19
101 EU-EC- Ti(0s Professional Non EEA Vears Male  [Results in Death), Cardiopulmonary failure (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in immunisation - Not applicable - [n/a - n/a - n/al)
10010263561 Death), Pulsc absent (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death) o
i Cough (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results COVID-19 VACCINE JANSSEN (AD26.COV2.9)
2021-10-|Healthcare 65-85 . o N i - - . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
102 . Non EEA Male |in Death), Nasopharyngitis (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), AR ]
EU-EC- : 14 |08 Professional Years Pyrexia (1/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10010263353 : T [n/a - n/a - Intramuscular])
= COVID-19 VACCINE JANSSEN (AD26.COV2.S)
103 2021-10- | Healthcare Non EEA 65-85 Female Asthenia (n/a - Fatal - Results in Death), Cough (11d - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- i 08 Professional Years Death), Nausea (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10010263352 h [n/a - n/a - Intramuscular])
Elickor scal . COVID-19 VACCINE JANSSEN (AD26.COV2.S)
104 ¥ 12021-10- Healthcare Non EEA 18-64 Male COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 08 Professional Years Death) Product used for unknown indication - Not applicable -
10010263351 [n/a - n/a - Unknown])
COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2021-10- |Healthcare 18-64 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - R - - R ]
105 EU-EC- ] 08 Professional Non EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10010263348 [n/a - n/a - Intramuscular])
ek or scal o COVID-19 VACCINE JANSSEN (AD26.COV2.S)
¥ 12021-10- | Healthcare 65-85 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; - - R - - e ;
106 BU-EC- 08 Professional Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) Product used for wknown indication - Not applicable -
10010263347 [n/a - n/a - Unknown])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Chills (3 - Fatal - Resullts in Death, Caused/Prolonged Hospitalisation), Cough (4d - Fatal - Results in Death, COVID- 19 VACCINE JANSSEN (AD26.COV2-5)
2021-10- |Healthcare 65-85 PRTII | PRTIN) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
107 . Non EEA Female |Caused/Prolonged Hospitalisation), Dyspnoea (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Throat ARSI .
EU-EC- L3 |08 Professional Years irritation (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Product used for unknown indication - Not applicable -
10010263343 7 seswits In Death, i Hosp [n/a - n/a - Intramuscular])
COVID-19 VACCINE JANSSEN (AD26.COV2.5)
it (2021-10- |Healthcare 18-64 . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - X - - AR ]
108 EU-EC- 08 Professional Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death) Product wsed for wnknown indication - Not applicable -
10010263341 [n/a - n/a - Unknown])
Lt 2021-10-Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisati
109 """ |Healthcare EEA 3 Female [Sudden death (n/a - Fatal - Results in Death) - Hmmunisation -
EU-EC- Bk 08 Professional Years n/a - [n/a - n/a - n/aJ)
10010263322/ 343 3 rotession
Q1 Scaij " A [E
&+ 12021-10- |Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in mMIRNATY (TOZIN . ] (S COVID-19
110 : EEA Female PRTINOY: immunisation - Not applicable - [1d- .3mL -
EU-EC- 08 Professional Years Death, Caused/Prolonged Hospitalisation) Intramuscular])

10010263192,

Elick or scal | =8 i COVID-19 VACCINE JANSSEN (AD26.COV2.S)
t12021-10- [Healthcare 65-85 . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
¥ : eased - - X - - AP ]

111 EU-EC- AP Professional Non EEA Vears Male  |Decr appetite (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -

10010263016 ; [n/a - n/a - Intramuscular])

= COVID-19 VACCINE JANSSEN (AD26.COV2.S)

£ (2021-10-|Healthcare 18-64 . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - i ’ . . . .
12 EU-EC- 08 Professional Non EEA Years Female |Loss of consciousness (Smin - Fatal - Results in Death Product used for unknown indication - Not applicable -

10010263014 [n/a - n/a - Unknown])

Elick or scal | 2 = Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death SPIKEVAX [COVID-19 MRNA VACCINE

13 2021-10- |Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation), Nasopharyngitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), MODERNA (CX-024414)] (S- COVID-19
EU-EC- x |08 Professional Years Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, immunisation - Not applicable - [n/a - 1{DF} -
10010262742 Caused/Prolonged Hospitalisation) Intramuscular])
o xon Viore
114 BU-EC- i 3321-10- Healthcare EEA than 85 [Male  |Death (0d - Fatal - Results in Death), Hemiplegia (8d - Fatal - Results in Death) i)/zd_ll;/[i%TY [TOZINAMERAN] (S-n/a- n/a- [n/a

10010262539 Professional Years

: Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)

115 2021-10- yoitheare [NonEEA [ 180% | Female Thrombocytopenia (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (8-
EU-EC- 08 Professional Years Immunisation - Not applicable - [n/a - n/a -
10010261824 Unknown])
& 2021-10- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
116 : EEA Male  |COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- : 08 Professional Years .
10010261704 - Not applicable - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010263014&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010262742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010262539&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010261824&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010261704&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Atrioventricular block complete (n/a - Unknown - Caused/Prolonged Hospitalisation), Blood creatine phosphokinase increased
m b (n/a - Un_kn(_)wn - Cam_ed/Pro_longed Hospitalisation), Cardiac failure (n/a - Fatal - Re_ su!ts in Death Cafsed/f"rolon@d COMIRNATY [TOZINAMERAN] (S- COVID-19
17 2021-10- |Healthcare Non EEA 65-85 Male Hospitalisation), Cardio-respiratory arrest (n/a - Unknown - Caused/Prolonged Hospitalisation), Conduction disorder (n/a - immunisation - Not applicable - [1d - n/a -
EU-EC- ; 08 Professional Years Unknown - Caused/Prolonged Hospitalisation), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Multiple organ Intramuscular]) PP
10010261578 dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myocarditis (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Troponin T increased (n/a - Unknown - Caused/Prolonged Hospitalisation)
ko | B : SPIKEVAX [COVID-19 MRNA VACCINE
18 al (2021-10- Healthcare Non EEA 65-85 Female Anosmia (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
EU-EC- 08 Professional Years Death), Tonsillitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
10010261082 Intramuscular])
Abdominal distension (1d - Recovered/Resolved - ), Cerebrovascular accident (n/a - Fatal - Results in Death
m b= Non Caused/Prolonged Hospitalisation), Chills (n/a - Recovered/Resolved - ), Dizziness (n/a - Unknown - ), Haemorrhagic stroke
119 1 2021-10- Healthcare Non EEA 18-64 Female (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - ), Ischaemic stroke (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : 08 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Migraine (n/a - Unknown - ), Nausea (n/a - Unknown - ), Pain |immunisation - Not applicable - [1d - n/a - n/a])
10010260654 in extremity (n/a - Unknown - ), Pyrexia (n/a - Recovered/Resolved - ), Retching (n/a - Unknown - ), Syncope (n/a -
Unknown - Other Medically Important Condition)
lickcor scal i : 2021-10-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
120 : : Non EEA  [than 85 |Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
EU-EC- : 08 Professional Vears Intramuscular])
10010260648
] COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results
 12021-10-|Healtheare More in Death, Causgd/Pro]onged Hospitalisation), Deat%l (n/a - Fatal - Results in Death . Caysed/Pro]onged Hospltahsatlon), COMIRNATY [TOZINAMERAN] (S- COVID-19
121 . EEA than 85 Female |Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Productive cough (n/a - . P .
EU-EC- 08 Professional X PARRTIN . - . immunisation - Not applicable - [n/a - n/a - n/a])
1 Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death,
10010260602; T
Caused/Prolonged Hospitalisation)
Musculoskeletal stiffness (n/a - Fatal - Results in Death, Other Medically Important Condition), Nausea (n/a - Fatal -
Elick or scal Results in Death, Other Medically Important Condition), Otitis media (n/a - Fatal - Results in Death, Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10-|Healthcare 65-85 - . . - - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
122 . Non EEA Male  |Important Condition), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition),
EU-EC- | zH 08 Professional Years . TR . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
£ Thunderclap headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
10010260531 Iy n/a - Intramuscular])
Condition)
Non
2021-10- Not Not . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. . - - . o .
B purc |3 og  (Healtheare = INonEEA g ificdSpecified 2o (V- Fatal - Results in Death) immunisation - Not applicable - [/ - n/a - n/a])
Professional
10010259999
124 2021-10- Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | & 08 Professional Years ), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010259995
ek or scal |35 More Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malignant ascites (n/a - Fatal - ME
125 2021-10- Healtheare | pra than 85 |Female |Resulls in Death Caused/Prolonged Hospitalisation), Pulmonary hypertension (n/a - Fatal - Results in Death), Right COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 08 Professional - - . immunisation - Not applicable - [n/a - n/a - n/a])
Years ventricular failure (n/a - Fatal - Results in Death)
10010259987
More
126 2021-10- Healthcare Non EEA  |than 85 |Female Acute myeloid leukaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Disseminated intravascular COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 08 Professional Vears coagulation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10010259963 ]
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010259987&_xpt=1&_xf=pdf
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
% Cardiac failure (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important |SPIKEVAX [COVID-19 MRNA VACCINE
127 ZF [2021-10- |Healthcare Non EEA 65-85 Male Condition), Myocardial infarction (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation, Other |MODERNA (CX-024414)] (S- COVID-19
EU-EC- o (08 Professional Years Medically Important Condition), Thyrotoxic crisis (41d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other [immunisation - Not applicable - [1d - 1{DF} -
10010259866 Medically Important Condition) Intramuscular])
: More Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Facial paralysis (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
128 i 2021-10- |Healthcare Non EEA  |than 85 |Male Unknown - Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3 08 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Urinary tract infection (n/a - Unknown - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010259733 Caused/Prolonged Hospitalisation) - Not applicable - [1d - n/a - Intramuscular])
Elickor scal : More COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (0d - Fatal - Results in Death
129 21 2021-10- Healthcare EEA than 85 |Female Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 08 Professional Vears Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |immunisation - Not applicable - [n/a - n/a - n/a])
10010259630 Renal failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COMIRNATY COVID-19 MRNA VACCINE
(NUCLEOSIDE MODIFIED) CONCENTRATE FOR
DISPERSION FOR INJECTION [TOZINAMERAN] (S|
- Product used for unknown indication - n/a - [n/a - n/a
- Intramuscular]), ELIQUIS 5 MG[APIXABAN] (S-
Atrial fibrillation - Unknown - [n/a - n/a - Oral]),
ELIQUIS [APIXABAN] (S- Cerebrovascular accident
Non More Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Erythema (n/a-  [prophylaxis - Unknown - [n/a - n/a - Oral]),
130 2021-10- Healthcare EEA than 85 |Female Fatal - Results in Death), Fall (n/a - Fatal - Results in Death, Other Medically Important Condition), Head injury (n/a- |[AMIODARONE, AMIODARONE
EU-EC- 5 (08 Professional Vears Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Fatal - Results in Death, Other Medically HYDROCHLORIDE] (S- Atrial fibrillation - Unknown
10010259526, ] Important Condition) - [n/a - n/a - Oral]), [BISOPROLOL FUMARATE,
BISOPROLOL HEMIFUMARATE] (S- Atrial
fibrillation - Unknown - [n/a - n/a - Oral]),
[CILOSTAZOL] (S- Arteriosclerosis - Unknown - [n/a
- n/a - Oral]), [METHYLPREDNISOLONE] (S-
Myalgia - n/a - [n/a - n/a - Unknown]),
[ROSUVAST ATIN] (S- Arteriosclerosis - Unknown -
[n/a - n/a - Oral])
click or scail
131 & [2021-10- |Healthcare Non EEA 65-85 Female Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- x |08 Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010259521
Eickorscal | = : COVID-19 VACCINE ASTRAZENECA (CHADOX1
132 EU-EC- : 3321-10- I};l:(?fl‘gsl:iirg Al Non EEA gseﬁ: Female [Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) m%%oc\g&l S)YE\S(EGCIS}\E/[AD.S}“;{AZmrE i}izs(a:ﬁon
10010259455 - Not applicable - [1d - n/a - Intramuscular])
Non
133 | pugc 3221_10_ Healthcare ~ [Non EEA ?(5 -85 IMale  [Immunisation (n/a - Unknown - ), Off label use (n/a - Unknown - ), Sepsis (n/a - Fatal - Results in Death) TOZTNAMERAT{\II [TOZ]IN@]MER//\N] (/S_ Cnl(/)V[D—l9
-EC- 3 ) Professional ‘ears immunisation - Not applicable - [n/a - n/a - n/a])
10010259366 | ks :
Elickor scall | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
134 2021-10- |Healthcare Non EEA 18-64 Female Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ~ |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- .3, |08 Professional Years Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010259329, ;i n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
135 =i (2021-10-|Healthcare Non EEA 65-85 Male Chest pain (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Immunisation (n/a - Unknown - ), Loss of TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 08 Professional Years consciousness (n/a - Unknown - Other Medically Important Condition), Off label use (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10010259224 ]
COVID-19 VACCINE ASTRAZENECA (CHADOX1
136 2021-10- |Healthcare Non EEA 18-64 Male Haematemesis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- T 08 Professional Years 'Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010259191 | Agaz n/a - Intramuscular])
o | ik COVID-19 VACCINE ASTRAZENECA (CHADOX1
137 2021-10- Healthcare Non EEA 65-85 Male Haemophagocytic lymphohistiocytosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Multiple NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 08 Professional Years organ dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10010258974 - n/a - Intramuscular])
or scaij T COVID-19 VACCINE ASTRAZENECA (CHADOX1
138 ar: |2021-10- |Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death), Skin disorder (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (08 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10010258968 - n/a - Intramuscular])
Elick or scal | % COVID-19 VACCINE ASTRAZENECA (CHADOX1
139 3 2021-10- |Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 08 Professional Years Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10010258917 - n/a - Intramuscular])
: Non
i2021-10- 65-85 . . " TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- R , R - ; AV ;
140 EU-EC- ] 08 Healthgare Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Syncope (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
) Professional
10010258723
Elickorscal | i : Arrhythmia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
141 i [2021-10- Healthcare Non EEA 65-85 Female Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 08 Professional Years Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [n/a - .3mL - n/a])
10010258701 : Condition), Myocardial ischaemia (n/a - Unknown - Caused/Prolonged Hospitalisation)
i ; Non
142 o (2021-10- Healthcare Non EEA 18-64 Female |Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZI.NAMERAN] (S- COMID-19
EU-EC- 08 : Years immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10010258675
: S COVID-19 VACCINE ASTRAZENECA (CHADOX1
: T [2021-10- |Healthcare 65-85 . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
143 EU-EC- 08 Professional Non EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010258634 - n/a - Intramuscular])
Elickorscall | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10- |Healthcare Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . - - Results in Death)
144 EU-EC- > 08 Professional EEA Specified Female (Brain neoplasm (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10010258560 ' n/a - Intramuscular])
Atrial fibrillation (n/a - Fatal - Results in Death, Other Medically Important Condition), Bradycardia (n/a - Unknown - COVID-19 VACCINE ASTRAZENECA (CHADOX1
145 2021-10-|Healthcare Non EEA 65-85 Male Other Medically Important Condition), Concomitant disease progression (n/a - Fatal - Results in Death, Other Medically ~|NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |z 08 Professional Years Important Condition), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Hypotension (n/a - Unknown - |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010258504 Other Medically Important Condition), Lethargy (n/a - Unknown - Other Medically Important Condition) - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010259224&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010259191&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010258974&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010258968&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010258917&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010258723&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010258701&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010258675&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010258634&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010258560&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010258504&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 17 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non
146 2021-10- Healthcare Non EEA 18-64 Male Cough (n/a - Recovering/Resolving - ), Fatigue (n/a - Recovering/Resolving - ), Influenza like illness (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 08 . Years Recovering/Resolving - ), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10010258417
Body temperature normal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Dizziness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
[Tick or scad | Condition), Generalised tonic-clonic seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other COVID-19 VACCINE ASTRAZENECA (CHADOXI1
. N 10 _ Medically Important Condition), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other r (
2021-10- |Healthcare 18-64 ) o ; P ) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
47 | EUEC 08 Professional Non EEA Years Female |Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10010258259 : Important Condition), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |_ . _ Intramuscular])
Condition), Tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition)
Hieorsal | : 2021-10- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
., - _ _ : . ol
148 EU-EC- > 08 gocagslsciirgal EEA Vears Female |Oxygen saturation decreased (n/a - Fatal - Results in Death) immmisation - 1/a - [/ - 3L - Intramuscudar])
10010257897 a:
Y 3 5021-10- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
149 EU-EC- 08 Healthcare EEA Vears Male  [Back pain (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10010257725 ; Professional Intramuscular])
B0 ’ COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-10- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
500 pupc |2 08 |Professional |[TT |yeas [MAl |Acutelekacmia (n/a-Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10010257688 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal | g COVID-19 MRNA VACCINE MODERNA (CX-
5021-10- Non 18-64 Feeling cold (n/a - Fatal - Results in Death), Haematuria (n/a - Fatal - Results in Death), Heart rate increased (n/a - Fatal -(024414) [COVID-19 MRNA VACCINE MODERNA
151 EU-EC- e | 0o Hea]thgare EEA Vears Male  [Results in Death), Hyperhidrosis (n/a - Fatal - Results in Death), Hyporesponsive to stimuli (n/a - Fatal - Results in (CX-024414)] (S- COVID-19 immunisation - n/a -
10010257574 Professional Death), Pallor (n/a - Fatal - Results in Death) [/a - 1{DF} - Intramuscular])
Elick or scall | = = More COVID-19 VACCINE ASTRAZENECA (CHADOX1
152 *12021-10- |Healthcare Non EEA  |than 85 |Female Adverse event following immunisation (n/a - Fatal - Results in Death), Chest pain (n/a - Unknown - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x (07 Professional v, Important Condition), Fatigue (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
ears
10010256603 n/a - Intramuscular])
Rlick or scal | B3 COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-10- |Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
153 EU-EC- 07 Professional Non EEA Vears Male  |Cerebral venous thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010256584 - Unknown - [n/a - n/a - Intramuscular])
—J COMIRNATY [TOZINAMERAN] (I - COVID-19
154 & 12021-10- Healthcare EEA Not Female Drug interaction (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Myelodysplastic syndrome (n/a - Not immunisation - Unknown - [n/a - n/a - n/a)),
EU-EC- 1 (07 Professional Specified Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation) OLAPARIB [OLAPARIB] (I - BRCA1 gene mutation,
10010256536, Ovarian cancer - Drug withdrawn - [1mo - n/a - Oral])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
Non . . . L . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
. -10- -~ - -), - - , -
155 2021-10 Healthcare Non EEA 18-64 Female Fatigue (5d - Recovered/Resolved - ), Pyrexia (n/a - Fatal - Results in Death), Vaccination site pain (5d (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d- n/a
EU-EC- | % L3 |07 Professional Years Recovered/Resolved - ) - Tntramuscular])
10010256223 j
:
21 2021-10- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl .
156 EU-EC- 5 07 Professional Non EEA Years Male Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10010256012
2021-10- |Healthcare 65-85 COMIRNATY [ TOZINAMERAN] (8- COVID-19
157 . Non EEA Male  |Road traffic accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 07 Professional Years Int Jlar])
10010255989 nramusear
Qr _Scaij -
2 (2021-10- Healthcare 18-64 . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - X - - . o .
158 EUEC |3 07 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010255839
Elick or scal :
159 -tﬁ 2021-10- Healthcare Non EEA 65-85 Male Arrhythmia (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- |3 _uﬂ. 07 Professional Years Important Condition), Decreased appetite (n/a - Unknown - ), Drowning (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10010255773 |3
i 2021-10-| Healthcare 18-64 Asthenia (n/a - Fatal - Results in Death), Blood glucose abnormal (n/a - Fatal - Results in Death), Confusional state (n/a - | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
160 . Non EEA Female |Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Feeling abnormal (n/a - Unknown - ), Vomiting (n/a - |immunisation - Not applicable - [1d - n/a -
EU-EC- g 07 Professional Years .
Fatal - Results in Death) Intramuscular])
10010255735
Abdominal infection (n/a - Fatal - Results in Death, Other Medically Important Condition), Abdominal pain (2d - Fatal -
; Results in Death), Fatigue (n/a - Unknown - ), Intestinal obstruction (2d - Fatal - Results in Death, Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
161 & 12021-10- Healthcare Non EEA 65-85 Female Important Condition), Multiple organ dysfunction syndrome (1d - Fatal - Results in Death, Other Medically Important 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- e |07 Professional Years Condition), Myalgia (n/a - Unknown - ), Pneumonia (2d - Fatal - Results in Death, Other Medically Important Condition), |(CX-024414)] (S- COVID-19 immunisation - Not
10010255598 Pyrexia (2d - Fatal - Results in Death), Sepsis (2d - Fatal - Results in Death, Other Medically Important Condition), applicable - [n/a - .5mL - Intramuscular])
Septic shock (1d - Fatal - Results in Death, Other Medically Important Condition)
3
162 G 12021-10- Healthcare Non EEA 65-85 Male Respiratory distress (n/a - Unknown - Life Threatening, Other Medically Important Condition), Sepsis (n/a - Fatal - Results |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 5 |07 Professional Years in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010255541
Elickor scad : COVID-19 VACCINE ASTRAZENECA (CHADOXI
163 g5 |2021-10-|Healthcare Non EEA 65-85 Male Deep vein thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary embolism (n/a-  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (07 Professional Years Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10010255347/ § - n/a - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute kidney injury (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Acute myocardial infarction
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Acute respiratory
failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Anisocytosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coronary artery occlusion (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea (1/a - Fatal -
Results in Death Caused/Prolonged Hospltahsatlon)., Fatigue (n/a - Fatal - Results in Death, Caused/Prolor}ged COVID-19 MRNA VACCINE MODERNA (CX-
2021-10-| Health 18-64 Hospitalisation), Haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
164 | pope 07 e P ft care 2 [NonEEA |G - Male |Important Condition), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically X OZA)VE 14Y] (S- COVID-19 § ication - Not
1001 0'2 s 5_3 30 rolession cars Important Condition), Lung opacity (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myocardial ( l_' bl )r}/( _l F - Int m]rlrllslénullsatlon - o
infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), applicable - [n/a - 1{DF} - Intramiscular])
Pulmonary alveolar haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Right ventricular failure
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sepsis (n/a - Fatal
- Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Septic shock (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sinus tachycardia (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
. Anaemia (n/a - Unknown - Other Medically Important Condition), Condition aggravated (n/a - Fatal - Results in Death,
Elick or scal | = T Caused/Prolonged Hospitalisation), Haemoptysis (n/a - Unknown - ), Interstitial lung disease (n/a - Fatal - Results in Death ME
165 15 A 2021-10- Healthcare Non EEA ]t\}/lka);eS 5 [Male Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pancreatitis (n/a - Not Recovered/Not Resolved - mﬂﬁgﬁ [IF\Irgzaericawa d(_S —3&?4\?[])19
EU-EC- 07 Professional Vears Life Threatening, Other Medically Important Condition), Pulmonary fibrosis (n/a - Fatal - Results in Death Tntramuscular]) PP ’
10010255241 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in
Death, Other Medically Important Condition)
Elick or scal | ¢ 2 19021-10-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
166 : Non EEA Female |Cardiac failure acute (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- |z, 07 Professional Years Int Jar])
10010255081| = nlramuseuiar
: More
167 g [2021-10- Healtheare |\ g than 85 [Female |Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 07 Professional v immunisation - Not applicable - [1d - n/a - n/a])
20 ears
10010255021 :
% Non Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VA AST NECA ( Xl
2021-10- 65-85 - - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
168 Healthcare Non EEA Male  |Condition), Headache (n/a - Unknown - ), Syncope (n/a - Unknown - ), Thrombosis (n/a - Fatal - Results in Death CHADO :
EU-EC g, (07 Professional Years Caused/Prolonged Hospitalisation), Vision blurred (n/a - Unknown - ) ( X1 NCOV-19)] (8- n/a - Not applicable - [n/a
10010254959 4 - n/a - Intramuscular])
. 12021-10-| Healtheare 65-85 . A ” COMIRNATY [TOZINAMERAN] (S- COVID-19
169 EU-EC- %07 Professional Non EEA Vears Female |Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) }nlmmlsatllﬂon - Not applicable - [n/a - n/a -
10010254881 ntramuscular])
i Non Asthenia (2d - Fatal - Results in Death), Dyspnoea (2d - Fatal - Results in Death), Pain in extremity (2d - Fatal - SPIKEVAX [COVID-19 A VA
4 (2021-10- 18-64 R - . I rEEera— . . IMODERNA (CX-024414)] (S- COVID-19
170 Healthcare ~ [Non EEA Male  |Results in Death), Pyrexia (2d - Fatal - Results in Death), Rash (2d - Fatal - Results in Death), Salivary hypersecretion |. o :
EU-EC- & 07 Professional Years (2d- Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
10010254646/ =2 olessiona - Fatal - Results in Death) Intramuscular])
or scail biF 2021-10-| Healtheare 65-85 Cardio-respiratory arrest (n/a - Fatal - Results in Death), Decreased appetite (n/a - Not Recovered/Not Resolved - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
171 : . Non EEA Male  [Hyponatraemia (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - ), Vomiting (n/a -|immunisation - Not applicable - [1d - n/a -
EU-EC- 07 Professional Years
10010254638 Unknown - ) Intramuscular])
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More
i |2021-10-|Healthcare . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
172 EU-EC- 4 > 07 Professional EEA %1{1:; S85 Female |Pneumonia aspiration (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - n/a - [n/a - 1 {DF} - n/a])
10010254558 & :
Lymphadenopathy (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in
173 112021-10- le]lz:lthcare EEA 65-85 Female Death), Renal failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Seizure (n/a - (VCAH)fg(\)/)lelAI\l[é(O)\\/il 1]39-)59(8\/_ A%%?gﬂiiﬁgﬁgﬁ
EU-EC- 3 07 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in - Not applicable - [n/a - n/a - n/al)
10010254554 Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) PP
% 12021-10-Healtheare More Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Marasmus (n/a - Fatal - | OMIRNATY [TOZINAMERAN] (S - COVID-19
174 . Non EEA  |than 85 |Female espiratory €Swis In Dea yimp ? immunisation - Not applicable - [n/a - n/a -
EU-EC- 5 |07 Professional v, Results in Death) Int dar])
10010254504 cas nramusear
oLy i Concomitant disease aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically COVID-19 VA AST CCINE CAR( ZENE Xl
175 3 [2021-10-| Healtheare | ppy 0585y p o Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other INCOV-19) [COVID-19 VA ASTRAZENECA
EU-EC- : 07 Professional Years Medically Imnortant éon dition) ? > (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/aj
10010254414 2 v mp - n/a - Intramuscular])
Elickcor scad | i Blood pressure increased (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia
412021-10- |Healthcare 18-64 I i . e COMIRNATY [TOZINAMERAN] (S- COVID-19
176 : Non EEA Female |(n/a - Unknown - Caused/Prolonged Hospitalisation), Thalamus haemorrhage (n/a - Fatal - Results in Death, Life . o .
EU-EC- 07 Professional Years Th . used/Prol Hosnitalisati her Medically T diti immunisation - Not applicable - [n/a - n/a - n/a])
10010254383 reatening, Ca rolonged Hospitalisation, Other Medically Important Condition)
: Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
177 412021-10- Healthcare Non EEA Not Female Brain oedema (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 07 Professional Specified Haemorrhagic cerebral infarction (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
10010254343 Unknown])
Elick or scal COVID-19 VACCINE JANSSEN (AD26.COV2.9)
¥ 2021-10- | Healthcare Not . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; . - - ) T .
178 EU-EC- = {07 Professional Non EEA Specified Female [Thrombosis (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10010254310 ; Unknown])
~ Non Acute respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia (n/a - Fatal - |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)
179 ®(2021-10- Healthcare Non EEA Not Male Results in Death, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- |3 5 |07 Professional Specified Medically Important Condition), Suspected COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Immunisation - Not applicable - [n/a - n/a -
10010254301 Condition), Vaccination failure (n/a - Unknown - Results in Death, Other Medically Important Condition) Unknown])
= Non Bone pain (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal [COVID-19 VACCINE JANSSEN (AD26.C0V2.9)
180 1 2021-10- Healthcare Non EEA 18-64 Male || Results in Death, Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Not Recovered/Not Resolved - Results in ~ |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 07 . Years Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown - Results in Death, Caused/Prolonged Immunisation - Not applicable - [n/a - n/a -
Professional T
10010253817 Hospitalisation) Unknown])
klick or scal |; 5 Suspected COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown |COVID-19 VACCINE JANSSEN (AD26.COV2.9)
181 3 [2021-10-|Healthcare |\ ' op ) |65-85 |y |- Results in Death, CausedProlonged Hospitalisation), Vaccine breakthrough infection (n/a - Unknown - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-ECG-  |EH x |07 Professional Years Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10010253812, Unknown])
Non Cognitive disorder (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death),
182 g [2021-10- Healthcare Non EEA Not .. (Male |Mental impairment (n/a - Fatal - Results in Death, Other Medically Important Condition), Weight decreased (n/a - Fatal - TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
EU-EC- : 07 : Specified . immunisation - Not applicable - [n/a - n/a - n/a])
10010253694 Professional Results in Death)
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# |FULocal ICSR Form | G31€WaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
bt Blood test (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Coronary artery disease (n/a - Fatal |COVID-19 VACCINE JANSSEN (AD26.COV2.9)
183 112021-10- | Healthcare Non EEA 65-85 Male || Results in Death, Caused/Prolonged Hospitalisation, Disabling), Death (n/a - Fatal - Results in Death, Caused/Prolonged [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 07 Professional Years Hospitalisation, Disabling), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Product used for unknown indication - Not applicable -
10010253678 Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling) [n/a - n/a - Intramuscular])
2 |5021-10-|Healthcare 65-85 Cough (n/a - UI}knovvn -), Dyspnoea (n/a - Fatal - l.lesults in Death, Life Threatemng, Caused/Prolonged ﬂogpltahsatloq), COMIRNATY [TOZINAMERAN] (S- COVID-19
184 . Non EEA Male  |Oxygen saturation decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia |. S .
EU-EC- 3 07 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
(n/a - Unknown - )
10010253650
m X Brain stem haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest
185 K 2021-10- Healthcare Non EEA 18-64 Male (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 5 |07 Professional Years Death, Other Medically Important Condition), Cerebral ventricular rupture (n/a - Fatal - Results in Death, Other Medically [immunisation - Not applicable - [n/a - n/a - n/a])
10010253609 Important Condition)
Qr _Scaij -
i1 (2021-10- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
A Suddes - -
186 EU-EC- 2 07 Professional EEA Vears Female n death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10010252796| §
Elickcor scad | 5021-10- | Healthcare 65-85 o COMIRNATY [TOZINAMERAN] (S - COVID-19
187 EU-EC- 1 R 107 Professional EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) }mtmlmisatliﬂon - Not applicable - [21d - 2{DF} -
10010252567 : ntramuscular])
=
188 & 12021-10- Healthcare EEA 65-85 Male Bile duct cancer (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in Death), Ventricular extrasystoles COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- |3 5 |07 Professional Years (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/aJ)
10010252548
Elick or scal |2 2021-10-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
189 : EEA than 85 [Female |Cerebrovascular accident (2d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- : 07 Professional Y. Int dar])
10010252533 cars nramuserar
i 3 |2021-10-[Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
190 . EEA Male  |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- |07 Professional Years Int ular])
10010252530 Tauscar.
: R 021-10-IEiealthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
191 : EEA than 85 |Female |Altered state of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 07 Professional Vears Intramuscular])
10010252528
Blickcor scad
2021-10- Healthcare 65-85 . . . S . . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - X - - . S
192 EUEC |} £ |07 Professional EEA Vears Male  |Acute respiratory failure (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - n/a - [92d - 3 {DF} - Intramuscular])
10010252506,
— % [2021-10- | Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
193 . EA Male  [Haemorrhagic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 5 (07 Professional Years
10010252444 : Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
0 02110 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
194 EU-EC- h 07 Professional EEA than 85 Female |COVID-19 pneumonia (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [20d - 2 {DF} -
10010252431 Years Intramuscular])
click or scai 502110 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
195 : EEA than 85 |Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - 1{DF} -
EU-EC- g % (07 Professional Y. Int dar])
10010252389 cars nlramuseuiar
5021-10- | Healthcare Not Cerebrovascular 'acadent (n/a - Fatal - Results in Death Other Medically Important andmon), Neoplasm mal{gnant (n/a- TOZINAMERAN [TOZINAMERAN] (S- COVID-19
196 LEC- 3 : Non EEA .. |Male |Fatal - Results in Death, Other Medically Important Condition), Portal vein thrombosis (n/a - Fatal - Results in Death, |. o .
EU-E 07 Professional Specified - o immunisation - Not applicable - [n/a - n/a - n/a))
10010252326 Other Medically Important Condition)
Elick or scal | : 5021-10- | Healthcare Not Foetal death (n/a - Fatal - Results in Death, Other Medically Important Condition), Foetal exposure during pregnancy (n/a - |(COMIRNATY [TOZINAMERAN] (S- COVID-19
197 : . EEA .. |Female |Fatal - Results in Death, Other Medically Important Condition), Foetal hypokinesia (n/a - Fatal - Results in Death, Other|immunisation - Not applicable - [1d - n/a -
EU-EC- -3 07 Professional Specified Medically Important Conditi T lacental
10010252239 cally Important Condition) ransplacental])
", Cough (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in
198 : 2021-10-|Healthcare —|p 0585 |pemale |Death ), Nausea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Sudden cardiac death (n/a - Fatal COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- T 07 Professional Years . - n/a - n/aJ)
A e - Results in Death)
10010252234 3]
M I Aspiration (n/a - Fatal - Results in Death, Other Medically Important Condition), Cyanosis (n/a - Unknown - ), Depressed
199 2021-10- |Healthcare Non EEA ?ﬁg;es 5 [Male level of consciousness (n/a - Unknown - Other Medically Important Condition), Marasmus (n/a - Fatal - Results in Death), mﬁgﬁgﬁ [ES?N??:SS{%FJ/S -3?n)L\/{D-19
BU-EC- 07 Professional Vears Obstructive airways disorder (n/a - Unknown - ), Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Intramuscular]) 2 :
10010252215 Important Condition), Vomiting (n/a - Unknown - )
;
& 2021-10- |Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
200 BU-EC- 12 W Professional EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death ineffective (n/a - Fatal - Results in Death - n/a-n/al)
10010252194
Oor scail g AMERAN AME]
201 20 (2021-10- |Healthcare Non EEA 65-85 Female Cardiac failure (n/a - Fatal - Results in Death), Disease progression (n/a - Fatal - Results in Death), Dizziness (n/a - msation . NOEEOZlIig;ble -1 d-]ng: COVID-19
EU-EC- g (07 Professional Years Unknown - ), Myocardial fibrosis (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death) PP
Intramuscular])
10010252112
o=l COVID-19 MRNA VACCINE MODERNA (CX-
202 b [2021-10-|Healthcare Non EEA 65-85 Male Haemoptysis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Shock (n/a - Unknown - Caused/Prolonged |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 07 Professional Years Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10010252023 Unknown - [n/a - 1{DF} - Unknown])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
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% COVID-19 MRNA VACCINE MODERNA (CX-
20 [2021-10-|Healthcare 65-85 . ] . . 024414) [COVID-19 MRNA VACCINE MODERNA
203 EU-EC- ¥ 07 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (3d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10010252000 applicable - [n/a - 1{DF} - Intramuscular])
:
204 '+ 12021-10- |Healthcare Non EEA 65-85 Female Acute myocardial infarction (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 5 07 Professional Years Chest pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10010251935
Hiorsad | 2021-10-|Healthcare More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
205 . Non EEA  [than 85 |Female |Immunisation (n/a - Unknown - ), Off label use (n/a - Unknown - ), Sudden death (n/a - Fatal - Results in Death) . L .
EU-EC- : 07 Professional v, immunisation - Not applicable - [1d - n/a - n/a])
ears
10010251933
oLl P Non
2k (2021-10- Not . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
) . - - X - - . o .
206 EU-EC- )7 Healthc'are Non EEA Specified Male  |Death (n/a - Fatal - Results in Death), Illness (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - /al)
Professional
10010251852
; o 2021-10- Healthcare 18-64 - COMIRNATY [TOZINAMERAN] (S- COVID-19
207 X : Non EEA Male  [Completed suicide (n/a - Fatal - Results in Death), Schizophrenia (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [n/a - n/a -
EU-EC- x (07 Professional Years Intr: Jar])
10010251834 amuscurar
] COMIRNATY COVID-19 MRNA VACCINE
< % 2021-10-|Healthcare More COVID-19 (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
208 . EEA than 85 [Female |Vaccination failure (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S|
EU-EC- 5 (07 Professional . S .
; Years Condition) - Immunisation - Not applicable - [n/a - .3mL -
10010251624
Intramuscular])
m [ COMIRNATY COVID-19 MRNA VACCINE
2021-10-|Healthcare More COVID-19 (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
209 : EEA than 85 [Male  |Vaccination failure (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S
EU-EC- 07 Professional . e .
Years Condition) - Immunisation - Not applicable - [n/a - .3mL -
10010251543
Intramuscular])
2021-10-| Healthcare 65-85 Alcohol poisoning (n/a - Fatal - Results in Death, Other Medlcfally Important C(A)ndnAlon), Condition aggravated'(n/a - Fatal COMIRNATY [TOZINAMERAN] (S- COVID-19
210 . Non EEA Male |- Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Hepatic failure (n/a - Fatal - Results in Death, |. P .
EU-EC- | # 507 Professional Years - i immunisation - Not applicable - [n/a - n/a - n/a])
; Other Medically Important Condition)
10010251526
s 021-10-IEfealthcare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
211 : Non EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 07 Professional Years Intramuscular])
10010251212
w E Non Cough (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not Resolved - COVID-19 A VA MODERNA (CX-
212 202110+ ertthcare (NonEEA |15 |Male  |CausedProlonged Hospitalisation), Sepsis (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically| 021 [COVID-19 MRNA VACCINE MODERNA
BU-EC- 07 Professioral Years Tt Co fgition)sp J Sesults In Death, P g Y1(CX-024414)] (S- COVID-19 immunisation - Not
10010251167 i mp applicable - [n/a - 1{DF} - Unknown])
5021-10- | Healthcare More Pleurz.il' effusion (n/a -'Fatal'- w}, Pneumonia (n/a - Fatal - Results in Death Other Medically Imppﬂant COMIRNATY [TOZINAMERAN] (S- COVID-19
213 . Non EEA  [than 85 |Female |Condition), Pneumonia aspiration (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Respiratory  |[immunisation - Not applicable - [n/a - n/a -
EU-EC- z 07 Professional - . - L
10010251101| 53 ) Years failure (n/a - Fatal - Results in Death, Other Medically Important Condition) Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
214 31 2021-10- | Healthcare Non EEA 65-85 Female Dyskinesia (n/a - Unknown - Caused/Prolonged Hospitalisation), Dysphagia (n/a - Fatal - Results in Death, mﬁ:ﬁgg ggﬁwﬁﬁgﬂg ;]/(2(_)\41)19
EU-EC- | <E 07 Professional Years Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation) PP
= Intramuscular])
10010251080
+ Non Acute myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Altered state of COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- 18-64 . . o . o 024414) [COVID-19 MRNA VACCINE MODERNA
215 Healthcare Non EEA Male |consciousness (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), . Lo
EU-FC g, (07 Professional Years Chest pain (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S~ COVID-19 immunisation -
10010251051 P P Unknown - [n/a - 1 {DF} - Unknown])
m |, Back pain (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (n/a - Unknown - Life Threatening),
216 a1 2021-10- Healthcare Non EEA 65-85 Male Cardiac failure (n/a - Fatal - Results in Death), Haematuria (n/a - Fatal - Results in Death), Loss of consciousness (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 07 Professional Years Unknown - Other Medically Important Condition), Pallor (n/a - Unknown - Other Medically Important Condition), immunisation - Not applicable - [n/a - n/a - n/a])
10010251007 ; Respiratory arrest (n/a - Unknown - Life Threatening), Vomiting (n/a - Unknown - Other Medically Important Condition)
Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a -
> ] Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition),
— % [2021-10-|Healthcare 65-85 Fall (n/a - Fatal - Results in Death, Other Medically Important Condition), Hyperkalaemia (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
217 EU-EC- 07 Professional Non EEA Vears Male  [Death), Loss of consciousness (n/a - Fatal - Results in Death), Myocardial rupture (n/a - Fatal - Results in Death, Other |immunisation - Not applicable - [1d- n/a -
10010250744 : Medically Important Condition), Pericardial effusion (n/a - Fatal - Results in Death, Other Medically Important Condition), Intramuscular])
Stertor (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death, Other Medically Important
Condition)
2021-10- |Healthcare 65-85 . . ] . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . S .
218 EUEC- | 07 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Cardiac failure acute (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10010250725 ;
Elick or scal i b 2021-10-|Healthcare 65-85 Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia aspiration (n/a COMIRNATY [TOZINAMERAN] (S- COVID-19
219 BU-EC- W07 Professional Non EEA Years Female |- Fatal - Results in Death, Other Medically Important Condition), Productive cough (n/a - Fatal - Results in Death), immunisation - Not applicable - [1/a - n/a - n/a])
10010250706 ; Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) PP
ek or scal Arrhythmia (n/a - Fatal - Results i‘n Death, Life Threat‘emng, Caused/Prolongqi Hospitalisation), Cardlac arrest (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
220 et e (2021-10- (Healthcare Non EEA 65-85 Male Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Loss of consciousness (1/a - Unknown - immunisation - Not applicable - [n/a - n/a -
EU-EC- 07 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Ventricular fibrillation (n/a - Fatal - Results in Intramuscular]) PP
10010250702 Death, Life Threatening, Caused/Prolonged Hospitalisation)
oLl : 2021-10-|Healthcare More Pancytopenia (n/a - Fatal - Results in Death, Other Medically Important Condition), Physical deconditioning (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
221 : : Non EEA  [than 85 [Male  |Unknown - Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - n/a -
EUEC 12 07 Professional Years Hospitalisation, Other Medically Important Condition) Intramuscular])
10010250685 P > y Imp
21 12021-10- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
222 EU-EC- 07 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) na - [n/a - 2 {DF} - n/a])
10010250653 :
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10- | Healthcare 18-64 Lo L . " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
223 EU-EC- R 07 Professional Non EEA Vears Male  [Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010249977 o - n/a - Intramuscular])
Asthenia (n/a - Fatal - Results in Death), Lividity (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in
224 g [2021-10- Healtheare | 6585 \fle  |Death ), Myocardial infarction (n/a - Fatal - Results in Death), Vaccination site discolouration (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- : 07 Professional Years S . . immunisation - n/a - [n/a - n/a - Intramuscular])
2 Death), Vaccination site reaction (n/a - Fatal - Results in Death)
10010249665 ;
Rlick or scad | 34 Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal -
2021-10- |Healthcare 65-85 R : ST L2 s . > . COMIRNATY [TOZINAMERAN] (S- COVID-19
225 . Non EEA Male  [Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in . P .
EU-EC- 5 07 Professional Years p . AR immunisation - Not applicable - [1d - n/a - n/a])
Death, Life Threatening, Caused/Prolonged Hospitalisation)
10010249517
Qr scaij
2021-10-|Healthcare 65-85 . . . COMIRNATY [ TOZINAMERAN] (S - COVID-19
226 : Non EEA Male  |Arteriosclerosis coronary artery (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- B 07 Professional Years Intramuscular])
10010249507 :
COMIRNATY COVID-19 MRNA VACCINE
or Scal (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
227 43 |2021-10-|Healthcare  |gpa 65-85 |Male |Pneumonia (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (9d - Fatal - Results in |pISPERSION FOR INJECTION [TOZINAMERAN] (S|
EU-EC- By |07 Professional Years Death, Caused/Prolonged Hospitalisation) - Immunisation - Not applicable - [n/a - .3mL -
10010249501 Intramuscular])
[etick or scad | s COVID-19 MRNA VACCINE MODERNA (CX-
228 2021-10- |Healthcare Non EEA 65-85 Male Cardiac disorder (71d - Fatal - Results in Death), Escherichia infection (71d - Fatal - Results in Death, Other Medically =~ (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 07 Professional Years Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010249414 applicable - [n/a - 1{DF} - Unknown])
Non COVID-19 VACCINE (AD26.COV2-S
229 2021-10- Healthcare EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in |[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- - 07 : Years Death, Caused/Prolonged Hospitalisation) JANSSEN (AD26.COV2.9)] (S- n/a - n/a- [n/a- 1{DF}
i i Professional
10010249182 : - n/a))
Elick or scal |z i 5021-10- Non 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
230 EU-EC- : 07 Healthcare EEA Vears Male  |Cough (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - n/a -
10010248879 Professional [n/a - n/a - n/a))
: Non
=i 12021-10- 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- R
231 EU-EC- 2 07 Ereallvthcim:: | EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10010248871/ - olessiond
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death
(0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Neoplasm
] malignant (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
— i Non Nephrostomy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
22 | pupc (2)321-10- Healthcare ~ [EEA ?{iﬁ: IS\LO;ciﬁ g Nosocomial infection (22d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important mﬂﬁgﬁ [H];S_ZEEI:{VIIE{RD?I;! Sa-])G) VID-19
10010248649 Professional Condition), Papilloma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Ureteric obstruction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition)
Deep vein thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
T ool ] Important Condition), Haematuria (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Haemorrhage
§ == % 2021-10-|Healthcare More subcutaneous (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), |COMIRNATY [TOZINAMERAN] (S- COVID-19
233 EU-EC- 07 Professional Non EEA  |than 85 |Female |Haemorrhagic diathesis (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [n/a - .3mL -
10010248234 2 =- Years Important Condition), Hypophagia (n/a - Fatal - Results in Death), Mouth haemorrhage (n/a - Not Recovered/Not Resolved|Intramuscular])
- Caused/Prolonged Hospitalisation), Platelet count decreased (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation)
234 a: 2021-10- Healthcare Non EEA 18-64 Male Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 07 Professional Years - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010248217,
= Drug ineffective (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown -
— : Non Caused/Prolonged Hospitalisation), Feeling abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation), General physical ME ME
85| pupe |3 } 3221_10_ Healthcare ~ [Non EEA ?{iﬁ: Female |health deterioration (n/a - Unknown - Caused/Prolonged Hospitalisation), Immunisation (n/a - Unknown - ), Influenza like msationmgzozlﬂble N mrﬁ:%\]}){]}lg
10010248212/ 3 ; Professional illness (n/a - Unknown - Caused/Prolonged Hospitalisation), Off label use (n/a - Unknown - ), Suspected COVID-19 (n/a - Fatal PP
: - Results in Death, Other Medically Important Condition)
: Non
=i (2021-10- 65-85 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . i .
236 BU-EC. 07 Eeallthgare | Non EEA Vears Male  |Cardiomegaly (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10010248208 ' rolessiona
Acute kidney injury (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), COVID-19 pneumonia (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
237 2021-10- | Healthcare Non EEA 65-85 Male Important Condition), Cardiac arrest (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ] 07 Professional Years Important Condition), Pneumonia (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
10010248195 Important Condition), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |applicable - [n/a - 1{DF} - Intramuscular])
Condition)
;
Eh (2021-10-|Healthcare 18-64 Cough (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in (DMIRNATY [TOZINMRAN] (8- COVID-19
238 : Non EEA Female immunisation - Not applicable - [1d - n/a -
EU-EC- 07 Professional Years Death) Intramuscular])
10010248018
m ¥ i Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ME
239 f A% (2021-10- |Healthcare Non EEA ?ﬁg;eg 5 |Fomale Condition), Decreased appetite (n/a - Unknown - ), Ileus (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically %ﬂﬁgﬁ [Illrgze)mlicabls‘:\][\r]x]/f ;]/ED_V[DW
EU-EC- x |07 Professional Important Condition), Insomnia (n/a - Unknown - ), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged PP
Years e Intramuscular])
10010248015 Hospitalisation)
240 2021-10- |Healthcare EEA i\ﬁgrrleg 5 |Female Dyspnoea (9d - Fatal - Results in Death), Malaise (9d - Fatal - Results in Death), Somnolence (9d - Fatal - Results in ~ |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- L3 |07 Professional Vears Death) n/a - [n/a - 2{DF} - n/a])
10010247964 ]
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010248649&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010248234&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010248217&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010248212&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010248208&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010248195&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010248018&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010248015&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010247964&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
2021-10- |Healthcare 65-85 P . : . COMIRNATY [TOZINAMERAN] (S - Immunisation -
R fail 10d - Fatal - Resul Death), | (10d - Fatal - Resul Death
241 EU-EC- 23 (07 Professional EEA Vears Female |Cardiac failure (10d - Fatal - Results in Death), Dyspnoea exertional (10d - Fatal - Results in Death) a - [n/a - 2 {DF} - /al)
10010247914 ;
T 2021-10- |Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-10- : i i . - i
242 BU-EC- g 07 Professional EEA 21{1:;1“85 Female |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10010247900/ 2
i
2021-10-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
243 EU-EC- : o 07 Professional EEA Vears Female |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10010247894 Intramuscular])
Acute abdomen (46d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Acute kidney injury
Bk orscal (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Anastomotic complication (n/a - Fatal
5021-10- | Healthcare 18-64 - Resultf in Death, Llfe Threatgnmg,, Caused/Prolonged Hospltgllse}tlon), Bloqd prf)duct tr@sﬁslon dependent (n/a—. Fatal - COMIRNATY [TOZINAMERAN] (S- Immunisation -
244 EU-EC- 07 Professional EEA Vears Male  [Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Intestinal ischaemia (46d - Fatal - Results in na - [n/a- 1 {DF} - n/a])
10010247597 Death, Life Threatening, Caused/Prolonged Hospitalisation), Septic shock (n/a - Fatal - Results in Death, Life Threatening, J
Caused/Prolonged Hospitalisation), Shock haemorrhagic (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation)
or scal More COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare . . . 024414) [COMID-19 MRNA VACCINE MODERNA
245 EU-EC- Iz 07 Professional Non EEA glea:ISSS Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010247567 i applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | ; 1 Non COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-10- 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
246 | pupc | R 107 ?:(?g;sciirgal Non EEA |y, o [Male  |Chest discomfort (7d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10010247425 g Unknown - [n/a - 1 {DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010247914&_xpt=1&_xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

Suspect/interacting Drug List (Drug Char -
Indication PT- Action taken - [Duration - Dose -
Route])

247

EU-EC-
10010247423

sy [2021-10-
|07

Healthcare
Professional

Non EEA

18-64
Years

Female

Brain death (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Brain herniation (n/a - Fatal - Results in Death, Other Medically Important Condition), Brain
oedema (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral infarction
(n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral thrombosis (n/a - Unknown - Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral venous sinus thrombosis (2d
- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Confisional state (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Depressed level of consciousness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Dysarthria (n/a - Fatal - Results in Death), Fibrin D dimer increased;
(n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Hemiparesis (n/a - Fatal - Results in Death), Hydrocephalus (n/a -
Fatal - Results in Death, Other Medically Important Condition), Immune thrombocytopenia (n/a - Not Recovered/Not
Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lethargy (n/a -
Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Migraine (n/a -
Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Monocytosis (n/a -
Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Muscular weakness (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Nausea (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Neutrophilia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Papilloedema (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Platelet count decreased (n/a - Fatal - Results in
Death), Pupil fixed (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Subdural haematoma (n/a - Fatal - Results in
Death, Other Medically Important Condition), Thrombocytopenia (n/a - Recovered/Resolved - Life Threatening, Other
Medically Important Condition), Visual acuity reduced (n/a - Not Recovered/Not Resolved - Life Threatening, Other
Medically Important Condition), Visual impairment (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Unknown - [1d - n/a - Intramuscular])

248

Klick or scal |;

EU-EC-
10010247361

07

2021-10-

Healthcare
Professional

Non EEA

65-85
Years

Male

Arrhythmia (n/a - Unknown - Other Medically Important Condition), Atrial fibrillation (n/a - Unknown - Other Medically
Important Condition), Cyanosis (n/a - Fatal - Results in Death), Depressed level of consciousness (3h - Recovered/Resolved
- Other Medically Important Condition), Heart rate decreased (n/a - Unknown - Other Medically Important Condition),
‘Wheezing (n/a - Unknown - Other Medically Important Condition)

COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [1n/a - n/a - n/a])

249

EU-EC-
10010247323

P, 07

2021-10-

Non
Healthcare
Professional

Non EEA

65-85
Years

Male

Furuncle (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)

TOZINAMERAN [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [n/a - n/a - n/a])

250

EU-EC-

10010247243

2 (2021-10-

07

Non
Healthcare
Professional

EEA

18-64
Years

Male

Asthenia (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (4d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Dyspnoea (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Fatigue (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Skin discolouration (1d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)

VAXZEVRIA SUSPENSION FOR INJECTION
COVID-19 VACCINE (CHADOX1-S
[RECOMBINANT]) [COVID-19 VACCINE
ASTRAZENECA (CHADOX1 NCOV-19)] (S-
Immunisation - Not applicable - [n/a - .5mL -

Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
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Primary
Source
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Primary
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Country
for
Regulatory
Purposes
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Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

Suspect/interacting Drug List (Drug Char -
Indication PT- Action taken - [Duration - Dose -
Route])

251

EU-EC-
10010247090

2 2021-10-

07

Healthcare
Professional

Non EEA

18-64
Years

Female

Aortic valve sclerosis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Arteriosclerosis coronary artery (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Bronchial haemorrhage (n/a - Not Recovered/Not
Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac arrest (n/a -
Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Dyspnoea (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Erythema (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Hepatic steatosis (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lower respiratory tract infection (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lung
induration (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Malaise (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Mucosal haemorrhage (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocardial ischaemia (n/a - Not Recovered/Not
Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory tract
congestion (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Not applicable - [1d - ImL - Intramuscular])

252

EU-EC-
10010247023

Eh 2021-10-

07

Healthcare
Professional

EEA

18-64
Years

Female

Sudden death (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d-
n/a - Intramuscular])

253

EU-EC-
10010246991

2021-10-
07

Healthcare
Professional

Non EEA

18-64
Years

Female

Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Alanine
aminotransferase increased (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cardiac arrest (n/a -
Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chills (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition), Cold sweat (n/a - Not Recovered/Not Resolved - Other
Medically Important Condition), Contusion (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
Diarrhoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Dizziness (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Drug intolerance (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Fibrin D dimer increased (n/a -
Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Gastroenteritis viral (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition), Gastrointestinal oedema (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypophagia (n/a - Not Recovered/Not Resolved -
Other Medically Important Condition), Illness (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
Influenza (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Lethargy (n/a - Not Recovered/Not
Resolved - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - Other Medically
Important Condition), Mesenteric vein thrombosis (n/a - Not Recovered/Not Resolved - Other Medically Important
Condition), Mesenteric vein thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Migraine (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Multiple organ dysfunction
syndrome (n/a - Unknown - Other Medically Important Condition), Musculoskeletal pain (n/a - Not Recovered/Not Resolved -
Other Medically Important Condition), Musculoskeletal stiffness (n/a - Not Recovered/Not Resolved - Other Medically
Important Condition), Myalgia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pain (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition), Photophobia (n/a - Not Recovered/Not Resolved - Other
Medically Important Condition), Portal vein thrombosis (n/a - Unknown - Other Medically Important Condition), Pulmonary
embolism (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Purpura
(n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Not
Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Splenic vein thrombosis
(n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a -
Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Viral infection (n/a -
Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Not applicable - [1d - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
b
Z¥ [2021-10- |Healthcare More Body temperature increased (1d - Fatal - Results in Death), Oxygen saturation decreased (1d - Fatal - Results in Death), COMIRNATY [TOZINA.‘MERAN] (5- COVID-19
254 X . EEA than 85 [Male . . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- x (07 Professional Vears Pneumonia (1d - Fatal - Results in Death) Tntramuscular])
10010246857
b |5021-10-|Healthcare 65-85 Card}o-resplratory arrest (I']/?. - Unknown - Other Medically lmport'ant Condition), Dyspr'lqea (n/a- annom - 'O.the'r COMIRNATY [TOZINAMERAN] (S- COVID-19
255 . Non EEA Male  |Medically Important Condition), Fall (n/a - Unknown - Other Medically Important Condition), Physical deconditioning (n/a - [immunisation - Not applicable - [1d - n/a -
EU-EC- g 07 Professional Years R
) Fatal - Results in Death) Intramuscular])
10010246809
Rlick orscad 7 2021-10-| Healthcare 65-85 Aortic dissection (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
256 BU-EC- R | Professional Non EEA Vears Male  |Fatal - Results in Death, Other Medically Important Condition), Myocardial ischaemia (n/a - Fatal - Results in Death immunisation - Not applicable - [1d- n/a - n/a])
10010246803 i Other Medically Important Condition), Shock (n/a - Fatal - Results in Death, Other Medically Important Condition) PP
Cerebral haemorrhage (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Cerebral mass effect (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Cerebral venous thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening,
i Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Headache (n/a - Unknown - Life
m i Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Hemiplegia (n/a - Unknown COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-10- |Healthcare 18-64 - . T & . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
257 . Non EEA Male |- Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Nausea (n/a - . .
EU-EC- . 07 Professional Years Unkn Life Thr ine. Caused/Prolonged Hospitalisation. Disabling. Other Medically T Conditi (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010246755 own - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), | '\oi o slicable - [1d - n/a - Intramuscular])
Subarachnoid haemorrhage (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Superior sagittal sinus thrombosis (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Thrombocytopenia (n/a - Not Recovered/Not Resolved -
Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
More COVID-19 MRNA VACCINE MODERNA (CX-
£ 2021-10- | Healthcare . oo 024414) [COVID-19 MRNA VACCINE MODERNA
258 BU-EC. (07 Professional Non EEA gl{ljar; S85 Male  [COVID-19 (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010246744 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important [COVID-19 MRNA VACCINE MODERNA (CX-
259 & 12021-10- Healthcare Non EEA 65-85 Male Condition), Atrial flutter (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiogenic shock (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 07 Professional Years Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea (n/a - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
10010246568 Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | BT COVID-19 VACCINE ASTRAZENECA (CHADOX 1
260 221 2021-10-|Healthcare Non EEA Not Male Cardiac death (n/a - Fatal - Results in Death), Cardiac failure (n/a - Not Recovered/Not Resolved - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- . 07 Professional Specified Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010246470 n/a - Intramuscular])
; M
ore
261 EU-EC- L 3321'10' Ere(z)‘:‘g;;:iir:al EEA than 85 |Male  |Sudden death (n/a - Fatal - Results in Death) S/(;]YI]{E]\I)ATY [TOZIN. RAN] (S-n/a - w/a - [1d-
10010246355 0 Years
Eligcorscal | = COVID-19 MRNA VACCINE MODERNA (CX-
k-  (2021-10- |Healthcare 65-85 . PRTI 024414) [COVID-19 MRNA VACCINE MODERNA
262 EU-EC- 07 Professional Non EEA Vears Male  [COVID-19 (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010246268 applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
S 2021-10-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
263 . Non EEA Male  |Loss of consciousness (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- : 07 Professional Years Tntramuscular])
10010245975
Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
264 2021-10- |Healthcare Non EEA 18-64 Female Depressed level of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation), Physical deconditioning (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 3 07 Professional Years Unknown - Caused/Prolonged Hospitalisation), Stertor (n/a - Unknown - Caused/Prolonged Hospitalisation), Ventricular immunisation - Not applicable - [1d - n/a - n/a])
10010245974 & fibrillation (n/a - Unknown - Caused/Prolonged Hospitalisation)
Elickor scad | 37 COMIRNATY [TOZINAMERAN] (S - COVID-19
265 2021-10- Healthcare Non EEA 65-85 Male Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Dysstasia (n/a - Unknown - |. isation - Not applicable - [n/a - n/a -
EU-EC- : 07 Professional Years Other Medically Important Condition), Fall (n/a - Unknown - Other Medically Important Condition) PP
r Intramuscular])
10010245966
Qr scaij " I [E
266 7 12021-10- |Healthcare Non EEA i\ﬁg;eg 5 |Female Fall (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - Other Medically Important Condition), Myocardial mﬁﬁgﬁ ggzellNlicable - n/] ﬁ ;]/zD_V[D-lg
EU-EC- | % 07 Professional infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) PP
i Years Intramuscular])
10010245957
Elickcor scal | 5021-10- | Healthcare More Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
267 EU-EC- 07 Professional Non EEA  |than 85 [Female |Condition), Pneumonia bacterial (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [n/a - n/a - n/al)
10010245949 Years Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition) PP
AMERAN]
268 2021-10-|Healthcare Non EEA ?ﬁg;eg 5 Female Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebrovascular mﬂﬁiﬁ [I;Ircft)zaINlicable I n/ef ;]/(:?VIDH
EU-EC- : 07 Professional accident (n/a - Fatal - Results in Death, Other Medically Important Condition) PP
Years Intramuscular])
10010245948
Elick or scal : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
a1 12021-10- 18-64 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , - - )
269 EU-EC- : 07 Erejg;;irga] Non EEA Vears Female |Cardiac failure (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Drug withdrawn -
10010245838 [n/a - n/a - Intramuscular])
: : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
270 112021-10- Healthcare  [Non EEA 65-85 Female Aphasia (n/a - Fatal - Results in Death), Eating disorder (n/a - Unknown - ), Headache (n/a - Fatal - Results in Death NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 07 Professional Years Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010245693 ofessio 1/a - Intramuscular])
; Non Acute kidney injury (66d - Fatal - Results in Death), Alveolitis (66d - Fatal - Results in Death), Arthralgia (66d - Fatal - {COVID-19 MRNA VACCINE MODERNA (CX-
271 G 12021-10- Healthcare EEA 18-64 Female Results in Death), Cardiac arrest (66d - Fatal - Results in Death), Conjunctival hyperaemia (66d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 07 Professional Years Death), Joint swelling (66d - Fatal - Results in Death), Multiple organ dysfunction syndrome (66d - Fatal - Results in (CX-024414)] (S- COVID-19 immunisation - n/a -
10010245555 Death), Pain in extremity (66d - Fatal - Results in Death) [n/a - .5mL - Intramuscular])
Rlick or scal 1 5021-10- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
272 EU-EC- 07 Healthcare EEA Vears Male  |Cardiac arrest (Od - Fatal - Results in Death), Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10010245369/ Professional Intramuscular])
= on
i 2021-10- 65-85 Cardiomegaly (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Ischaemia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
273 Healthcare EEA Male A . D
EU-EC- 07 : Years Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10010245097 Professional
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
;
Non More e . . . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
. -10- - - X - - X A . S
274 2021-10 Healthcare EEA than 85 |Female Injectlop site reaction (n/a - Fatal .Results in Death). Pulmonary embolism (n/e} Fatal - Results in Death), SARS-CoV-2 (CHADOX] NCOV-19)] (S- COVID-19 immunisation
EU-EC- : 07 : test positive (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) .
Professional Years - Not applicable - [n/a - n/a - n/a])
10010245014
COVID-19 MRNA VACCINE MODERNA (CX-
s | Bumc _ 3321'10' ?rejg;;fgal Non EEA ;ia(;‘s‘ MVile | Death (1d- Fatal - Results in Death, Other Medically Tmportant Condition), Fatigue (/a - Unknown - ), Headache (n/a - ?é;‘;‘é%%}’lg lgof”w““]}‘%vﬁn?nc;fagﬁDi?A
10010243318 Unknown - ), Illness (n/a - Unknown - ), Influenza like illness (n/a - Unknown - ), Mobility decreased (n/a - Unknown - ) applicable - [1/a - 1 {DF} - Unknown])
click or scarl = Asthma (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), Oxygen saturation ME
276 1‘3 2021-10- |Healthcare Non EEA i\ﬁ;);eg 5 |Female decreased (n/a - Unknown - Other Medically Important Condition), Pneumonia (n/a - Unknown - Other Medically Important mﬁﬁiﬁ g(gzallNlicable - n/] E ;]/(%?VID-N
EU-EC- 07 Professional Vears Condition), Pyrexia (n/a - Unknown - ), Respiratory disorder (n/a - Unknown - ), Sputum retention (n/a - Unknown - ), Intramuscular]) PP
10010243245 ‘Wheezing (n/a - Unknown - )
Rlick or scal |7 5021-10- Non 65-85 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results TOZINAMERAN [TOZINAMERAN] (S- COVID-19
277 : Healthcare Non EEA Male  |in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged . i .
EU-EC- - 07 . Years T immunisation - Not applicable - [1d - .3mL - n/a])
Professional Hospitalisation)
10010243237
or scail Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Depressed level of consciousness ME
278 2021-10- |Healthcare Non EEA 65-85 Male (n/a - Unknown - Other Medically Important Condition), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged mﬁﬁgg [I’\IIgZaINlicable I n/] S _n/??\lﬂ)lg
EU-EC- SRR 07 Professional Years Hospitalisation, Other Medically Important Condition), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Tntramuscular]) PP
10010243178 ks, Hospitalisation, Other Medically Important Condition)
Blick or scal | 5 s More
212021-10- |Healthcare Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Shock (n/a - Unknown - Other Medically| COMIRNATY [TOZINAMERAN] (S - COVID-19
279 X . Non EEA  [than 85 |Male . . . S .
EU-EC- x (07 Professional Y. Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010243066 cars
X
280 i [2021-10- Healthcare Non EEA 18-64 Male Circulatory collapse (n/a - Fatal - Results in Death, Other Medically Important Condition), Feeling abnormal (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 07 Professional Years Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10010243059
Elick or scal |3 2021-10- Non 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
281 Healthcare EEA Male  |Acute myocardial infarction (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 07 Professional Years - Not applicable - [n/a - 1{DF} - Intramuscular])
10010243036, pp:
3 5021-10- Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
282 EU-EC- Y (07 Healthcare ~ [EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death), Leukaemia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10010243035 14 Professional Intramuscular])
or scail : Non More COVID-19 VACCINE (AD26.COV2-S
283 2 (2021-10- Healthcare EEA than 85 |[Female Arthralgia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Neck pain (n/a - Fatal - [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- 5 07 Professional Vears Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) JANSSEN (AD26.COW2.9)] (S- COVID-19 - Not
10010243012 applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
8 02110, Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
284 EU-EC- ] : 07 Healthcare EEA Vears Male  [Acute coronary syndrome (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10010243010 Professional Intramuscular])
Non
2021-10- 18-64 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
- - . Nl
285 EU-EC- : 07 Eeai‘thc'are | EEA Vears Male  |Infarction (n/a - Fatal - Results in Death) mmmisation - 1/a - [tV - 1{DF} - Intramuscular])
10010242999 rolessiona
ik or scal | st COVID-19 MRNA VACCINE MODERNA (CX-
2 2021-10- |Healthcare 65-85 . - . . 024414) [COVID-19 MRNA VACCINE MODERNA
o : - - Results in Death), - - Results in Death) . L
286 BU-EC- Ho7 Professional EEA Vears Female |Aortic stenosis (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - n/a -
10010242985 ¥ [n/a - .3mL - Intramuscular])
o Non
2021-10- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - ) . Al .
87| pupc |3 07 ?fggslsciirg al EEA Years |Female Pyrexia (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10010242945
Elickor scal | T 3 5021-10- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
288 o Healthcare EEA Male  [Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC %107 |professional Years wa - [n/a - 1{DF} - Intramuscul
10010242762 rofessional - n/a-[n/a- 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
289 1 12021-10- | Healthcare EEA 18-64 Male Asthenia (0d - Fatal - Results in Death), Headache (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 07 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10010242695 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal | i : COVID-19 MRNA VACCINE MODERNA (CX-
290 dl (2021-10- (Healthcare Non EEA 65-85 Male COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- .43, (06 Professional Years Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010244461 T applicable - [n/a - 1{DF} - Unknown])
Abdominal pain (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Arteriosclerosis (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Cardio-respiratory arrest (n/a - Unknown - Other Medically Important Condition), Coeliac artery stenosis (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Gastrointestinal disorder (n/a -
| Fatal.— Results in Death, Caus_ed/Prolonged Hospitalise?tion), Grimacing (2d - Fatal - Results in Death, Cause(:i/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
; Hospitalisation), Hypoglycaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a -
al (2021-10- Healthcare 18-64 ’ PRTIY X 024414) [COVID-19 MRNA VACCINE MODERNA
291 : Non EEA Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ileus (n/a - Fatal - Results in Death, Caused/Prolonged : -
EU-EC- i 06 Professional Years N . - L R N (CX-024414)] (S- COVID-19 immunisation - Not
10010244082 HES Hospitalisation, Other Medlca!ly Important Cpndltlon), Intestinal 1;0haemla (n/a- Fatal - Results in Death applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Mesenteric arterial occlusion (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Mydriasis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Unresponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition)
i Non Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Suspected COVID-19 (n/a - Not COVID-19 VA JAN (AD26.COV2.8)
5 (2021-10- 18-64  |Not . ! g SV [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
292 Healthcare ~ [Non EEA .. _{Recovered/Not Resolved - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Unknown - s .
EU-EC- .1, |06 Professional Years  |Specified Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10010244027 . rofessional esults in Dea er Medically Important Condition Unknown])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010242695&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010244461&_xpt=1&_xf=pdf
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] Back pain (n/a - Unknqwn - Results in' Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results iq Death, |OVID-19 VACCINE JANSSEN (AD26.COV2.9)
- 102110 Non 18-64 Caused/Prolonged Hospitalisation), Feeling abnormal (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), |[cOVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
293 EU-EC- 06 Hea]thqare Non EEA Years Female Haemorrhage (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Not | [ymunisation - Not applicable - [n/a - n/a -
10010244018 Professional Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation) Unknown])
L Non COVID-19 VACCINE (AD26.COV2-S
294 a1 (2021-10- Healthcare EEA 18-64 Male Suspected COVID-19 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vaccination [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- 06 Professional Years failure (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10010244016 applicable - [n/a - .5mL - Unknown])
Acute respiratory failure (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
m Condition), Asthenia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare 65-85 . . o . . 024414) [COVID-19 MRNA VACCINE MODERNA
295 . Non EEA Male  |Life Threatening, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically Important . .
EU-EC- 06 Professional Years diti o nkn Life Thr . wsed/Prol Hospitalisati I ia (o nkn Lif (CX-024414)] (S- COVID-19 immunisation - Not
10010243985 Con tloq), Dyspnoea (n/a - Ut own - Life Threatening, Ca rolonged ospit isation), Hypoxia (n/a - Unknown - Life applicable - [n/a - 1{DF} - Unknown])
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
or scail i Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
296 4 (2021-10- Healthcare Non EEA Not Not Suspected COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- : 06 Professional Specified Specified Unknown - Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10010243676, Unknown])
% 021-10-|Healthcare 65-85 Balance disorder (n/a - Unknown - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Cerebral infarction |COMIRNATY [TOZINAMERAN] (S- COVID-19
297 EU-EC- “lo6 Professional EEA Vears Male  |(n/a - Unknown - Results in Death), Dysarthria (n/a - Unknown - Results in Death), Gait disturbance (n/a - Unknown -  |immunisation - Dose not changed - [n/a - 1 {DF} -
10010243658 Results in Death), Motor dysfunction (n/a - Unknown - Results in Death) Intramuscular])
;
: B 1021-10- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
298 EU-EC- 06 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10010243656 Intramuscular])
Dyspnoea (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Immune thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Immune thrombocytopenia (n/a -
Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Malaise
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
B | | Cond1t10n)Z Malaise (n/a - Not chpvered/Not Re_solved‘— Life Threatening, Ce}used/Prolonged Hospitalisation, Disabling, COVID-19 VACCINE ASTRAZENECA (CHADOXI
Other Medically Important Condition), Myocardial strain (n/a - Unknown - Life Threatening, Caused/Prolonged
1 2021-10- | Healthcare 18-64 o L / . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
299 : Non EEA Male  |Hospitalisation, Disabling, Other Medically Important Condition), Peripheral swelling (n/a - Not Recovered/Not Resolved - . S
EU-EC- 06 Professional Years Life Th . used/Prol Hospitalisation. Disabli her Medically T diti Pul boli (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010243633 ife Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Pulmonary embolism | "\ i e’ 11d. n/a - Intramuscular])
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Respiratory failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Respiratory tract infection (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Thrombocytopenia (n/a - Not
Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition)
o 8 12021-10- Healtheare 18-64 COMIRNATY [TOZINAMERAN] (8- COVID-19
300 EU-EC- : 06 Professional EEA Vears Female [Sudden death (n/a - Fatal - Results in Death, Life Threatening) immunisation - Unknown - [n/a - 1{DF} -
10010243611 i Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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:
% (2021-10- |Healthcare 65-85 Loss of consciousness (n/a - Not Recovered/Not Resolved - Results in Death), Myocardial infarction (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (8- COVID-19
301 . EEA Female |, immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 06 Professional Years in Death) Tntramuscular])
10010243579
Brain oedema (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cerebral amyloid angiopathy (n/a - Not
Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cerebral haemorrhage (4d - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation), Disseminated intravascular coagulation (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation), Facial paralysis (n/a - Unknown - Caused/Prolonged Hospitalisation), Haematemesis (n/a - Unknown -
Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Hemiparesis (n/a -
[ Unknown - Caused/Prolonged Hospitalisation), Hyperglycaemia (n/a - Unknown - Caused/Prolonged Hospitalisation),
m f Hypernatraemia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-10- Healthcare 18-64 AN . X . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
302 . Non EEA Female |Caused/Prolonged Hospitalisation), Intestinal dilatation (n/a - Not Recovered/Not Resolved - Caused/Prolonged . S
EU-EC- 06 Professional Years Hospitalisation. I inal ischacraia (/2 - Not Re ed/Not Resolved - Caused Proloneed Hospitalisation. T ial (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010243551 ospitalisation), Intestinal ischaemia (n/a - Not Recover ot Resolved - Cause Prolonge ospital 1'sat10.n), .ntracranla - Not applicable - [1d - /a - Intramuscular])
tumour haemorrhage (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Metabolic acidosis (n/a -
Unknown - Caused/Prolonged Hospitalisation), Pleural effusion (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pulmonary
thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Tachycardia (n/a - Unknown -
Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation), Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombosis
mesenteric vessel (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
Brain injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral venous sinus|
thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Cerebral venous thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
or scail Health 18-64 Coma (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Depressed level of COVID-19 VACCINE ASTRAZENECA (CHADOX1
303 | EUEC Peaf care | INonEEA |Vears |Male |consciousness (n/a - Unknown - Other Medically Important Condition), Haemorrhage intracranial (n/a - Fatal - Results in - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1001 0'2 43'5 50 rolessiona cars Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (n/a - Unknown - Other (CHADOX1 NCOV-19)] (S - Immunisation - Unknown|
Medically Important Condition), Hemiparesis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important |- [n/a - n/a - Intramuscular])
Condition), Hypertension (n/a - Unknown - ), Intracranial pressure increased (n/a - Unknown - Other Medically Important
Condition), Stupor (n/a - Unknown - Other Medically Important Condition), Thrombocytopenia (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Other Medically Important Condition)
] Cerebrovascular accident (55d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
] 3 Creutzfeldt-Jakob discase (4d - Unknown - Caused!Prolonged Hospitalisation, Other Medically Important Condition), Death ~ [coiD- 19 MRINA VACCINE MODERNA (CX-
2021-10- |Healthcare 65-85 X : L > 024414) [COVID-19 MRNA VACCINE MODERNA
304 . Non EEA Female |(n/a- Fatal - Results in Death, Other Medically Important Condition), Dizziness (108d - Unknown - Caused/Prolonged . D
EU-EC- 06 Professional Years Hospitalisati I 2 (108d- Unkn JProl Hospitalisati . o nkn ) (CX-024414)] (S- COVID-19 immunisation - Not
10010242606 ospitalisation), Insomnia (108d - Unknown - Caused/Prolonged Hospitalisation), Seizure (n/a - Unknown - Caused/Prolonged applicable - [n/a - 1{DF} - Unknown])
Hospitalisation, Other Medically Important Condition)
N Non COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results ME ME
305 2021-10- yoitheare [NonEEA | 130*  |Female |in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 06 : Years RTIY immunisation - Not applicable - [1d - n/a - n/a])
Professional Hospitalisation)
10010242445
Fickorad || :
k! 2021-10- | Healthcare 18-64 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
X ; - - ) . S .
306 EU-EC- x |06 Professional Non EEA Years Male  |Pulmonary embolism (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a)])
10010242370,
Efick or scal ] Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
X [2021-10-| Healthcare 65-85 Cardiac failure acute (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
307 EU-EC- 06 Professional Non EEA Years Female |Condition), Malaise (n/a - Unknown - ), Pyrexia (1d - Recovered/Resolved - ), Respiratory arrest (n/a - Fatal - Results in immunisation - Not applicable - [n/a - n/a -
10010242071 Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaccination site pain (n/a - Unknown - ) [Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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Aphasia (3d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebrovascular accident
Efick or scal o (3d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drooling (3d-  |COVID-19 MRNA VACCINE MODERNA (CX-
308 [t 12021-10- Healthcare Non EEA 65-85 Female Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Fall (3d - Unknown - Caused/Prolonged (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Years Hospitalisation), Hyperhidrosis (3d - Unknown - Other Medically Important Condition), Myocardial infarction (3d - Fatal - |(CX-024414)] (S- COVID-19 immunisation - Not
10010241884 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (3d - Fatal - applicable - [n/a - 1{DF} - Unknown])
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Elick or seal | & 2021-10-|Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
309 : : EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S- COVID-19
EU-EC- ; 06 Professional Years . L .
10010241862 : immunisation - Not applicable - [n/a - n/a - n/a])
Acute respiratory distress syndrome (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Acute respiratory failure (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), COVID-19 (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19
pneumonia (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chills
(10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Diarrhoea (10d -
Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug ineffective (n/a -
Elickor sca |; - More Unknown - ), Dyspnoea (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ~ |COVID-19 MRNA VACCINE MODERNA (CX-
310 21 2021-10- | Healthcare Non EEA  |than 85 |Female Condition), General physical health deterioration (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Years Medically Important Condition), Malaise (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Productive  [(CX-024414)] (S- COVID-19 immunisation - Not
10010241835 cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia  |applicable - [n/a - 1{DF} - Intramuscular])
(10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory tract
congestion (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sepsis
(10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaccine
breakthrough infection (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition)
] Acute left ventricular failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
B 12021-10- | Healtheare More Acute respiratory failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA
311 BU-EC- ] 06 Professional Non EEA  |than 85 |Female |Asthenia (n/a- Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
10010241717 o Years Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Extra dose administered (n/a - applicable - [n/a - 1{DF} - Intramuscular - More in
Unknown - Caused/Prolonged Hospitalisation), Stress cardiomyopathy (n/a - Unknown - Caused/Prolonged Hospitalisation)  [ICSR])
Elick or scad
312 2021-10- |Healthcare Non EEA Not Male Discomfort (n/a - Unknown - ), Fall (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 06 Professional Specified Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010241501
= COVID-19 VACCINE JANSSEN (AD26.COV2.S)
313 n' 2021-10- Healthcare Non EEA 65-85 Female Cardiogenic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myocarditis (n/a - Fatal - Results in |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 06 Professional Years Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10010240983 Unknown])
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Abdominal pain lower (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acidosis (3d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Acute kidney injury (3d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Acute respiratory failure (3d - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Anuria (3d - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Back pain (3d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), COVID-19 (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (3d
- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diabetes mellitus (3d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dialysis (3d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Gastrointestinal inflammation (3d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Gastrointestinal wall thickening (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General
click or scail = More physical health deterioration (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemodynamic instability |COVID-19 MRNA VACCINE MODERNA (CX-
314 & |2021-10- |Healthcare Non EEA  |than 85 |Female (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperkalaemia (3d - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- |23 5 (06 Professional Vears Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypotension (3d - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10010240779 ¥ Caused/Prolonged Hospitalisation), Hypothermia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other  |applicable - [n/a - 1 {DF} - Intramuscular])
Medically Important Condition), Hypoxia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically|
Important Condition), Lactic acidosis (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Mental status changes (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Obesity (3d
- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pancreatitis (3d - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory failure (3d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Septic shock (3d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Slowresponse to stimuli (3d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Systemic inflammatory response syndrome (3d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vascular calcification (3d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
35| pupe X o0z1-10-Heatheare I\on A (16 Ile  |Death (5d- Fatal - Results in Death, Other Medially Important Condition), Malaise (Sd - Fatal - Results in Death) (O 024141} (5. COMDL 19 immmiation - Not.
10010240736/ FKiAzs applicable - [n/a - 1{DF} - Unknown])
Elick or scal |- More COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-10- |Healthcare Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Fatal - |. P .
316 EU-EC- 06 Professional Non EEA  |than 85 |Female Results in Death immunisation - Not applicable - [n/a - n/a -
) Years Intramuscular])
10010240501
.z Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
317 2021-10- Healthcare Non EEA Not Not Suspected COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 06 Professional Specified Specified Unknown - Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10010240382 Unknown])
Elickor scall | % Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
318 2021-10- Healthcare Non EEA Not Not Suspected COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 06 Professional Specified Specified Unknown - Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10010240378 Unknown])
- Acute kidney injury (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
w o Condition), Acute respiratory failure (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
319 2021-10- | Healthcare Non EEA 65-85 Female Important Condition), COVID-19 (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chronic kidney 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L3106 Professional Years discase (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise  |(CX-024414)] (S- COVID-19 immunisation - Not
10010240371 - (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (15d - Fatal - Results in Death, applicable - [n/a - 1{DF} - Unknown])
Caused/Prolonged Hospitalisation), Rhinorrhoea (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elick or scal
320 2021-10-|Healthcare Non EEA 18-64 Female Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 06 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010239962 ]
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
= More COVID-19 MRNA VACCINE MODERNA (CX-
iEF [2021-10-|Healthcare . T 024414) [COMID-19 MRNA VACCINE MODERNA
321 EU-EC- 06 Professional Non EEA %1{1:;1IS85 Female [COVID-19 (11d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010239652 applicable - [n/a - 1{DF} - Unknown])
L COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-10-|Healthcare 65-85 . e 024414) [COVID-19 MRNA VACCINE MODERNA
322 | purc 06 Professional |NOR EEA yeors  [Male  [Dyspnoea(43d- Fatal - Results in Death, CausedProlonged Hospitalisation) (CX-024414)] (S~ COVID-19 immunisation - Not
10010239636 o E applicable - [n/a - 1{DF} - Unknown])
2021-10- |Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
323 . EEA Male  |Arrhythmia (n/a - Fatal - Results in Death, Life Threatening), Syncope (n/a - Fatal - Results in Death, Life Threatening) |MODERNA (CX-024414)] (S- COVID-19
EU-EC- ] 06 Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010239574 PP
COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - Intramuscular]), RITUXIMAB
[RITUXIMAB] (S - Multifocal motor neuropathy - n/aj
2021-10- |Healthcare 65-85 . . - [1d - 500mg - n/a]), [HUMAN NORMAL
34| purc |fa 06 |Professonal | |yeas [VIe |Cardiacarrest (n/a- Fatal - Results in Death) IMMUNOGLOBULIN, HUMAN NORMAL
10010239509; - IMMUNOGLOBULIN (1V), IMMUNOGLOBULIN G|
(S- Multifocal motor neuropathy - n/a - [1d - 60g-
n/a])
COVID-19 (14d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Drug ineffective (14d -
325 o 2021-10- Hea]thgare EEA 65-85 Male Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hypotension (14d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - Immunisation -
BU-EC- g |06 Professional Years Death, Life Threatening, Caused/Prolonged Hospitalisation), Vaccination failure (14d - Fatal - Results in Death, Life n/a - [n/a - n/a - Intramuscular])
10010239508 Threatening, Caused/Prolonged Hospitalisation)
m : 2021-10-|Healtheare More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
326 . . EEA than 85 Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EUEC |72 06 Professional Years - Not applicable - [n/a - .5mL - n/a])
10010239242 PP :
More
2021-10- |Healthcare . I . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl
327 EU-EC- 06 Professional EEA glan 85 |Female |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) ; isation - n/a - [22d - 2 {DF} - Intramuscular])
ears
10010239172,
: " 12021-10- Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i N 1 1 1 - - i . ..
328 EU-EC- 106 Professional EEA glan 85 |Female |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - 1/a - [22d - 2{DF} - Intramuscular])
ears
10010239171
i 502110 /Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
329 EU-EC- 06 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10010239167 7 Professional Intramuscular])
Elickcor scal 5021-10- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
330 : EEA Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - 2{DF} -
EU-EC- 06 Professional Years
10010239137 Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-10- |Healthcare More Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Respiratory distress (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (8- COVID-19
331 . EEA than 85 |Female o immunisation - Not applicable - [1d - 1{DF} -
EU-EC- Bt 06 Professional Vears Death, Caused/Prolonged Hospitalisation) Tntramuscular])
10010239134
More
2021-10- Healthcare L . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . Nl
332 EU-EC- 1 06 Professional EEA t\?an 85 |Female |Vaccination failure (29d - Fatal - Results in Death) mmumisation - n/a - [1d- 1{DF} - Intramuscular])
10010239119 cans
¥ 12021-10- |Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
333 : . EEA Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- : 06 Professional Years Int Jlar])
10010239092 nramusear
Qr _Scaij -
134 "3 2021-10-|Healthcare EEA 65-85 Male COVID-19 pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vaccination mﬁﬁgﬁ grozﬁﬁgfvﬁf\?zg: ?EI\)ZIISI})-IQ
EU-EC- | B 06 Professional Years failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) &
; Intramuscular])
10010239060
Qr _scail
1o COMIRNATY [TOZINAMERAN] (S - COVID-19
335 EU-EC- ; 3221_10_ E:;lg;:gja] EEA ?(zﬁ: Female Peripheral ischaemia (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10010239032 ' Intramuscular])
Back pain (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 (n/a -
gk or scal | = Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Confusional state (n/a - Unknown - |[COVID-19 MRNA VACCINE MODERNA (CX-
136 2021-10-|Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o (06 Professional Years Medically Important Condition), Melaena (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important ~ |(CX-024414)] (S- COVID-19 immunisation - Not
10010238567 ; Condition), Vaccine breakthrough infection (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important |applicable - [n/a - 1{DF} - Unknown])
Condition)
Eickor scall | =E . Asthenia (/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death,  |COVID-19 MRNA VACCINE MODERNA (CX-
337 bar: 7. 12021-10- Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation), Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oropharyngeal pain (n/a - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10010238058 Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2021-10- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - o .
338 EU-EC- : A 6 If;lrej;;};:iirgal Non EEA Specified Male [COVID-19 (n/a - Fatal - Results in Death) Trnmmmisation - Not applicable - [n/a - 1/ -
10010237992, 5 Unknown])
Elickcor scad | ; 5021-10- Non 18-64 Arthralgia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
339 EU-EC- ] 06 Healthcare EEA Vears Male  |Death), Hyperhidrosis (n/a - Fatal - Results in Death), Palpitations (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - |° Wa - n/a])
e Professional Results in Death)
10010237983
Elick or scal COVID-19 MRNA VACCINE MODERNA (CX-
b |2021-10-|Healthcare 65-85 Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition 024414) [COVID-19 MRNA VAGCINE MODERNA
340 | EUEC- 106 Professional  |NOnEEA |5, * [Male ¢ ged Hosp v ) (CX-024414)] (S - COVID-19 immunisation - Not
10010237872 ; applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Arrhythmia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
- b Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, ME
M1 popc 3221-10- ?:(?g;siirrfal EEA ?{zﬁ: Male  |Other Medically Tmportant Condition), Cystitis noninfective (n/a - Not Recovered/Not Resolved - Caused/Prolonged mﬂggﬁ g{gzamlicablmg '3%\,{2'/;%
10010237756 Lhh Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), PP .
Pneumonia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
342 4 (2021-10-|Healthcare Non EFA 18-64 Male Abdominal pain (n/a - Fatal - Results in Death), Arthralgia (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- ; 06 Professional Years Results in Death), Headache (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10010237643 - n/a - Intramuscular])
Eickor scall |3 COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare 65-85 . - . oo . ... ]024414) [COVID-19 MRNA VACCINE MODERNA
3| puECc 06 Professional | oM FEA - [yars  [Male  [Respiratory distress (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)| v 1544141 (S- COVID-19 immunisation - Not
10010237512 applicable - [n/a - 1{DF} - Unknown])
or scail : COVID-19 MRNA VACCINE MODERNA (CX-
344 F 2021-10- | Healthcare Non EEA 18-64 Male Amyotrophic lateral sclerosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |3 06 Professional Years Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010237454 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | ; : COVID-19 MRNA VACCINE MODERNA (CX-
345 241 12021-10- Healthcare Non EEA 65-85 Female Cough (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L3 |06 Professional Years Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010237401 : applicable - [n/a - 1{DF} - Intramuscular])
A 2021-10-|Healthcare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
346 . : EEA than 85 [Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC 06 Professional Years Not applicable - [n/a - .5mL - Intramuscular])
10010237276 - hot applicabie - [va - .om -
2021-10- Non Not Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death SPIKEVAX [COVID-19 MRNA VACCI.NE.
347 Healthcare EEA .. _Male e : " MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 06 : Specified Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Professional [n/a - n/a - Intramuscular])
10010237145 :
e : Aphasia (n/a - Unknown - Other Medically Important Condition), Decreased appetite (n/a - Unknown - Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-10- [Healthcare 65-85 . LS A - . 024414) [COVID-19 MRNA VACCINE MODERNA
348 . Non EEA Male  |Important Condition), Gait inability (n/a - Unknown - Other Medically Important Condition), Terminal state (n/a - Fatal - . .
EU-EC- 2 06 Professional Years Results in Death. Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010237065 ; = Y applicable - [1v/a - 1{DF} - Unknown])
349 41 2021-10- Healthcare EEA 65-85 Female Epilepsy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperpyrexia (n/a - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 06 Professional Years Caused/Prolonged Hospitalisation), Sudden death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - [n/a - 2{DF} - n/a])
10010236692
AT o Non More COMIRNATY [TOZINAMERAN] (S- Immunisation
350 % """|Healthcare ~ |EEA than 85 |Female |Death (n/a - Fatal - Results in Death) . .
EU-EC- 06 Professional v, n/a - [n/a-n/a-n/a])
10010236689 rofessional ears
= COVID-19 MRNA VACCINE MODERNA (CX-
151 2021-10-|Healthcare Non EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- For: (06 Professional Years Important Condition), Dyspnoea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10010236621 ; applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Asthenia (5d - Fatal - Results in Death), Atrial fibrillation (3d - Fatal - Results in Death), Cholestasis (1d - Fatal -
[ 1 R , - - : . : : " .  Deliri _ B
m U . Results Tn Death), Cyanosis (3d Fatald Resullts in Deat.hh Death (1d - Fatal - Resl(lilts malDeathi Del.mum (2d Fatal‘ SPIKEVAX [COVID-19 MRNA VACCINE
352 ; -10- theare EEA 5-85 Male Results in Death), Dyspnoea at rest (5d - Fata- - Results in Death), Hypotension (3 —_Fat - Results in Death), Lactic MODERNA (CX-024414)] (S- COVID-19
EU-EC- S 06 Professional Years acidosis (2d - Fatal - Results in Death), Myalgia (5d - Fatal - Results in Death), Oliguria (1d - Fatal - Results in Death), immunisation - Not applicable - [n/a - n/a - n/al)
10010236497/ Oxygen saturation decreased (3d - Fatal - Results in Death), Renal failure (1d - Fatal - Results in Death), Respiratory PP
distress (3d - Fatal - Results in Death)
NIRRT 2 1021-10- | Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
353 : EEA Female |Death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 06 Professional Years Not applicable - [1/a - n/a - n/a])
10010236496 - ot applicable - [n/a - na - n/a
: - - 5 - - ition), Chi : - " i
Abdorpmal pain (n/a UI'I.[GIOWI.] Other Med}cally Important Condition) QIllls (n/a - Fatal Results in Death) Decreased RIVAROXABAN [RIVAROXABAN] (I - n/a - n/a -
appetite (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results
2021-10- |Healthcare 18-64 . : - . [n/a - n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE
354 . Non EEA Female |in Death), Headache (n/a - Unknown - Other Medically Important Condition), Melaena (n/a - Fatal - Results in Death),
EU-EC- 06 Professional Years . . . N " ASTRAZENECA (CHADOX1 NCOV-19)] (S-n/a -
Nausea (n/a - Fatal - Results in Death), Portal vein thrombosis (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal -
10010236346 . Unknown - [1d - n/a - Intramuscular])
Results in Death)
Aphasia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
venous thrombosis (3d - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death, Life Threatening,
Elick or scal | ; Caused/Prolonged Hospitalisation, Disabling), Coma (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged  [COVID-19 VACCINE ASTRAZENECA (CHADOX1
355 2021-10- |Healthcare Non EEA 18-64 Male Hospitalisation, Disabling), Coma scale abnormal (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 06 Professional Years Hospitalisation, Disabling), Headache (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010236311 Disabling), Hemiparesis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), - Not applicable - [1d - n/a - Intramuscular])
Superior sagittal sinus thrombosis (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling)
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare . T 024414) [COVID-19 MRNA VACCINE MODERNA
356 BU-EC- 06 Professional Non EEA gl{ljar; S85 Male  [COVID-19 (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010236305 : applicable - [n/a - 1{DF} - Intramuscular])
Asthenia (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Atrial fibrillation (16d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 (19d - Fatal - Results in
Elick or scal | e, Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (16d - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare 65-85 o . o P 024414) [COVID-19 MRNA VACCINE MODERNA
357 . Non EEA Female |Hospitalisation, Other Medically Important Condition), Dyspnoea (16d - Fatal - Results in Death, Caused/Prolonged . L
EU-EC- = 06 Professional Years L . L X A (CX-024414)] (S- COVID-19 immunisation - Not
10010236276 ; Hospitalisation), General physical health deterioration (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), applicable - [n/a - 1{DF} - Intramuscular])
Hypoxia (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Syncope! PP
(16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
= More COVID-19 MRNA VACCINE MODERNA (CX-
358 *2021-10-|Healthcare Non EEA  |than 85 Male Asthenia (17d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (17d {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x |06 Professional Vears - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010236244 : applicable - [n/a - 1{DF} - Unknown])
Kiickor sca) _ COVID-19 VACCINE ASTRAZENECA (CHADOXI
350 i [2021-10- Healthcare EEA 18-64 Female Chills (2d - Recovered/Resolved - ), Malaise (2d - Recovered/Resolved - ), Pyrexia (2d - Recovered/Resolved - ), Sudden death |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 06 Professional Years (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010236124 - Not applicable - [n/a - 1 {DF} - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31EWaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
3 SPIKEVAX [COVID-19 MRNA VACCINE
360 2 (2021-10-|Healthcare Non EEA 18-64 Male Cardiovascular disorder (0d - Fatal - Results in Death), Headache (1d - Fatal - Results in Death), Pyrexia (2d - Fatal - MODERNA (CX-024414)] (S- COVID-19
EU-EC- . 06 Professional Years Results in Death) immunisation - Not applicable - [1d- 1{DF} -
10010236022, o] Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
361 2021-10- |Healthcare Non EEA 65-85 Male COVID-19 (1d - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Years Condition), Unresponsive to stimuli (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010235991 applicable - [n/a - 1{DF} - Intramuscular])
'VAXZEVRIA SUSPENSION FOR INJECTION
SRR A COVID-19 (24d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 VACCINE (CHADOXI-S
362 2021-10-|Healthcare —pp 18-64 |\ fale  |Vaccination failure (24d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important [RECOMBINANT]) [COVID-19 VACCINE
BU-EC- 06 Professional Years Condition) P g Y imp ASTRAZENECA (CHADOXI NCOV-19)] (S-
10010235952 Immunisation - Not applicable - [n/a - .5mL -
Intramuscular])
Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Dysarthria (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation), Extensor plantar response (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation), Haemorrhage intracranial (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged CCINE RAZENECA (CHADO
or scai Hospitalisation), Headache (n/a - Fatal - Results in Death), Headache (n/a - Not Recovered/Not Resolved - Life COVID-19 VA AST Al XI
2021-10- |Healthcare 18-64 . e . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
363 . Non EEA Male  |Threatening, Caused/Prolonged Hospitalisation), Hydrocephalus (n/a - Not Recovered/Not Resolved - Life Threatening, . o
EU-EC- g 06 Professional Years Cased/Prolonged Hospitalisation). Mydriasis (n/a - Not Re d/Not Resolved - Life Thr ing. Caused/Prol (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010235926 o dProlonged Hospitalisation), Mydriasis (/a - Not RecoveredNot Resolved - Life Threatening rolonged {1 known - [1d- 1{DF} - Intramuscular])
Hospitalisation), Photophobia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation),
Slow speech (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Somnolence (n/a - Not Recovered/Not
Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Life
Threatening, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation)
O orsa) | S COVID-19 MRNA VACCINE MODERNA (CX-
21 2021-10- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . P
34 puEC 06 |Professional |NOMEEA vy Male  |COVID-19 (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10010235881 applicable - [n/a - 1{DF} - Intramuscular])
; COVID-19 MRNA VACCINE MODERNA (CX-
:42021-10- | Healthcare 65-85 . o ] . 024414) [COVID-19 MRNA VACCINE MODERNA
365 BU-EC- - 06 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010235620| =4 applicable - [n/a - 1{DF} - Unknown])
Aphasia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral haemorrhage (n/a -
Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral venous thrombosis (3d - Fatal - Results
[ in Death), Circulatory collapse (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, CCINE RAZE CHADO
lickcor scal |3 Disabling), Coma (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Coma COVID-19 VA AST INECA ( XI
2021-10- |Healthcare 18-64 - - P o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
366 . Non EEA Male [scale abnormal (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Headache (n/a - Fatal - . .
EU-EC- 06 Professional Years . Life Thr ine. Caused/Prolonged Hospitalisation. Disabling). Hemi e (/a - Fatal . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010235571 Results in Death ife eatening, Cause rolonged | osplt_ 1s§t10n, sab mg),. emlparesm( a- .at - Results in - Not applicable - [1d- n/a - Intramuscular])
Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Superior sagittal sinus thrombosis (2d - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Thrombocytopenia (n/a - Unknown -
Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Acute chest syndrome (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Cardiac failure acute
(n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in
Death), Crepitations (n/a - Fatal - Results in Death), Deafness neurosensory (n/a - Fatal - Results in Death), Deep vein
thrombosis (n/a - Fatal - Results in Death), Disseminated intravascular coagulation (n/a - Fatal - Results in Death),
: Dyspnoea (n/a - Fatal - Results in Death), Haemoglobin decreased (n/a - Fatal - Results in Death), Hyperhidrosis (n/a-  |COVID-19 VACCINE ASTRAZENECA (CHADOX1
367 :d 2021-10- Healthcare Non EEA 18-64 Female Fatal - Results in Death), Hyperlactacidaemia (n/a - Fatal - Results in Death), Hypoglycaemia (n/a - Fatal - Results in  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 06 Professional Years Death), Hypokalaemia (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Lower respiratory |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10010235484 tract infection (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Metabolic acidosis (n/a - Fatal - |- n/a - Intramuscular])
Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in
Death), Pulmonary hypertension (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death), Sickle cell
discase (n/a - Fatal - Results in Death), Sinus tachycardia (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal -
Results in Death), Thrombosis (n/a - Fatal - Results in Death)
& 2021-10- g 65-85 COVID-19 (12d - Fatal i Life Threatening, Caused/Prolonged Hospitalisati ineffective (n/ e A AT o
368 EU.EC. A Eeai‘thc'areal EEA Vears Male D l(l " i—n le;teat—lw, ife Threatening, rolonged Hospitalisation), Drug ineffective (n/a - (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
: - Results in Death) _n/a-
10010235474 rofession; n/a - Intramuscular])
Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Asthenia (n/a - Unknown - Caused/Prolonged
Hospitalisation), Confusional state (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in
or scaij ; 2021-10-|Health 65-85 De al:h, Other Medically Important Condition), Gastric haemon“hagge(dn/a —S%nknown - Cawsed/Prolonged Hospitalisation, (%)4\2 3 ! WIXW\X%%{ENQé%RN A
369 | EUEC » 06 e Peat A |Non EEA 3 Male  |Other Medically Important Condition), Hepatic cirrhosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically’ )| : L
-EC- g : rofessional Years I o . e . . (CX-024414)] (S- COVID-19 immunisation - Not
10010235408 : mportant Condition), H_ypqteqsmn (n/a- Unkpown - CaLsed/Prolonqu Hosplta_hsatlon), Respiratory distress (n/a - Unknown applicable - [n/a - 1{DF} - Intramuscular])
- Caused/Prolonged Hospitalisation, Other Medically Important Condition), Septic shock (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition)
2021-10- |Healthcare Not . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
0 pupc |3 06 Professional | L0 Specified Female Acute respiratory distress syndrome (/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10010235394 i
[lick or scal | SPIKEVAX [COVID-19 MRNA VACCINE
371 2021-10- Healthcare Non EEA 65-85 Male Acute myocardial infarction (0d - Fatal - Results in Death, Other Medically Important Condition), Depressed level of MODERNA (CX-024414)] (S- COVID-19
EU-EC- = 06 Professional Years consciousness (0d - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
10010235166| 2 ] Intramuscular])
Asthenia (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (11d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Confusional state (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Elick or sca | : More Drug ineffective (n/a - Unknown - ), Incontinence (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lung |COVID-19 MRNA VACCINE MODERNA (CX-
i A (2021-10-|Healthcare Non EEA  |than 85 |Male opacity (11d- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pollakiuria (11d - Fatal - Results in Death, |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Vears Caused/Prolonged Hospitalisation), Pyrexia (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory |(CX-024414)] (S- COVID-19 immunisation - Not
10010235080 failure (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), applicable - [n/a - 1{DF} - Intramuscular])
Tachypnoea (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Urine abnormality (11d - Fatal - Results
in Death, Caused/Prolonged Hospitalisation)
Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 (n/a - Unknown - Caused/Prolonged
or scail ; Hospitalisation), Cardiac arrest (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important|COVID-19 MRNA VACCINE MODERNA (CX-
373 2% [2021-10- |Healthcare Non EEA 65-85 Female Condition), Cough (n/a - Unknown - Caused/Prolonged Hospitalisation), Lung consolidation (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- (06 Professional Years Caused/Prolonged Hospitalisation), Lung opacity (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10010235014 Unknown - Caused/Prolonged Hospitalisation), Vaccine breakthrough infection (n/a - Unknown - Caused/Prolonged applicable - [n/a - 1{DF} - Unknown])
Hospitalisation, Other Medically Important Condition)
Elickcor scad | = 4 2021-10-|Health More Coma (1d - Fatal - Results in Death), Epilepsy (n/a - Unknown - Other Medically Important Condition), Haemorrhagic COMIRNATY [TOZINAME S- COVID-19
374 | pumc o 06 e P:(?fessci?)rr?al EEA than 85 |Female |cerebral infarction (1d - Fatal - Results in Death), Hypertensive crisis (n/a - Not Recovered/Not Resolved - Other Medically [ .. * [No " applicablségl]/ef N '1 {DF} - n/al)
10010234986 Years Important Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
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# |EULocal ICSR Form | G31EWaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
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- Acute kidney injury (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
4 Important Condition), COVID-19 pneumonia (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- | Healthcare 65-85 L 1 . - - N . . 1024414) [COVID-19 MRNA VACCINE MODERNA
375 . Non EEA Male  [Hospitalisation, Other Medically Important Condition), Respiratory failure (7d - Fatal - Results in Death, Life Threatening, . g
EU-EC- 1 (06 Professional Years Ca rolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010234954 i used/Prolonged Hosp : v P applicable - [/a - 1{DF} - Unknown])
COVID-19 (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results {COVID-19 MRNA VACCINE MODERNA (CX-
376 12021-10- |Healthcare Non EEA 65-85 Male in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiopulmonary failure (n/a - Fatal - {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; 06 Professional Years Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypoxia (n/a - Fatal - Results |(CX-024414)] (S- COVID-19 immunisation - Not
10010234909 - in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
%4 12021-10- | Healthcare 65-85 Balance disorder (66d - Fatal - Resullts in Death), Cognitive disorder (66d - Fatal - Results in Death), Dysarthria (66d- |\ npNaTY [TOZINAMERAN] (S- COVID-19
377 ; . EEA Male  |Fatal - Results in Death), Nervous system disorder (66d - Fatal - Results in Death), Skin disorder (66d - Fatal - Results | P .
EU-EC- : 06 Professional Years . immunisation - Not applicable - [n/a - n/a - n/a])
in Death)
10010234883
or scail COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-10- Healthcare 65-85 . o 024414) [COVID-19 MRNA VACCINE MODERNA
378 EU-EC- : B |0 Professional Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010234862 & ] applicable - [n/a - 1{DF} - Unknown])
Elick or scal | % : COVID-19 MRNA VACCINE MODERNA (CX-
51 12021-10- | Healthcare 65-85 . T 024414) [COVID-19 MRNA VACCINE MODERNA
39| puEC 06 Professional | OM EEA - [yars  [Male  |COVID-19 (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10010234854 applicable - [n/a - 1{DF} - Intramuscular])
m L COVID-19 MRNA VACCINE MODERNA (CX-
4 9021-10- | Healthcare More Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia |024414) [COVID-19 MRNA VACCINE MODERNA
380 EU-EC- i 06 Professional Non EEA  |than 85 [Male |aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (CX-024414)] (S- COVID-19 immunisation -
10010234722 Er: Years Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) |Unknown - [n/a - 1 {DF} - Unknown])
Elickcor scal -' 2021-10- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
381 EU-EC- 06 Healthcare EEA Years Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
10010234458 i Professional Intramuscular])
T Atrioventricular block (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cardiac arrest |{COVID-19 MRNA VACCINE MODERNA (CX-
382 ra® 2021-10- | Healthcare Non EEA 18-64 Female (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x |06 Professional Years Chest pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Myocardial infarction (n/a -|(CX-024414)] (S- COVID-19 immunisation - Not
10010234387 Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
[elick or scal | ; Non COVID-19 MRNA VACCINE MODERNA (CX-
Ak 12021-10- 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
383 | puEc L 06 Efgg;;f:al Non EEA |y ors  [Male  |Seizure (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10010234362 ; applicable - [n/a - 1{DF} - Unknown])
ik or scal | 4 Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically COVID-19 A VAT RN MO:D:nERNIE A (CX-
384 2021-10- Healtheare g ppp (6585 g Important Condition), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Jaundice (n/a - Unknown - 024414) [COVID-19 A VACCINE MODERNA
EU-EG- | #E |06 Professional Years Cased/Prolonged Ho i italisation) i (CX-024414)] (S- COVID-19 immunisation - Not
10010234334 ot ged HoSp applicable - [n/a - 1 {DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
385 = (2021-10- |Healthcare Non EEA 65-85 Female Aortic valve replacement (n/a - Fatal - Results in Death), Cardiac procedure complication (n/a - Fatal - Results in Death),|{024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Years Haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010234227 i applicable - [n/a - 1{DF} - Unknown])
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Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
g
3 5021-10- Non More Cerebrovascular accident (10d - Fatal - Results in Death, Other Medically Important Condition), Septic shock (0d- Fatal - | cCOMIRNATY [TOZINAMERAN] (S- COVID-19
386 | pugc 06 Healthcare  [EEA than 85 |Male  |Results in Death, Other Medically Important Condition) immunisation - n/a - [n/a - n/a - n/a])
10010234048 El Professional Years
m More COVID-19 (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (8d - Fatal - Results in Death
387 2021-10- |Healthcare EEA than 85 |Male Caused/Prolonged Hospitalisation), Pyrexia (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tachycardia |[COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EG | 3 |06 Professional Years (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Urinary tract infection bacterial (8d - Fatal - Results in |n/a - [n/a - 3{DF} - n/a])
10010233952 Death, Caused/Prolonged Hospitalisation)
More COVID-19 MRNA VACCINE MODERNA (CX-
388 BU-EC- 3221-10- ?:(?tlgslsciz(i)rgal Non EEA glan 85 [Male |COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ?(2;: 334)1 i%}ll(g:l&)l\\/[/l[{gﬁ;/ ﬁ;ﬁxﬁ?ﬁ?lx
10010233798 cars applicable - [n/a - 1{DF} - Unknown])
ik or scall | i : COVID-19 MRNA VACCINE MODERNA (CX-
389 4 (2021-10- |Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Inflammatory bowel disease (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L+ |06 Professional Years Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010233625 i applicable - [n/a - 1{DF} - Unknown])
= More Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death,  |COVID-19 MRNA VACCINE MODERNA (CX-
390 ¥ 12021-10- Healthcare Non EEA  |than 85 |Female Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged |024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- |7 06 Professional Vears Hospitalisation), Hyperkalaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
10010233389, Important Condition), Lung disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
Acute respiratory failure (34d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Atrial fibrillation (34d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Eickorscall | 5 L Hospitalisation, Other Medically Important Condition), COVID-19 (34d - Fatal - Results in Death, Life Threatening, COVID-19 MRNA VACCINE MODERNA (CX-
s % (7021-10-|Healthcare 65-85 Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Fatal - Results in Death, Life Threatening, 024414) [COVID-19 MRNA VACCINE MODERNA
M| puEc SRR 06 Professional | VOMEEA |years  [Male | Cansed/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Life Threatening Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10010233370 Hospitalisation, Other Medically Important Condition), Deep vein thrombosis (34d - Fatal - Results in Death, Life applicable - [n/a - 1{DF} - Unknown])
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), General physical health deterioration
(34d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
COVID-19 MRNA VACCINE MODERNA (CX-
392 2021-10- Healthcare Non EEA 65-85 Male COVID-19 (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 13 |06 Professional Years Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010233369 p applicable - [n/a - 1{DF} - Unknown])
ek or scal . More COVID-19 MRNA VACCINE MODERNA (CX-
393 ¥ 12021-10- |Healthcare Non EEA  |than 85 |Female COVID-19 (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Exposure to contaminated air (6d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Vears Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010233269 applicable - [n/a - 1{DF} - Intramuscular])
" Acute respiratory failure (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Elickorscal |3z Condition), COVID-19 (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (7d - Fatal |COVID-19 MRNA VACCINE MODERNA (CX-
394 2021-10- |Healthcare Non EEA 65-85 Male || Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypoglycaemic coma (7d-  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : L+ |06 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (7d - Fatal - |(CX-024414)] (S- COVID-19 immunisation - Not
10010233192 ; Results in Death, Caused/Prolonged Hospitalisation), Seizure (7d - Fatal - Results in Death, Caused/Prolonged applicable - [n/a - 1{DF} - Unknown])
Hospitalisation, Other Medically Important Condition)
COVID-19 (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (3d - Fatal - Results
in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cough (3d - Fatal - Results in Death, |COVID-19 MRNA VACCINE MODERNA (CX-
395 2021-10- |Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation), Diarrhoea (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Years (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), End stage renal disease (3d - Fatal - Results in Death, [(CX-024414)] (S- COVID-19 immunisation - Not
10010233124 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Haemodialysis (3d - Fatal - Results in Death, applicable - [n/a - 1{DF} - Unknown])
Caused/Prolonged Hospitalisation), Hypervolaemia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
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Ascites (n/a - Unknown - Other Medically Important Condition), COVID-19 (n/a - Unknown - ), Cardiac arrest (n/a -
Unknown - Other Medically Important Condition), Cardiac failure (n/a - Unknown - Other Medically Important Condition),
Cardiogenic shock (1d - Fatal - Results in Death, Other Medically Important Condition), Cardiomegaly (n/a - Unknown - ),
] s Congestive hepatopathy (n/a - Unknown - Other Medically Important Condition), Hepatic failure (n/a - Unknown - Other COVID-19 MRNA VACCINE MODERNA (CX-
f 12021-10- | Healthcare 18-64 = " L . 024414) [COVID-19 MRNA VACCINE MODERNA
396 EU-EC- 06 Professional Non EEA Vears Male  [Medically Important Condition), Hepatomegaly (n/a - Unknown - ), Hyperventilation (n/a - Unknown - ), Inflammation (n/a (CX-024414)] (S- COVID-19 immunisation - Not
10010233123 - Unknown - ), Metabolic acidosis (n/a - Unknown - ), Myocarditis (1d - Fatal - Results in Death, Other Medically .
o L . . = . applicable - [n/a - 1{DF} - Intramuscular])
Important Condition), Pericardial effusion (n/a - Unknown - Other Medically Important Condition), Pneumonia (n/a -
Unknown - Other Medically Important Condition), Renal disorder (n/a - Unknown - ), Renal failure (n/a - Unknown - Other
Medically Important Condition)
B or e | B More Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (1d - Fatal - Results in  |COVID-19 MRNA VACCINE MODERNA (CX-
397 : 2021-10- Healthcare Non EEA  |than 85 |Female Death), Extra dose administered (1d - Fatal - Results in Death), Fatigue (1d - Fatal - Results in Death), Feeling abnormal (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC |5 06 Professional Vears (1d- Fatal - Results in Death), Malaise (1d - Fatal - Results in Death), Pumonary embolism (1d - Fatal - Results in (CX-024414)] (S- COVID-19 immunisation - Not
10010233122 ;] Death, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
or scaij : More COVID-19 MRNA VACCINE MODERNA (CX-
198 i (2021-10-|Healthcare Non EEA  |than 85 [Male Asthenia (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (9d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- r L3 |06 Professional Vears Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010233033| : ; applicable - [n/a - 1{DF} - Unknown])
2l 2021-10- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl .
399 EU-EC- 06 Professional EEA Years Male |Sudden cardiac death (/a - Fatal - Results in Death immunisation - Not applicable - [1d - 1{DF} - n/a])
10010233031
% COVID-19 MRNA VACCINE MODERNA (CX-
a2 (2021-10-|Healthcare 65-85 . oo 024414) [COVID-19 MRNA VACCINE MODERNA
400 EU-EC- = (06 Professional Non EEA Years Male |COVID-19 (14d - Fatal - Results in Death, CausedProlonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010233017 applicable - [n/a - 1{DF} - Unknown])
ko |
: More . . . . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
401 2021-10- Hea]thc_are Non EEA  |than 85 |Female Cardlo—resp]ratory arrest (n/a - Fatal - Results in Death, Life Threatening), Respiratory failure (n/a - Fatal - Results in immunisation - Not applicable - [n/a - n/a -
EU-EC- ] 06 Professional Vears Death, Life Threatening) Intramuscular])
10010233014
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cellulitis (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chills (n/a - Fatal - Results in Death
Elick or scal Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug COVID-19 MRNA VACCINE MODERNA (CX-
402 2021-10- |Healthcare Non EEA 65-85 Femal ineffective (n/a - Unknown - ), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional on Years €male | exertional (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - Fatal - Results in (CX-024414)] (S- COVID-19 immunisation - Not
10010232967 3 Death, Caused/Prolonged Hospitalisation), Respiratory symptom (n/a - Fatal - Results in Death, Caused/Prolonged applicable - [n/a - 1{DF} - Unknown])
Hospitalisation), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Urinary tract infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elickor scad . COVID-19 MRNA VACCINE MODERNA (CX-
it 12021-10- Healthcare 65-85 L . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
403 EU-EC- 06 Professional Non EEA Vears Male  [Myocardial infarction (2d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010232925 applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
d COVID-19 (10d - Fatal - Resul_ts ip Death, Causqd/Prolonged Hospitalisation), (hest discomfort (10d - Fatal - Results in (COVID-19 MRNA VACCINE MODERNA (CX-
: Death, Caused/Prolonged Hospitalisation), Confusional state (10d - Fatal - Results in Death, Caused/Prolonged
a¥ 2021-10- |Healthcare 65-85 PR . . I 024414) [COMID-19 MRNA VACCINE MODERNA
404 } . Non EEA Female |Hospitalisation), Decreased appetite (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (10d - Fatal . g
EU-EC- x| 06 Professional Years it o ; N (CX-024414)] (S- COVID-19 immunisation - Not
H - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (10d - Fatal - Results in Death, Caused/Prolonged .
10010232889 Hospitalisati applicable - [n/a - 1{DF} - Intramuscular])
ospitalisation)
: Acute respiratory failure (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
405 i 12021-10- |Healthcare Non EEA 65-85 Male Condition), COVID-19 (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (16d - Fatal - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 06 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Lethargy (16d - Fatal - Results in Death, Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10010232787 Hospitalisation), Poor quality sleep (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
i Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Rlick or scad | 2 : Condition), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
i12021-10- | Healthcare 65-85 . TP - - . 024414) [COVID-19 MRNA VACCINE MODERNA
406 . Non EEA Female |Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), End stage renal disease . D
EU-EC- : 06 Professional Years N oo . " . (CX-024414)] (S- COVID-19 immunisation - Not
10010232782 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Urinary tract applicable - [n/a - 1{DF} - Unknown])
infection (n/a - Unknown - Caused/Prolonged Hospitalisation) PP
or scaj - COVID-19 MRNA VACCINE MODERNA (CX-
i1 (2021-10- Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
407 EU-EC- ] 06 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010232776 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal i ; Non COMIRNATY CONCENTRATE FOR DISPERSION
i1 (2021-10- 65-85 FOR INJECTION COVID-19 MRNA VACCINE
) . . ) ) ) .
408 EU-EC- 06 Ereallvthciars | EEA Vears Male  |Death (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
10010232736 olessiona /a-n/a- [n/a- n/a- Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
i1 (2021-10- Healthcare 18-64 . . .. . . 024414) [COMD-19 MRNA VACCINE MODERNA
: - - X - - . L
409 EU-EC- 06 Professional Non EEA Vears Female [Movement disorder (1d - Fatal - Results in Death), Pain in extremity (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10010232731 applicable - [n/a - 1{DF} - Unknown])
ek or scall | g : COVID-19 VACCINE ASTRAZENECA (CHADOX1
410 21| 2021-10- | Healthcare Non EEA 18-64 Male Dizziness (n/a - Unknown - ), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a-  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 06 Professional Years Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010232693 - n/a - Intramuscular])
= M COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare ore Dyspnoea (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (2d - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
a1 | pyge . 06 Professional 1o EEA 3'181’1 85 |Female Caused/Prolonged Hospitalisation), Vomiting (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010232564 5 cars applicable - [n/a - 1 {DF} - Unknown])
e : Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death,  [COVID-19 MRNA VACCINE MODERNA (CX-
412 ] i1 (2021-10- Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Years Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dizziness (n/a - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10010232492 Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
Elickorscal i 1 COVID-19 MRNA VACCINE MODERNA (CX-
. 1 (2021-10- (Healthcare 65-85 . ’ . 024414) [COVID-19 MRNA VACCINE MODERNA
413 EU-EC- .0, 06 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010232458 applicable - [n/a - 1{DF} - Unknown])
: COVID-19 MRNA VACCINE MODERNA (CX-
il 1 2021-10- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
M4 pupe |3 06 |Professional |NOMEEA lyeyrs [Male |COVID-I9 (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10010232410 applicable - [n/a - 1{DF} - Intramuscular])
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Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 48 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Abdominal pain (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (15d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Chills (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough
- . (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (15d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug ineffective (n/a - Unknown - ), Dyspnoea COVID-19 MRNA VACCINE MODERNA (CX-
=} (2021-10- Healthcare 18-64 15d- Fatal - Results in Death. Caused/Prol Hospitalisation). General physical health deterioration (15d - Fatal 024414) [COVID-19 MRNA VACCINE MODERNA
415 | BUEC ) |06 Professional |Non EEA |years |Male |(4-Fatal - Results in Dea rolonged Hospitalisation), General physical he erioration (15d- Fatal - iy (00 44 1401 (S - COVID-19 immunisation - Not
10010232292 Results in Death, Caused/Prolonged Hospitalisation), Lung infiltration (15d - Fatal - Results in Death, Caused/Prolonged licable - n/a - 1 {DF - Intramuscul
Hospitalisation), Nausea (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nephropathy (15d - Fatal - applicable - [n/a - 1{DF} - Intramiscular])
Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (15d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Tachycardia (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tachypnoea (15d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation)
click or scail = COVID-19 VACCINE ASTRAZENECA (CHADOX1
416 i 2021-10- |Healthcare Non EEA 18-64 Female Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Immune thrombocytopenia (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 06 Professional Years Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10010232288 applicable - [n/a - n/a - Intramuscular])
3 2021-10-|Healthcare More Atrial fibrillation (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cerebral artery embolism (n/a - COMIRNATY (TOZIN . RAN] (8- COVID-19
417 A Non EEA  |than 85 |Female . T immunisation - Not applicable - [n/a - n/a -
EU-EC- : 06 Professional Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Years Intramuscular])
10010232117
or scaij : More COVID-19 MRNA VACCINE MODERNA (CX-
418 =1 (2021-10- Healthcare EEA than 85 |Female Cough (8d - Fatal - Results in Death), Pyrexia (8d - Fatal - Results in Death), Respiratory failure (8d - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- . 06 Professional Vears Death) (CX-024414)] (S- COVID-19 immunisation - n/a -
10010231259 [n/a - 1{DF} - Intramuscular])
Elick or scad : More COVID-19 MRNA VACCINE MODERNA (CX-
419 & 2021-10- Healthcare EEA than 85 |Female Cough (8d - Fatal - Results in Death), Pyrexia (8d - Fatal - Results in Death), Respiratory failure (8d - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Vears Death) (CX-024414)] (S- COVID-19 immunisation - n/a -
10010231254 [n/a - 1{DF} - Intramuscular])
Non
2021-10- 65-85 Lo . COMIRNATY [TOZINAMERAN] (S - COVID-19
- - ) o
420 EU-EC- 06 goca%tekslscizrga] EEA Years Female |Meningitis (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10010230931
Klick or scal | 5 Non
21 2021-10- Healthcare EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death), Oropharyngeal pain (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 5 06 . Years Results in Death), Tinnitus (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
Professional
10010230914
E— 8 102 1-10- Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
422 | pUEC &% o6 Professional |EEA than 85 Ty ple | Oxygen saturation decreased (0d - Fatal - Results in Death), SARS-CoV-2 test positive (0d - Fatal - Results in Death) ~ [immunisation - Not applicable - [n/a - .3mL -
] Years Intramuscular])
10010230746
Bacterial infection (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), COVID-19
] (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in CCINE
oLl A Death, Life Threatening, Caused/Prolonged Hospitalisation), Diabetic ketoacidosis (n/a - Unknown - Results in Death, Life COVID-19 VA (AD26.COV2-S
2021-10- | Healthcare 18-64 . S . . ; - [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
423 . EEA Female |Threatening, Caused/Prolonged Hospitalisation), Endotracheal intubation (n/a - Unknown - Results in Death, Life ..
EU-EC- 05 Professional Years Thr ino. Caused/Prol Hospitalisation). Gastro inal infection (1/a - Unkn " Lif JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10010230191 catening, rolonged ospita ¥sat}on), rointestinal infection (n/a- own - Results in Death, Life applicable - [n/a - n/a - Intramuscular])
Threatening, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation)
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non Brain stem stroke (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged COVID-19 VACCINE (AD26.COV2-S
424 2021-10- Healthcare Non EEA 65-85 Male Hospitalisation), Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hypotension |[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- L+ |05 Professional Years (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pneumonia  |[JANSSEN (AD26.COV2.9)] (S - Immunisation - Not
10010230173 i aspiration (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) applicable - [n/a - n/a - Unknown])
Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Brain oedema (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chills (n/a - Unknown - Caused/Prolonged
Hospitalisation), Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation),
Disseminated intravascular coagulation (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Escherichia infection (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Escherichia sepsis (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), General physical health deterioration (n/a - Unknown -
L, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Hepatic failure (n/a -
2 (2021-10-|Healthcare 18-64 Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Immunisation (n/a - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
425 | pupc |3 05 |Professional |NOMEEA lyears M |Unknown - ), Loss of consciousness (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically  |immunisation - Not applicable - [1d- n/a - n/a])
10010229870/ = Important Condition), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome
(n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (n/a -
Unknown - Caused/Prolonged Hospitalisation), Off label use (n/a - Unknown - ), Pyrexia (n/a - Unknown - Caused/Prolonged
Hospitalisation), Renal failure (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Sopor (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Syncope (n/a - Unknown,
- Caused/Prolonged Hospitalisation, Other Medically Important Condition), Systemic bacterial infection (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Tremor (n/a - Unknown - Caused/Prolonged
Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation)
i 2021-10- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
426 | pupc 05 Professional |0 Years |Vele  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10010229791
5021-10- | Healthcare 65-85 Fatigue (n/a - Unknown - Results in Death, Llfe Threatemr}g, Caused/Prolonged Hosplt'ahsatl(')n), Hepatotox'lcny (n/a - Not COMIRNATY [TOZINAMERAN] (S- COVID-19
427 EU-EC- - 05 Professional EEA Vears Female |Recovered/Not Resol\{ed - Results in Death, Life Threatenmg QMProlonged Hospitalisation), Pneumonia (n/a - Fatal - |immunisation - Not applicable - [n/a - 1{DF} -
10010229338 Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) Intramuscular])
: COMIRNATY [TOZINAMERAN] (S- COVID-19
428 e 0 2021-10- Healthc'are EEA 18-64 Male  |Myocardial ischaemia (1d - Fatal - Results in Death) immunisation - Not applicable - [1d(— 3mL -
EU-EC- x |05 Professional Years Intramuscular])
10010229308
Aortic embolus (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chest pain (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Recovered/Resolved -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Results in Death,
Life Threatening, Caused/Prolonged Hospitalisation), Oedema peripheral (n/a - Unknown - Results in Death, Life SPIKEVAX [COVID-19 MRNA VACCINE
429 2021-10- Healthcare EEA 65-85 Male Threatening, Caused/Prolonged Hospitalisation), Pain in extremity (n/a - Unknown - Results in Death, Life Threatening, |MODERNA (CX-024414)] (S- COVID-19
EU-EC- 05 Professional Years Caused/Prolonged Hospitalisation), Painful respiration (n/a - Recovered/Resolved - Results in Death, Life Threatening, immunisation - Dose not changed - [n/a - 1{DF} -
10010228982 Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Intramuscular])
Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Recovered/Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Pyrexia (n/a - Recovered/Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation)
ek or scal : COVID-19 VACCINE ASTRAZENECA (CHADOX1
80| e i, 2021-10- Eﬁgs‘;fg | [Non EEA ;863?: Female |COVID-19 (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Resullts in Death) m))ﬂ[%%\g&l;ﬂvgoa e SHSTanom‘ZE_I [JEN(;{\
10010228799 ; n/a - Intramuscular])
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
A Non COVID-19 (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death COVID-19 VA] T (AD26.COV2-8 CCINE
431 g 202110 yealtheare |EEA 18-64 I\ e Caused/Prolonged Hospitalisation), Suspected COVID-19 (n/a - Unknown - Results in Death, Caused/Prolonged [RECOMBINANT]) JANSSEN [COVID- 19 VA
EU-EC- 2 14 (05 Professional Years Hospitalisation) ’ JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10010228740 : P applicable - [n/a - n/a - Unknown])
nkn ical . ion de ™
2021-10- |Healthcare More Dyspnoea (n/a - Unknown - 'Other Mefilca ly Important Condition), Oxygen satqatlon creased (n/a - 'U'nknovm -'Other COMIRNATY [TOZINAMERAN] (S- COVID-19
432 EU-EC- ] 05 Professional Non EEA  |than 85 |Female |Medically Important Condition), Respiratory arrest (n/a - Unknown - Other Medically Important Condition), Respiratory immunisation - Not applicable - [n/a - n/a -
10010228315 Years failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) Intramuscular])
Klick-or sca | ; = Non
433 s | 2021-10- Healthcare Non EEA Not Male Drug ineffective (n/a - Fatal - Results in Death, Other Medically Important Condition), Suspected COVID-19 (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- T |05 Professional Specified Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010228263 ; OressIo
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare 65-85 . T 024414) [COVID-19 MRNA VACCINE MODERNA
434 EU-EC- 05 Professional Non EEA Vears Male  |COVID-19 (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010228143 applicable - [n/a - 1{DF} - Unknown])
kol !
435 i1 [2021-10- Healthcare EEA 18-64 Male Chills (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | %3 05 Professional Years Malaise (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010228083
Abdominal pain (n/a - Unknown - ), Abnormal behaviour (n/a - Unknown - ), Breath sounds abnormal (n/a - Unknown - ),
- Cardiac failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
436 EU-EC- ] (2)22 1-10- E:(?Il"g;;i?)rr?al Non EEA ?{Zj—: Male  |Important Condition), Hypophagia (n/a - Unknown - Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Unknown - mﬂﬁgﬁ ggﬁmﬁi\:ﬁwg ;]/?\I:I/E]')w
10010227980/ &3 ), Pain in extremity (n/a - Unknown - ), Pallor (n/a - Unknown - ), Pneumonia (n/a - Unknown - Life Threatening, PP
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Torticollis (n/a - Unknown - )
3 2021-10- Non Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - i . . . .
437 EU-EC- ] 05 Healthc'are Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) mumisation - Not applicable - [/a - n/a - n/al)
10010227974 Professional
112021-10- 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
438 | puRc 3 05 Ereai‘thciar; Al EEA Years |Female |Ceretral haemorrhage (/2 - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010227832| 4% OressIo
439 2021-10-|Healthcare —|pp than 85 [Male  |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- : 05 Professional Vears - n/a - Intramuscular])
10010227795
m b T Altered state of consciousness (n/a - Fatal - Results in Death), Aphasia (n/a - Fatal - Results in Death), Cerebral venous
" b 2021-10- Healtheare |\ o [18:64 | lihrombosis (n/a - Fatal - Results in Death), Headache (na - Fatal - Results in Death), Monoplegia (n/a - Fatal - Results (VCHADO“‘ZEV%AI\I[%\‘,"};I]Q(SV AnCC/a L UnJE Qnsgm“ . [El dJFC_ n/Aa
EU-EC- - 05 Professional Years in Death), Nausea (n/a - Fatal - Results in Death), Partial seizures (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Intramuscular])
10010227690/ 2 Results in Death), Vomiting (n/a - Fatal - Results in Death) - ntramuscuia
;
% 12021-10-| Healtheare 18-64 COVID-19 (n/a - Fatal - Resullts in Death), Cough (n/a - Fatal - Results in Death), Dyspnoca (n/a - Fatal - Resultsin |1 O-NAMERAN[TOZINAMERAN] (S - COVID-19
441 X . Non EEA Female . " immunisation - Not applicable - [1d - n/a -
EU-EC- ¥ 05 Professional Years Death), Pyrexia (n/a - Fatal - Results in Death) Tntramuscular])
10010227670
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-10- | Health 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
442 | puEC 4| e P :(?fesscif)rr? A |[EEA Ye-ars Male  |Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S - Immunisation - n/a -
; [n/a - n/a - n/a))
10010227382
2021-10-|Health 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
443 i care - 1gpA % IMale  |Congestive cardiomyopathy (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 05 Professional Years [/a - n/a - Intramuscular])
10010227381
Elickcor scad | 2021-10-|Healthcare 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
444 EU-EC- 05 Professional Non EEA Vears Male  |Dry mouth (n/a - Unknown - ), Palpitations (n/a - Unknown - ), Toxic shock syndrome (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
! Intramuscular])
10010227322
Activated partial thromboplastin time shortened (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Asthenia (n/a
- Recovered/Resolved - Caused/Prolonged Hospitalisation), Blood albumin decreased (n/a - Unknown - Caused/Prolonged
Hospitalisation), Blood pressure decreased (n/a - Fatal - Results in Death), Chills (n/a - Recovered/Resolved -
Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Deep
vein thrombosis (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Disseminated intravascular coagulation (25d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically
Elick or scall i Important Condition), Dysphagia (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Recovered/Resolved -
445 1 (2021-10-|Healthcare Non EEA ]t\}q[g;eg 5 [Male Caused/Prolonged Hospitalisation), Heart rate increased (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), ]Cn?nﬂ]?gé;rl ggimﬁgﬁw/g _3%\,{]}19
EU-EC- i L4 |05 Professional Vears Inflammation (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Intramuscular]) PP .
10010227240 f Fatal - Results in Death), Platelet count decreased (17d - Recovered/Resolved - Life Threatening, Caused/Prolonged
Hospitalisation), Pneumonia (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Pulmonary artery thrombosis (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Pulmonary thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Pyrexia (7d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Respiratory disorder (n/a - Fatal - Results
in Death), Respiratory failure (9d - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Thrombosis (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Rlickcor scal | 5 ' % 2021-10-|Healthcare 65-85 Chest discomfort (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
446 EU-EC- 3 2 (05 Professional Non EEA Vears Male [Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Recovering/Resolving - ), Ventricular |immunisation - Not applicable - [1d - n/a -
10010227239 tachycardia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) Intramuscular])
Arthralgia (n/a - Not Recovered/Not Resolved - ), Body temperature increased (n/a - Not Recovered/Not Resolved - ), Cardiac
failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chills (n/a - Recovered/Resolved
-), Condition aggravated (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Fall (n/a -
e Joa1-10.Non e Not llieggvereid/Not_ Resolved - Eife Tl;r/eatening, Camsd/Pd;:Ilonged I;Ioesgitalilsaﬁon.), Fatigue fgln/a - Not Rercl:/ove;?d/Not SPIKEVAX [COVID-19 MRNA VACCINE
447 . 021-10- Healthcare EEA 8-6 Male Resolved - ), Injection site erytl en_1a( fa- Ngt Recovered/Not Resolved - ), Injection site inflammation (n/a - Not MODERNA (CX-024414)] (S- COVID-19
U-EC- % |05 Professional Years Recovered/Not Resolved - ), Injection site pain (n/a - Not Recovered/Not Resolved - ), Injection site warmth (n/a - Not immunisation - Not applicable - [1va - 1 {DF} - n/a])
10010226946 Recovered/Not Resolved - ), Malaise (n/a - Not Recovered/Not Resolved - ), Multiple organ dysfunction syndrome (n/a - Fatal PP
- Results in Death), Myalgia (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death,
Life Threatening, Caused/Prolonged Hospitalisation), Nausea (n/a - Not Recovered/Not Resolved - ), Pneumonia (n/a - Fatal -
Results in Death), Sepsis (n/a - Fatal - Results in Death)
Qr _scail
2021-10- |Healthcare More Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Myalgia (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
448 . EEA than 85 |Female . N .
EU-EC- i 05 Professional Recovered/Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
10010226915 Years
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
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Purposes
2021-10- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: Sudden - - ) . S .
449 EU-EC- L3 |05 Professional EEA Years Male cardiac death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010226901 :
: 2021-10-|Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
450 : : EEA Female |Acute myocardial infarction (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 05 Professional Years Int dar])
10010226871| =4 nlramuseuiar
o | B Cellulitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dermatitis (n/a - Fatal - Results in Death,
451 2021-10- Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation), Inappropriate schedule of product administration (n/a - Unknown - ), Pyrexia (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EG- | {8 05 Professional Years Unknown - Caused/Prolonged Hospitalisation), Septic rash (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - n/a - n/a])
10010226579| =& Hospitalisation), Swelling (n/a - Unknown - Caused/Prolonged Hospitalisation)
Qr scaij
452 2021-10- Healthcare Non EEA 18-64 Female Aortic dissection (n/a - Fatal - Results in Death), Cardiac perforation (n/a - Fatal - Results in Death), Cardio-respiratory |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- " |05 Professional Years arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a)])
10010226566
m i More COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death, COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare Beermor ) . S 024414) [COVID-19 MRNA VACCINE MODERNA
453 . Non EEA  |than 85 [Male  |Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other . g
EU-EC- 14 (05 Professional Vears Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010226554 : Y mp applicable - [n/a - 1{DF} - Unknown])
Aspiration (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare 65-85 " oo . o 024414) [COVID-19 MRNA VACCINE MODERNA
454 . Non EEA Female |arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), . L
EUEC 12 2|05 Professional Years Inappropriate schedule of product administration (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID- 19 immunisation - Not
10010226525 E Pprop; p Seswlls 1N Deatd, P applicable - [n/a - 1{DF} - Unknown])
Acidosis (n/a - Unknown - Life Threatening, Other Medically Important Condition), Cardiac arrest (n/a - Unknown - Life
Threatening, Other Medically Important Condition), Death (32d - Fatal - Results in Death, Other Medically Important
Rlick or scal 7 Condition), Fall (n/a - Unknown - Life Threatening, Other Medically Important Condition), General physical health COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- |Healthcare 18-64 L . . . " o .. |024414) [COVID-19 MRNA VACCINE MODERNA
455 . Non EEA Female |deterioration (n/a - Unknown - Life Threatening, Other Medically Important Condition), Resuscitation (n/a - Unknown - Life . .
EU-EC- 05 Professional Years Thr . her Medically T Giti . o nkn Life Thre . her Medically T (CX-024414)] (S- COVID-19 immunisation - Not
10010225675 catening, Other Medically Important Condition), Scizure (n/a - Unknown - Life Threatening, Other Medically Important |, 1o 11/a - 1 (DF} - Unknown])
Condition), Unresponsive to stimuli (n/a - Unknown - Life Threatening, Other Medically Important Condition), Ventricular
fibrillation (n/a - Unknown - Life Threatening, Other Medically Important Condition)
Bk or scal T 5021-10- |Healthcare 65-85 ) COMIRNATY [TOZINAMERAN] (S- COVID-19
456 ; : EEA Female |Cardiac failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [182d - 1{DF} -
EU-EC- 05 Professional Years I ol
10010225171 ntramuscular])
2021-10- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
457 BU-EC. 05 Professional EEA gl{ljar; S85 Female |Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - 1/a - [n/a - 1 {DF} - Intramuscular])
10010225147
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-10- |Healthcare 65-85 Lo . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
458 EU-EC- L3 |05 Professional EEA Years Male  Vaccination failure (a - Fatal - Results in Death immunisation - n/a - [n/a - 2 {DF} - Intramuscular])
10010225140 :
5021-10- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
459 EU-EC- ] 05 Healthcare EEA than 85 [Male |Cardiac failure (n/a - Fatal - Results in Death), Malaise (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
10010225103 . Professional Years Intramuscular])
m ¥ .z Acute disseminated encephalomyelitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
460 B 3k 2021-10- | Healthcare Non EEA 18-64 Female Important Condition), Cardio-respiratory arrest (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- T |05 Professional Years Hospitalisation, Other Medically Important Condition), Myocarditis (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
10010224824 ; Hospitalisation, Other Medically Important Condition)
Qr scaij ks . . . . .
; Arthralgia (n/a - Recovering/Resolving - ), Chest pain (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not ME
461 | pope X 3(5)21_10_ Ere(?tl"g;:i?)rrfal EEA L.iﬁj Male  |Recovered/Not Resolved - ), Flank pain (n/a - Not Recovered/Not Resolved - ), Malaise (2d - Recovered/Resolved - ), mﬂﬁgﬁ ggimlicablmf_lcﬂg}f ?nl/:])
10010224752| 3 ) Myocarditis (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) PP
Elick or scall | % : More COVID-19 MRNA VACCINE MODERNA (CX-
462 A4 (2021-10-|Healthcare Non EEA  |than 85 Male Confusional state (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (16d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 05 Professional Vears Death, Caused/Prolonged Hospitalisation), Dyspnoea (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010224697 applicable - [n/a - 1{DF} - Unknown])
Eickorscad |- COVID-19 MRNA VACCINE MODERNA (CX-
Lo or 4 2021-10-| Healthcare 65-85 Acute respiratory failure (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
463 : . Non EEA Female |Condition), COVID-19 (20d - Unknown - Caused/Prolonged Hospitalisation), COVID-19 pneumonia (20d - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 05 Professional Years Ca loneed Hospitalisation. Other Medically Imortant Conditi -
10010224646 used/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1 {DF} - Intramuscular])
. Brain death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Brain herniation (1d - Fatal - Results in
= : Death), Brain oedema (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged
464 33 :4 (2021-10- [Healthcare EEA 18-64 Female Hospitalisation), Cor pulmonale acute (n/a - Fatal - Results in Death), Dizziness (n/a - Unknown - Caused/Prolonged mﬁgﬁgﬁ ggﬁlNﬁxggl?Fn]/S ;]/(aI?VlD-19
EU-EC- 05 Professional Years Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Intramuscular]) PP
10010224641/ 7 Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
e : Non COVID-19 MRNA VACCINE MODERNA (CX-
112021-10- Not . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
465 EU-EC- :E 05 E:jg;sciirgal Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010224508 - applicable - [n/a - 1{DF} - Unknown])
ElickCor sca | 5 - ME
466 4k 2021-10-|Healthcare EEA Not Male Brain injury (n/a - Fatal - Results in Death), Exposure during pregnancy (n/a - Fatal - Results in Death), Neonatal mﬂﬁgx [Illrgze)mlicablz‘:\][\i] d(_SI;/S_)VIDD
EU-EC- i (05 Professional Specified asphyxia (n/a - Fatal - Results in Death), Premature baby (n/a - Unknown - Other Medically Important Condition) PP
; Transplacental])
10010224444
o | L NERA]
467 221 |2021-10-|Healthcare Non EEA 65-85 Female Acute myocardial infarction (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), mﬁﬁgﬁ g(gzalmlicable I n/S ;]/(2(?\41)19
EU-EC- 05 Professional Years Decreased appetite (n/a - Unknown - ), Drowning (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ) PP
10010224397 Intramuscular])
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010225140&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010225103&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010224824&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010224752&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010224697&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010224646&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010224641&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010224508&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010224444&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: Non
468 = (2021-10- Healthcare Non EEA 65-85 Male Chest discomfort (n/a - Unknown - ), Chest pain (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Myocardial infarction (n/a) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- : 05 : Years - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
£ Professional
10010224280 :
L COVID-19 VACCINE JANSSEN (AD26.COV2.5)
= (2021-10-|Healthcare 65-85 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; - - X - - T .
469 EUEC | S 05 Professional Non EEA Vears Male  |Emphysema (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - Results in Death) Trrmmnisation - Not applicable - [n/a - 1/a -
10010224254 Intramuscular])
Acute kidney injury (n/a - Unknown - Other Medically Important Condition), Altered state of consciousness (n/a - Unknown -
] Other Medically Important Condition), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
= % |5001-10- | Healthcare More Dyspnoea (n/a - Unknown - Other Medically Important Condition), Escherichia test positive (n/a - Unknown - ), Lethargy ~|COMIRNATY [TOZINAMERAN] (S- COVID-19
470 BU-EC- 05 Professional EEA than 85 [Male  |(n/a - Unknown - Other Medically Important Condition), Lower respiratory tract infection (n/a - Fatal - Results in Death), |immunisation - Not applicable - [1d - n/a -
10010224212] 538 "-'*..Lﬂ. Years Nitrite urine present (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown - Other Medically Important Intramuscular])
T Condition), Red blood cells urine positive (n/a - Unknown - ), Sepsis (n/a - Fatal - Results in Death), Vaccination failure (n/a
- Fatal - Results in Death, Caused/Prolonged Hospitalisation)
w Ataxia (n/a - Not Recovered/Not Resolved - ), Cerebral arteriosclerosis (n/a - Unknown - ), Cerebral infarction (n/a - Fatal -
i WL Results in Death, Caused/Prolonged Hospitalisation), Dyslalia (n/a - Not Recovered/Not Resolved - ), Dysphagia (n/a - Not ME
7| uEc ; 3221_10_ Ere(?g;;iir:al Non EEA ?(i;ﬁ: Male  |Recovered/Not Resolved - ), Gait disturbance (n/a - Not Recovered/Not Resolved - ), Trregular breathing (n/a - Fatal - Results %ﬂﬁgﬁ [Illrgzelmlicabls‘:\][\i] d(_SI;/?nVI/a%W
10010004211 in Death), Respiratory arrest (n/a - Fatal - Results in Death), Respiratory disorder (/a - Fatal - Results in Death), PP
Thrombotic cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Wi 5021-10-| Healthcare 18-64 Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Arteriosclerosis COMIRNATY [TOZINAMERAN] (S - COVID-19
472 EU-EC- : : 05 Professional Non EEA Vears Male |coronary artery (n/a - Fatal - Results in Death), Coronary artery stenosis (n/a - Fatal - Results in Death, Other Medically |immunisation - Not applicable - [n/a - n/a -
10010224210 Important Condition), Pulmonary congestion (n/a - Fatal - Results in Death, Other Medically Important Condition) Intramuscular])
ElickCor scal |33 : AMERAN]
473 1 = (2021-10-|Healthcare Non EEA ?&eg 5 Female Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Respiratory failure (n/a - Fatal - mﬂﬁ;ﬁ [I;Ircft)zalINlicable I n/f ;]/(:?V[Dl()
EU-EC- : 05 Professional Results in Death, Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death) PP
! Years Intramuscular])
10010224202
i 2021-10-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
474 : Non EEA  |than 85 |Male  |Platelet count decreased (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- ; 05 Professional Vears Intramuscular])
10010224193
% 12021-10-[NOn Not COMIRNATY [TOZINAMERAN] (S - COVID-19
. i i - - i , - - i . o e .
475 EU-EC- 05 Healthc_are Non EEA Specified Male  |Drug ineffective (n/a - Fatal - Results in Death), Suspected COVID-19 (1/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1/a - /)
Professional
10010224192,
lickcor scal 1) Cardiac failure (n/a - Fatal - Results in Death), Cardiac hypertrophy (n/a - Fatal - Results in Death), Cardio-respiratory ME
476 | pUEC 3221_10_ ]Elre(?llg;sciifal Non EEA :(i ;?2 Male  |arrest (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - mﬂﬁgﬁ [IF\Irgzaericawa d(_SI;/?nVI/a%W
10010224182 e ‘ﬁi Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - ) PP
W 5021-10-|Healthcare 18-64 Abdominal discomfort (n/a - Unknown - Other Medically Important Condition), Abdominal distension (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
477 . Non EEA Male  [Recovering/Resolving - Other Medically Important Condition), Aortic dissection (n/a - Fatal - Results in Death), Heat immunisation - Not applicable - [n/a - .3mL -
EU-EC- : 05 Professional Years . - -
10010224173 illness (n/a - Unknown - Other Medically Important Condition) Intramuscular])
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EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; [ Cardiac failure acute (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a -
il 2021-10-| Healthcare More Fatal - Results in Death, Other Medically Important Condition), Embolism (n/a - Fatal - Results in Death, Other COMIRNATY [TOZINAMERAN] (S - COVID-19
78| upe | H 05 Professional |on EEA  [than 85 [Male  [Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other immunisation - Not applicable - [n/a - n/a -
10010224170 Years Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) Intramuscular])
Altered state of consciousness (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
: Important Condition), Faeces discoloured (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Fall (n/a - ME
479 il |2021-10- |Healthcare Non EEA 65-85 Male Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Gastric cancer (n/a - Fatal - Results in Death), General mﬁﬁgﬁ ggzxamlicable -0 1] d(_Sr;/;X_)VIDl()
EU-EC- : 133 |05 Professional Years physical health deterioration (n/a - Unknown - Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Life Ttramuscular]) PP
10010224169 T Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation), Somnolence (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation)
480 2021-10- Healthcare EEA 18-64 Male Death (0d - Fatal - Results in Death), Palpitations (20d - Fatal - Results in Death), Panic disorder (20d - Fatal - Results [COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 05 Professional Years in Death), Sinus tachycardia (20d - Fatal - Results in Death) n/a- [n/a-n/a-n/a])
10010223769 ]
i
2021-10- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; R -
481 EU-EC- : 05 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) n/a - [a - n/a - Intramuscular])
10010223144
or sca Aphasia (n/a - Not Recovered/Not Resolved - Life Threatening), Fatigue (n/a - Not Recovered/Not Resolved - Life SPIKEVAX [COVID-19 MRNA VACCINE
482 %, |2021-10-|Healthcare  |ggpa 65-85  |Female |Threatening), Inflammatory marker increased (n/a - Not Recovered/Not Resolved - Life Threatening), Pericarditis (n/a - Fatal |\ ODERNA (CX-024414)] (S- COVID-19
EU-EC- : |05 Professional Years - Results in Death, Life Threatening), Pleural effusion (n/a - Not Recovered/Not Resolved - Life Threatening), Somnolence |imyymisation - Not applicable - [n/a - 1 {DF} - n/a])
10010222691 (n/a - Not Recovered/Not Resolved - Life Threatening)
Non COVID-19 VACCINE (AD26.COV2-S
483 2021-10- Healthcare EEA 18-64 Female COVID-19 (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- 05 Professional Years Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation) |JANSSEN (AD26.COV2.9)] (S - Immunisation - Not
10010222393 applicable - [n/a - n/a - Unknown])
biorcal |t s Dyspnoca (' - Not RecoveradNot Resoved -, Eosinophilc myocardti (- Ftal - Results in Death), Myalia (| o VACCNE IANSEN (ADRGCOWS
484 ; EEA Female |Recovered/Resolved - ), Nausea (n/a - Not Recovered/Not Resolved - ), Sudden death (n/a - Fatal - Results in Death), . L o :
EU-EC- x (05 Professional Years Vomiting (n/a - Not RecoveredNot Resolved - ) COVID-19 immunisation - Not applicable - [n/a -
10010222016 2 1{DF} - n/a)])
ALUNBRIG 90 MG [BRIGATINIB] (S- Lung
. ) ) . . . . B neoplasm malignant - Unknown - [7d - 90mg - Oral -
| Cond1thn aggravat-ed (n/a - Fatal Results in Death cher Medlpally Imponant.Condltlon), Hypercalcf‘a_elma (n/a - More in ICSR]), COMIRNATY [TOZINAMERAN] (S
Recovering/Resolving - ), Hyperkalaemia (n/a - Recovering/Resolving - Other Medically Important Condition), Interstitial Lo .
2 (2021-10-|Healthcare 65-85 . . . . . A I . - Product used for unknown indication - Not applicable
485 : Non EEA Male |lung disease (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
EU-EC- 05 Professional Years . - N ’ . - [n/a - n/a - Unknown]), SPIKEVAX [COVID-19
r Important Condition), Lung neoplasm malignant (n/a - Fatal - Results in Death, Other Medically Important Condition), MRN
10010221867 Renal impairment (n/a - Recovering/Resolving - Other Medically Tmportant Condition) A VACCINE MODERNA (CX-024414)] (S-
mp S ¥ imp Product used for unknown indication - Unknown - [n/a
- n/a - Unknown])
ALUNBRIG 90 MG [BRIGATINIB] (S- Lung
m Condition aggravated (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypercalcaemia (n/a - &?ﬂﬁgg&gﬁ%%ﬁl[}%%ﬁﬁk% ES
. Recovering/Resolving - ), Hyperkalaemia (n/a - Recovering/Resolving - Other Medically Important Condition), Interstitial . s .
B (2021-10- |Healthcare 65-85 - . . . . A L . - Product used for unknown indication - Not applicable
486 . Non EEA Male  |lung disease (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
EU-EC- 05 Professional Years o - . ’ L - [n/a - n/a - Unknown]), SPIKEVAX [COVID-19
Important Condition), Lung neoplasm malignant (n/a - Fatal - Results in Death, Other Medically Important Condition),
10010221867 Renal i N ¢ (n/a - Re . vi Other Medically T rtant Conditi MRNA VACCINE MODERNA (CX-024414)] (S-
impairment (n/a - Recovering/Resolving - Other cally Important Condition) Product used for unknown indication - Unknown - [n/a
- n/a - Unknown])
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Number Receipt . . |for Sex
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Purposes
: Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), General physical health
487 d (2021-10-|Healthcare EEA 18-64 Female deterioration (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Not Recovered/Not Resolved - ), Ketoacidosis (n/a - Not |[COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- L3 |05 Professional Years Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved |n/a - [n/a - n/a - Intramuscular])
10010221411 Th -)
: 2021-10-|Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
488 : : EEA Female [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- 3 05 Professional Years n/a)
10010221094 a
Elickor scal COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Unknown - Caused/Prolonged MERAN MERAN]
439 21 2021-10- Healthcare Non EEA 65-85 Male Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged ;rozn\gsation ) NOEEOZIE:\;ble -[d- ng: COVID-19
EU-EC- i 05 Professional Years Hospitalisation), Incorrect route of product administration (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown - Subcutancous]) PP
10010220879 Caused/Prolonged Hospitalisation), Pyrexia (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation)
o Non More
490 2021-10- Healthcare EEA than 85 |Female Constipation (n/a - Fatal - Results in Death), Malaise (n/a - Not Recovered/Not Resolved - ), Nausea (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- : 05 . Recovered/Not Resolved - ), Urinary tract infection (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - n/a - n/a])
Professional Years
10010220547,
2 12021-10-|Nn 65-85  [Not COMIRNATY [TOZINAMERAN] (S - Immunisation
-10- - . . . i i . - N
491 EUEC. |52 05 Eeallvthgare | EEA Years | Specified Cerebral infarction (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10010220544 rotessiona
Fickorsad | -
492 BUEC (2)(5)21'10' Healthcare  |EEA %{8'64 Male |Cardiac death (n/a - Fatal - Results in Death), Exercise tolerance decreased (n/a - Not Recovered/Not Resolved - ) S/)IVI[IENAE/Y [EP]Z)INAI\AERAN] (S- Immunisation -
-BC~ 2 X ears a-|na-n/a-mna
10010220543 o Professional
Non
493 2021-10- Healthcare EEA 65-85 Female Dyspnoea (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved - ), Oropharyngeal pain (n/a-  |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- x |05 . Years Not Recovered/Not Resolved - ), Pulmonary oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
Professional
10010220538
Ascites (n/a - Unknown - Other Medically Important Condition), Blood albumin increased (n/a - Unknown - Other Medically
Important Condition), Blood cholinesterase increased (n/a - Unknown - Other Medically Important Condition), Blood lactate
dehydrogenase increased (n/a - Unknown - Other Medically Important Condition), Blood pressure immeasurable (n/a -
Recovering/Resolving - Caused/Prolonged Hospitalisation), Blood urea increased (n/a - Unknown - Other Medically Important
Elick or scad . More Condition), Bradycardia (n/a - Unknown - Life Threatening), Cardiac arrest (n/a - Unknown - Life Threatening), Condition
494 21 (2021-10- Healthcare Non EEA  |than 85 |Female aggravated (n/a - Unknown - ), Cyanosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 05 Professional Vears Results in Death, Caused/Prolonged Hospitalisation), Hepatic neoplasm (n/a - Unknown - Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
10010220293 Condition), Hypotension (n/a - Unknown - Other Medically Important Condition), Localised oedema (n/a - Unknown - ),
Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oedema peripheral (n/a - Unknown - ), Oxygen
saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Pancreatic neoplasm (n/a - Unknown - Other
Medically Important Condition), Pleural effusion (n/a - Unknown - Other Medically Important Condition), Ventricular
fibrillation (n/a - Unknown - Life Threatening), Ventricular tachycardia (n/a - Unknown - Life Threatening)
Qr _scail a I IE
495 21 (2021-10- Healthcare Non EEA Not Not Foetal hypokinesia (n/a - Fatal - Results in Death, Congenital Anomaly), Maternal exposure during pregnancy (n/a - Fatal - mﬁ:ﬁgg [I:Ircft)zaINlicable I n/] S ;]/(2(_)\41)19
EU-EC- 5 05 Professional Specified Specified Results in Death, Congenital Anomaly), Umbilical cord abnormality (n/a - Fatal - Results in Death, Congenital Anomaly) PP
10010220288 Transplacental])
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2021-10-| Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
496 : EEA than 85 [Male  |Aspiration (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EG- | ZE L3 |05 Professional Vears [ - n/a - n/a])
10010220192/ :
L COVID-19 MRNA VACCINE MODERNA (CX-
3 (2021-10-|Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
497 EU-EC- :E 3|05 Professional Non EEA Vears Female |Cardiomyopathy (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010219783 applicable - [n/a - 1{DF} - Unknown])
5 ¥ 12021-10-[Non Not TOZINAMERAN [TOZINAMERAN] (S - COVID-19
498 BU-EC- 2105 Hea]thc_are Non EEA Specified Female |Palpitations (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d- n/a - n/a])
» Professional
10010219421
oLl 2021-10-|Healthcare 65-85 Chest pain (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved - ), Malaise (n/a - Not COMIRNATY [TOZINAMERAN] (S- COVID-19
499 EU-EC- ] 05 Professional EEA Vears Female |Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death), Nausea (n/a - Not Recovered/Not immunisation - Not applicable - [n/a - n/a -
10010219194 ; Resolved - ), Thrombosis (n/a - Fatal - Results in Death), Vomiting (n/a - Not Recovered/Not Resolved - ) Intramuscular])
Elick or scall | : Non COVID-19 MRNA VACCINE MODERNA (CX-
3 =i (2021-10- 65-85 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
500 EU-EC- I |05 Efgg;:ifsa] Non EEA Vears Male  |Cerebrovascular accident (1d - Fatal - Results in Death, Other Medically Important Condition), Swelling (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10010219058 applicable - [n/a - 1{DF} - Unknown])
% 12021-10- Non More NonmeQ1ve encephalitis (194(‘i— Fatal - Rgsults in Death, Life Thre:flter_lmge Caused/Prolgnged Hospitalisation), ) TOZINAMERAN [TOZI_NAMERAN] (S- COVID-19
501 Healthcare Non EEA  |than 85 [Male  |Pneumonia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Renal failure (n/a - Unknown - Life immunisation - Not applicable - [1d - 1{DF} -
EUEC |2 |05 Professional Years Threatening, Caused/Prolonged Hospitalisation) Parenteral])
10010218735 & P
Elick or scal % 5021-10- Non 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
502 EU-EC- 05 Healthcare EEA Vears Female |Encephalitis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10010218614 Professional - n/a-n/a])
e 5021-10- |Healthcare 65-85 Cardio-respiratory arrest (n/a - Unknown - Other Medically Important Condition), Coma (n/a - Unknown - Other Medically |COMIRNATY [TOZINAMERAN] (S- COVID-19
503 . Non EEA Male  |Important Condition), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - immunisation - Not applicable - [n/a - n/a -
EU-EC- : 05 Professional Years . "
7 P Unknown - Other Medically Important Condition) Intramuscular])
10010218315
3 o2t " More Abdominal pain (n/a - Unknown - Came;i/Prolonged H(}spltfihsatloqul, Othq Mlecally Important _Cpndltlon),lAde‘)rmr_le}l COMIRNATY [TOZINAMERAN] (S- COVID-19
504 021-10-|Healt! care Non EEA  |than 85 |Female tenderness (n/a - Unknown - Caused/Pro qnged Hospitalisation, Ot er Mgdlqal ly Important _Condltlon), Focal peritonitis (n/a- immunisation - Not applicable - [n/a - n/a -
EU-EG- | %2 05 Professional Vears Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Intramuscular])
10010218276 A Peritoneal perforation (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
=i |2021-10- Healthcare 65-85 i . : . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - - . S .
505 EU-EC- |05 Professional Non EEA Vears Male  |Aspiration (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10010218274
v More COVID-19 MRNA VACCINE MODERNA (CX-
506 i (2021-10- Healthcare Non EEA  |than 85 [Male COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Unknown - ), Respiratory arrest (n/a - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- k] 05 Professional Vears Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010218209 &3z applicable - [n/a - 1{DF} - Intramuscular])
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Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-10- Healthcare 65-85 . T 024414) [COVID-19 MRNA VACCINE MODERNA
507 BuEC 05 Professional | "M EEA  Iyrors  [Male  |OOVID-19 (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010218000 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
7 12021-10- |Healthcare 65-85 . o 024414) [COVID-19 MRNA VACCINE MODERNA
508 EUEC |} 05 Professional Non EEA Vears Female [COVID-19 (11d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010217967 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscal ] Death (n/a - Fatal - Results in Death), Haemoptysis (n/a - Unknown - Other Medically Important Condition), Illness (n/a -
24 (2021-10- Non 65-85 Unknown - Other Medically Important Condition), Interchange of vaccine products (n/a - Unknown - ), Loss of consciousness| TOZINAMERAN [TOZINAMERAN] (S - COVID-19
509 | Eupc |3 X l0s Healthcare ~ [Non EEA |, = |Male (n/a - Unknown - Other Medically Important Condition), Off label use (n/a - Unknown - ), Panic attack (n/a - Unknown - |immunisation - Not applicable - [n/a - n/a - n/a])
10010217866 : Professional Other Medically Important Condition)
Aortic thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Bradycardia (n/a - Unknown - Caused/Prolonged
Hospitalisation), Cardiac arrest (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Chest pain (n/a -
Unknown - Caused/Prolonged Hospitalisation), Circulatory collapse (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation), Confusional state (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Deep vein thrombosis (12d - Recovered/Resolved - Caused/Prolonged
Hospitalisation), Dysphagia (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Fatigue (n/a - Not
Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Headache (n/a - Recovered/Resolved - Caused/Prolonged CCINE RAZE CHADO
or scail Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - COVID-19 VA AST INECA ( Xl
2021-10- |Healthcare 18-64 - : Lo ot . X INCOV-19) [COVID-19 VACCINE ASTRAZENECA
510 . Non EEA Male  |Recovering/Resolving - Caused/Prolonged Hospitalisation), Myocardial ischaemia (n/a - Fatal - Results in Death, . o
EU-EC- 7, |05 Professional Years CasedProloneed Hospitalisati Pain i ity (/- Unkn CausedProl Hospitalisati Peripheral (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010217729 E rolonged Hospitalisation), Pain in extremity (n/a - Unknown - Caused Prolonged Hospitalisation), Peripheral artery |\ oo icable - [1d - n/a - Intramuscular])
thrombosis (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Peripheral coldness (n/a - Unknown -
Caused/Prolonged Hospitalisation), Peripheral ischaemia (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation), Pulmonary embolism (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Pulseless electrical
activity (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Renal infarct (n/a - Recovered/Resolved -
Caused/Prolonged Hospitalisation), Splenic infarction (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation),
Thrombocytopenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Ventricular extrasystoles (n/a - Unknown -
Caused/Prolonged Hospitalisation)
Non SPIKEVAX [COVID-19 MRNA VACCINE
= (2021-10- 18-64 . . . . MODERNA (CX-024414)] (S- COVID-19
511 EU-EC- % 3|05 l[;leatl‘thc'are | Non EEA Vears Male  [Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d- 1 {DF} -
10010217287 rolessiona Intramuscular])
- 2021-10- |Healthcare 65-85 o . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - - . S .
512 EU-EC- x 205 Professional Non EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1/a - /a])
10010217147/
Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure congestive (n/a - Unknown
513 2021-10- |Healthcare Non EEA 65-85 Male || Caused/Prolonged Hospitalisation), Respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |[COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 3 05 Professional Years Respiratory tract infection (n/a - Unknown - Caused/Prolonged Hospitalisation), White blood cell count increased (n/a - immunisation - Not applicable - [1d - n/a - n/a])
10010217144 Unknown - Caused/Prolonged Hospitalisation)
ElickCor scal N
= on . . . . . .
514 EU-EC. g (2021-10- Healthcare Non EEA Not | Female COVID-19 (n/a - thal - Results in Dea?l? Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10010217138 05 Professional Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
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; Non
515 2021-10- Healthcare Non EEA Not Male COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 05 : Specified Important Condition), Drug ineffective (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10010217136
Asthenia (n/a - Not Recovered/Not Resolved - Life Threatening), Death (n/a - Fatal - Results in Death, Life Threatening),
Non Decreased appetite (n/a - Not Recovered/Not Resolved - Life Threatening), Dizziness (n/a - Not Recovered/Not Resolved -
516 2021-10- Healthcare Non EEA 18-64 Male Life Threatening), Fall (n/a - Not Recovered/Not Resolved - Life Threatening), Head injury (n/a - Not Recovered/Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- : 7, |05 Professional Years Resolved - Life Threatening), Headache (n/a - Not Recovered/Not Resolved - Life Threatening), Hypotension (n/a - Not immunisation - Not applicable - [1d - n/a - n/a])
10010217103 : Recovered/Not Resolved - Life Threatening), Immunisation (n/a - Not Recovered/Not Resolved - ), Off label use (n/a - Not
Recovered/Not Resolved - )
Non Blood glucose abnormal (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), COVID-19
517 2021-10- Healthcare Non EEA 65-85 Male (n/a - Unknown - ), Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 305 Professional Years Hospitalisation), Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Not Recovered/Not Resolved - Life immunisation - Not applicable - [n/a - n/a - n/a])
10010217101 : Threatening, Caused/Prolonged Hospitalisation)
1) Circulatory collapse (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pulmonary embolism (n/a - COVID-19 VA AST CA( XI
2021-10- |Healthcare 18-64 . . Lo . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
518 . Non EEA Female |Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death), Vaccination site swelling (n/a - Not Recovered/Not . .
EU-EC- 5 (05 Professional Years Resolved - Other Medically fmportant Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010216671 | Yy imp - Not applicable - [1d - n/a - Intramuscular])
Blickcor scad | Non
2021-10- Not . . . TOZINAMERAN [TOZINAMERAN] (S - COVID-19
. - - . i .
519 EU-EC- |05 Hea]thgare Non EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d - n/a - n/a])
Professional
10010216583
More
2021-10- Healthcare A . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - -), - -), - - . Nl .
520 BU-EC. * |05 Professional EEA than 85 [Female |Immunisation (n/a - Unknown - ), Off label use (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
Years
10010216571
m = Inappropriate schedule of product administration (n/a - Unknown - ), Mineral metabolism disorder (1wk - Fatal - Results in X7E CCINE RAZENE
521 ; 2021-10- EZ:]thcare EEA Not Female [Reath, Caused/Prolonged Hospitalisation), Muscle spasms (1wk - Fatal - Results in Death, Caused/Prolonged ?/CHAD(\)g({IlAI\I[%\\/{IBﬁQ(SV-An/a - NO?E?T licable - [?12
EU-EC- T |05 : Specified Hospitalisation), Renal failure (1wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically PP
; Professional " - n/a - Intramuscular])
10010216477 Important Condition)
Asthenia (10d - Fatal - Results in Death), COVID-19 pneumonia (10d - Fatal - Results in Death), Diarrhoea (10d - Fatal -
522 2021-10-|Healthcare —|pp 6585 |kemale |Results in Death), Dyspnoca (10d- Fatal - Results in Death), SARS-CoV-2 test positive (10d- Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 05 Professional Years Vaccination failure (10d - Fatal " immunisation - n/a - [n/a - .3mL - Intramuscular])
10010215148/ & Death), Vaccination failure (10d - Fatal - Results in Death)
Application site discomfort (n/a - Fatal - Results in Death), Brain death (n/a - Fatal - Results in Death, Other Medically
Important Condition), Cerebral thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Chills
S| ] (n/a - Fatal - Results in Death), Dengue fever (n/a - Fatal - Results in Death, Other Medically Important Condition),
% [021-10- Non 18-64 Depressed level of consciousness (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in Death), 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
523 EU-EC- 04 Healthcare Non EEA Vears Male  [Haemorrhagic stroke (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Fatal - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010214640 Professional Results in Death), Hemiparesis (n/a - Fatal - Results in Death, Other Medically Important Condition), Pain (n/a - Fatal - |n/a - Intramuscular])
Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Speech
disorder (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Important
Condition), Visual impairment (n/a - Fatal - Results in Death)
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Circulatory collapse (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
. Condition), Coma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Elick or scall | %= : Confisional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dizziness (n/a - Fatal - Results in CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
d Non T . o R NCOV-19) [COVID-19 VACCINE ASTRAZENECA
2021-10- 18-64 Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, .
524 Healthcare ~ [Non EEA Male TR - RTI (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
EU-EC- : 104 . Years Caused/Prolonged Hospitalisation), Headache (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Professional . N . . - n/a - Intramuscular]), [COVID-19 VACCINE] (S- n/a
10010214548 Hypoaesthesia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Interchange of vaccine products (n/a - - Not applicable - [n/a - n/a - n/al)
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Memory impairment (n/a - Fatal - Results in Death PP
Caused/Prolonged Hospitalisation), Off label use (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
: COVID-19 VACCINE (AD26.COV2-S
525 :1 202 1-10- Healthcare EFA 18-64 Female Death (n/a - Fatal - Results in Death), Fall (n/a - Unknown - Results in Death), Infarction (n/a - Fatal - Results in [RECOMBINANT) JANSSEN [COVID-19 VACCINE
EU-EC- |04 Professional Years Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10010214450 applicable - [n/a - .5mL - Intramuscular])
Elick or scall | = Y L COVID-19 VACCINE JANSSEN (AD26.COV2.S)
> 4 (2021-10- [Healthcare 65-85 . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - R - - o .
526 EU-EC- ] 2 04 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) Trmmunisation - Not applicable - [n/a - n/a -
10010214423 ] Unknown])
Elickorscal ] Nor COVID-19 MRNA VACCINE MODERNA (CX-
= 12021-10- 18-64 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
527 EU-EC- 04 gocagslsciirgal Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010214398 applicable - [n/a - 1{DF} - Intramuscular])
—J COVID-19 MRNA VACCINE MODERNA (CX-
% 12021-10- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: Sudden - - ) . P
528 EU-EC- 04 Professional EEA Years Male death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10010214182 applicable - [1d - .5mL - Intramuscular])
Eickor scal ; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 12021-10-|Healthcare . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
529 BU-EC- : 04 Professional Non EEA glea;lrSSS Female |Dyspnoea (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10010213953 |; n/a - Intramuscular])
T More Asphyxia (n/a - Fatal - Results in Death. Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - Unknown - |y roniamoss [TOZINAMERAN] (S- COVID-19
530 2021-10- |Healthcare Non EEA  |than 85 |Female Caused/Prolonged Hospitalisation), Foaming at mouth (n/a - Unknown - Caused/Prolonged Hospitalisation), Multiple organ immunisation - Not applicable - [n/a - n/a -
EU-EC- e (04 Professional Vears dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pallor (n/a - Unknown - Intramuscular]) PP
10010213952 ; Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
531 21 (2021-10-|Healthcare EEA 65-85 Male Chronic obstructive pulmonary disease (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Respiratory mﬂﬁgg gcgzamlicablzél[\r]x]/f_lg))l};[ ?19
EU-EC- i |04 Professional Years failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) PP
Intramuscular])
10010213893
e COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10- |Healthcare 18-64 . . - . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ), - - )
532 EU-EC- ] m Professional Non EEA Vears Male  [Thrombocytopenia (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 - Unknown -
10010213756 ; [n/a - n/a - Intramuscular])
Elickor scal |z : Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not COVID-19 VA AST CA( X1
1 |2021-10- | Healthcare Not PO - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
533 : Non EEA .. _|Female [Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pulmonary embolism (1d - Fatal - Results in Death, ;
EU-EC- : 04 Professional Specified used/Proloneed N . o AN used/Proloneed T (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10010213610 Ca rolonged Hospitalisation), Seizure (n/a - Not Recovered/Not Resolved - Can rolonged Hospitalisation) - n/a - Intramuscular])
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COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10- | Healthcare 18-64 . o S NCOV-19) [COVID-19 VACCINE ASTRAZENECA
534 EU-EC- T 04 Professional Non EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Limb injury (n/a - Unknown - ) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10010213472 ; n/a - Intramuscular])
: COMIRNATY [TOZINAMERAN] (S- COVID-19
=1 (2021-10-|Healthcare 65-85 . . . immunisation - Not applicable - [n/a - n/a -
. - - N - -
535 EU-EC- : 04 Professional Non EEA Vears Female |Apnoea (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) Intramuscular]), [DONEPEZIL HYDROCHLORIDE]
10010213288 (S-n/a- Unknown - [n/a - n/a - Oral])
Elickor scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
536 BU-EC- 2 04 Ereai‘thciar;al Non EEA Vears Female |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10010213161 ; OressIo n/a - Intramuscular])
— 1 Acute kidney injury (n/a - Fatal - Results in Death), Aortic stenosis (1/a - Fatal - Results in Death), Colitis ischaemic (n/a COVID-19 VACLINE ASTRAZENECA (CHADOXI
2021-10- |Healthcare 65-85 . - N - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
537 . Non EEA Male |- Fatal - Results in Death), Embolism (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death), ;
EU-EC- 04 Professional Years > X (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
Pneumonia (n/a - Fatal - Results in Death)
10010213106 - n/a - Intramuscular])
Elick or scall | % i COVID-19 VACCINE JANSSEN (AD26.COV2.S)
538 2021-10- Healthcare Non EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
EU-EC- L3, |04 Professional Years Death), Thrombosis (n/a - Fatal - Results in Death) Product used for unknown indication - Unknown - [n/a
10010213103 : - n/a - Intramuscular])
i 2021-10- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
539 EU-EC- : 04 Healthcare Non EEA Vears Female |Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10010212090 s Professional - n/a - Intramuscular])
Mldcorsead 7 3 5021-10-/Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
540 EU-EC- X 04 Healthcare EEA Years Female [Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S- COVID-19
1 Professional immunisation - n/a - [n/a - 1{DF} - n/a])
10010211541
- COVID-19 VACCINE ASTRAZENECA (CHADOX1
s41 ¥ 2021-10- Healthcare Non EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 04 Professional Years Death), Nasopharyngitis (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010211319 n/a - Intramuscular])
klicicor scal _, 5 . SPIKEVAX [COVID-19 MRNA VACCINE
b, (2021-10- Healthcare 18-64 . . ) .. . MODERNA (CX-024414)] (S- COVID-19
542 EU-EC- 04 Professional Non EEA Vears Female |Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Dizziness (1d - Unknown - ) immunisation - Not applicable - [n/a - 1 {DF} -
10010211317 Intramuscular])
Non COVID-19 VACCINE (AD26.COV2-S
543 2021-10- Healthcare EEA 18-64 Male Suspected COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown |[RECOMBINANT ]) JANSSEN [COVID-19 VACCINE
EU-EC- : 04 Professional Years - Results in Death, Caused/Prolonged Hospitalisation) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10010211048 applicable - [n/a - n/a - Unknown])
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; COVID-19 VACCINE JANSSEN (AD26.COV2.S)
544 al (2021-10-|Healthcare Non EEA 65-85 Male Abdominal pain (n/a - Fatal - Results in Death, Life Threatening), Back pain (n/a - Fatal - Results in Death, Life [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- L3 |04 Professional Years Threatening) Product used for unknown indication - Not applicable -
10010211045 0 [n/a - n/a - Unknown])
7 2021-10-|Healthcare More Cardiac failure congestive (n/a - Fatal - Results in Death, Other Medically Important Condition), Constipation (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
545 EU-EC- 0 ) 04 Professional Non EEA  |than 85 |Male  |Unknown - ), Dyspnoea (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), Respiratory arrest (n/a - Fatal - Results |immunisation - Not applicable - [n/a - .3mL -
10010210960! - A Years in Death, Other Medically Important Condition) Intramuscular])
[l Brain death (n/a - Unknown - Life Threatening), Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral thrombosis
m L 5021-10- Non 18-64 (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown - ), Loss of S)Cz)/l\]/?-llgg) Eg)(ﬁl]l)\ﬁ: ﬁ%%%ﬁ
546 BU-EC 04 Healthcare Non EEA v Female |consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation), Migraine (n/a - Unknown - Other Medically Important
-EC- : , : ‘ears - B ) L . i} _ |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010210710 Professional Condition), Platelet count decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (2d - Recovered/Resolved N
) a - Intramuscular])
o i 2021-10-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
547 EU-EC- : 04 Professional EEA than 85 [Female |Acute pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10010210617 : Years Intramuscular])
Elick or scal | % : More COVID-19 MRNA VACCINE MODERNA (CX-
548 21 12021-10- Healthcare EEA than 85 [Male Cardiac arrest (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Not Recovered/Not Resolved - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7, |04 Professional Vears Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010210611 applicable - [1d - 1{DF} - Intramuscular])
5 00110 /Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
549 EU-EC- o 04 Healthcare EEA Vears Female |Death (1d- Fatal - Results in Death), Therapeutic response decreased (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10010210610 Professional Intramuscular])
Elickor scal | & L Aortic thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intestinal ischaemia (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOX1
. 12021-10- |Healthcare 65-85 Results in Death, Caused/Prolonged Hospitalisation), Peripheral artery thrombosis (n/a - Fatal - Results in Death, 'NCOV-19) [COVID-19 VACCINE ASTRAZENECA
550 | puEC J 2 (04 Professional | LA Vears |Female Caused/Prolonged Hospitalisation), Renal artery thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010210606/ &k ' Hospitalisation) -1/a- [1d - 1{DF} - Intramuscular])
3 e
I 12021-10- Healthcare L . . oo COMIRNATY [TOZINAMERAN] (S- COVID-19
S pukc 04 Professional | CA glan 85 [Male  (Vaccination failure (/a - Fatal - Results in Death, CasedProlonged Hospitalisation) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10010210576 s
E— k| 2021-10-[Non More COMIRNATY [TOZINAMERAN] (S - COVID-19
552 Healthcare EEA than 85 [Male |COVID-19 (n/a - Fatal - Results in Death) . S
EU-EC- 04 Professional Vears immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10010210538| &
m [ COVID-19 VACCINE (AD26.COV2-S
b |5021-10- | Healthcare 18-64 [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
553 EU-EC- 04 Professional EEA Vears Male  |Vaccination failure (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- COVID-19
10010210458 p immunisation - Not applicable - [1d - 1{DF} -
Intramuscular])
More COVID-19 VACCINE (AD26.COV2-S
2021-10-|Healthcare L . . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
) . - - Results in Death)
554 EU-EC- |04 Professional EA $$55 Male  |Vaccination failure (n/a - Fatal - Results in Death JANSSEN (AD26.COV2.9)] (S- COVID-19
10010210450 immunisation - n/a - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10- | Healthcare 18-64 L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
555 puEC |4 04 Professional |0 Years |Female [Myocardial infarction (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10010210326 i - Not applicable - [1d - 1{DF} - Intramuscular])
Cardiac arrest (n/a - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
o || 4 Death (n/a - Fatal - Results in Death), Electrocardiogram change (n/a - Recovered/Resolved With Sequelae - Life
K Threatening, Caused/Prolonged Hospitalisation, Disabling), Hypoxic-ischaemic encephalopathy (n/a - Recovered/Resolved ME
556 | pupe |3 3221_10_ Eﬁte};;zrg o |[Non EEA ?('Se ﬁ: Male  |With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Physical deconditioning (n/a - mﬁﬁgﬁ [I'\lIgZaINIicable 1 n/] f ;1/(;(_)\1?/3)19
10010210000 2 Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Ventricular arrhythmia PP
(n/a - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Ventricular
fibrillation (n/a - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
i |2021-10- | Healthcare 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - eIy IR peatll)s - - ReSUILy I eartll)s - -
557 EU-EC- 2. I Professional Non EEA Vears Male  |Arthralgia (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10010209655 n/a - Intramuscular])
Elickcor scal 1 2021-10-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
558 : Non EEA Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 04 Professional Years Intramuscular])
10010209585
2021-10- |Healthcare More Disease recurrence (n/a - Fatal - Results in Death), Gastric ulcer haemorrhage (n/a - Fatal - Results in Death), Shock COMIRNATY [TOZIN . RAN] (8- COVID-19
559 . Non EEA  |than 85 |Female . " immunisation - Not applicable - [n/a - n/a -
EU-EC- : 04 Professional v, haemorrhagic (n/a - Fatal - Results in Death) Intr: Jar])
10010208957 : cans amuscuiar
o | Bl 5| Altered state of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Blood pressure
7] B |5021-10-| Healthcare 65-85 decreased (n/a - Unknown - Other Medically Important Condition), Chills (n/a - Unknown - ), Eating disorder (n/a - Fatal -  |COMIRNATY [TOZINAMERAN] (S- COVID-19
560 BU-EC- 04 Professional Non EEA Years Female |Results in Death, Life Threatening), Heart rate increased (n/a - Unknown - ), Hepatic function abnormal (n/a - Fatal - immunisation - Not applicable - [n/a - n/a -
10010208946 ;i Results in Death), Oedema (n/a - Unknown - ), Pallor (n/a - Unknown - ), Pyrexia (n/a - Fatal - Results in Death, Other |Intramuscular])
Medically Important Condition), Respiratory arrest (n/a - Fatal - Results in Death), Somnolence (n/a - Unknown - )
& 5021-10- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
561 EU-EC- ] : 04 Healthcare Non EEA Vears Female |General physical health deterioration (n/a - Fatal - Results in Death), Haemoptysis (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a -
10010208830 Professional Intramuscular])
562 y i 2021-10- Healthcare Non EEA 65-85 Male Decreased activity (n/a - Fatal - Results in Death), Urinary tract infection (n/a - Unknown - Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 04 Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010208820
Mikorsead 2021-10- | Healthcare 65-85 Blood pressure decreased (n/a - Unknown - ), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S - COVID-19
563 | EUEC 104 Professional | EEA |, = |Male  |Important Condition), Dyspnoea (n/a - Fatal - Results in Death), Heart rate decreased (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a -
; Intramuscular])
10010208807
;
Ak (2021-10- |Healthcare 65-85 . . . T TOZINAMERAN [TOZINAMERAN] (S- COVID-19
564 EU-EC- X0y Professional Non EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [ 1d - n/a - n/a])
10010208806 ;
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010208806&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 64 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
. Acute leukaemia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged
m b T Hosp%tal%sat%on, Other Medpally Important Cond;tpn), Cm@ac failure congestive (n/a - Unknowr.l - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
565 wi (2021-10- |Healthcare Non EEA 65-85 Male Hospitalisation, Other Medically Important Condition), Respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - n/a -
EU-EC- -3 04 Professional Years Hospitalisation, Other Medically Important Condition), Respiratory tract infection (n/a - Unknown - Caused/Prolonged Intramuscular]) PP
10010208800 : Hospitalisation, Other Medically Important Condition), Weight increased (n/a - Unknown - Other Medically Important
Condition), White blood cell count increased (n/a - Unknown - Caused/Prolonged Hospitalisation)
Elickcor scal T : 1 2021-10-|Healthcare 18-64 Brain oedema (n/a - Fatal - Results in Death), Cardiovascular insufficiency (n/a - Fatal - Results in Death), Myocardial ~ |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
566 EU-EC- 04 Professional Non EEA Vears Female |ischaemia (n/a - Fatal - Results in Death), Pulmonary artery thrombosis (n/a - Fatal - Results in Death), Pulmonary immunisation - Not applicable - [1d - n/a -
oedema (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) Intramuscular])
10010208787
= COVID-19 VACCINE (AD26.COV2-S
G 12021-10- Healthcare 18-64 . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
: - - ) e
567 EU-EC- 5 (04 Professional EEA Years Male - Diath {nfa - Fatal - Results in Death JANSSEN (AD26.COV2.9)] (S - Immunisation - n/a -
10010208571 ; [n/a - n/a - n/a)])
COVID-19 VACCINE JANSSEN (AD26.COV2.5)
e -10- x [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
68 | ke 4 2021-10-Healtheare - INon EEA {0585 fFemale | Anogia (4d - Fatal - Results in Death), Dizziness (4d- Fatal - Results in Death), Pain (4d - Fatal - Results in Death) |Procet used for unknown indication - Not applcable -
10010208120 ) [/a - n/a - Intramuscular])
Elick or scad - COVID-19 VACCINE ASTRAZENECA (CHADOX1
i1 12021-10- Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - -
569 EU-EC- 04 Professional Non EEA Vears Male  [Cough (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10010207895 n/a - Intramuscular])
- ANTICOAGULANS (BLOEDVERDUNNER) [NOT
LAB !
2021-10- Non More Brain stem infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in AVAI . LE] (S- _Product veed for own
S0 puEc |2 04 Healthcare —|EEA than 85 \Male |1, th. Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death, CawsedProlonged Hospitalisation) indication - Drug withdrawn - [/a - n/a - n/a]),
e Professional Years ~eatt, P g ged Hosp COMIRNATY [TOZINAMERAN] (S - COVID-19
10010207745 : . Nl .
immunisation - Not applicable - [n/a - 1{DF} - n/a])
Elickcor scal 1) Chest pain (n/a - Fatal - Results in Death, Life Threatening), Diabetic ketoacidosis (n/a - Fatal - Results in Death, Life COVID-19 VA AST CCINE CAR( ZENE Xl
571 2021-10-|Healthcare —|pp 1864 |\ fale Threatening), Myocardial infarction (1d - Fatal - Results in Death, Life Threatening), Vomiting (n/a - Fatal - Results in NCOV-19) [COVID- 19 VA AST CA
EU-EC- 04 Professional Years Death. Life "i"hre atening) > ’ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010207601 > & - Not applicable - [1d - 1{DF} - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10- |Healthcare 65-85 . . . oo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
572 BU-EC- 04 Professional Non EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10010207541 n/a - Intramuscular])
573 it 2021-10- Healtheare ey 85 [Male | Corebral haemorthage (2d - Fatal - Results in Death), Ceretral infarction (2d - Fatal - Results in Death) COMIRNAT Y [ TOZINAMERAN] (S - Immunisation -
EU-EC- o (04 Professional Vears n/a - [n/a - 2{DF} - n/a])
10010206746 ;
Rlick or scal | = 5021-10- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
574 EU-EC- 04 Healthcare EEA Vears Female |Chest pain (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10010206501 & ' Professional Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification ]:: | Group ex Route])
gulatory
Purposes
Acute respiratory failure (n/a - Unknown - Other Medically Important Condition), Arteriosclerosis coronary artery (n/a -
Unknown - ), Atelectasis (n/a - Unknown - ), Atypical pneumonia (n/a - Unknown - Other Medically Important Condition),
COVID-19 (n/a - Unknown - ), COVID-19 pneumonia (n/a - Unknown - Other Medically Important Condition), Cardiac
failure congestive (n/a - Unknown - Other Medically Important Condition), Cardiomegaly (n/a - Unknown - ), Death (n/a -
L L Fatal - Results in Death, Other Medically Important Condition), Fluid overload (n/a - Unknown - ), Goitre (n/a - Unknown -
Rlick or scal | 272 : ), Interstitial lung disease (n/a - Unknown - Other Medically Important Condition), Lung consolidation (n/a - Unknown - ), COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-10- [Healthcare 65-85 . . : S ; . 024414) [COVID-19 MRNA VACCINE MODERNA
575 . Non EEA Female |Lung infiltration (n/a - Unknown - ), Lung opacity (n/a - Unknown - ), Pericardial effusion (n/a - Unknown - Other Medically . L
EU-EC- 04 Professional Years i . . - (CX-024414)] (S- COVID-19 immunisation - Not
10010206468 ’ Important Condition), Pleural effusion (n/a - Unknown - ), Pneumomediastinum (n/a - Unknown - Other Medically Important applicable - [n/a - 1{DF} - Intramuscular])
Condition), Pneumonia (n/a - Unknown - Other Medically Important Condition), Pneumothorax (n/a - Unknown - Other PP
Medically Important Condition), Pulmonary congestion (n/a - Unknown - Other Medically Important Condition), Pulmonary
oedema (n/a - Unknown - Other Medically Important Condition), Subcutaneous emphysema (n/a - Unknown - ),
Thrombophlebitis superficial (n/a - Unknown - ), Thrombosis (n/a - Unknown - Other Medically Important Condition),
Thyroid calcification (n/a - Unknown - ), Vascular calcification (n/a - Unknown - )
Blood pressure decreased (0d - Fatal - Results in Death), Cardiac arrest (Od - Fatal - Results in Death), Feeling abnormal ME
576 | EUEC h (2)221_10_ Ereji‘gslsci?)rrfal EEA ;i _a.6r3 Male  |(0d- Fatal - Results in Death), Hypoaesthesia oral (Od - Fatal - Results in Death), Seizure (0d - Fatal - Results in %ﬁgﬁgﬁgjﬁ RAN] (S-n/a-n/a - [n/a
10010206446 Death), Sluggishness (0d - Fatal - Results in Death), Tonic convulsion (0d - Fatal - Results in Death) ’
i orsca) | R .
577 a1 (2021-10-|Healthcare Non EEA ?ﬁg;eg 5 [Male Lung neoplasm malignant (n/a - Fatal - Results in Death, Other Medically Important Condition), Respiratory arrest (n/a - mﬂﬁgﬁ [TF\Irgzaericablz‘:\][\P d(_SI;/?VIDW
EU-EC- 04 Professional Fatal - Results in Death, Other Medically Important Condition) PP
r Years Intramuscular])
10010206068 p
Elick or scal ;
Ehtyy (2021-10- | Healthcare 18-64 , , , COMIRNATY [TOZINAMERAN] (S- COVID-19
578 IO(EI(J)-ZIZ)%E) % e |04 Professional  [Non EEA |years  (Male  |Cardiac failure acute (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Anuria (n/a - Unknown - Other Medically Important Condition), Blood pressure decreased (n/a - Unknown - Other Medically
Important Condition), Cardiac failure (n/a - Unknown - Other Medically Important Condition), Cerebral infarction (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cyanosis (n/a - Unknown - Other Medically Important MERAN]
: Condition), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Generalised oedema (n/a - Unknown - Other mﬁ:ﬁgﬁ [IF\IFSZaINIicable i n/f _3(;01‘\/{]} 19
= i Medically Important Condition), Hemiplegia (n/a - Unknown - Other Medically Important Condition), Hypokalaemia (n/a - bp .
a1 (2021-10- |Healthcare 65-85 A e . A . " Intramuscular]), [EDARAVONE] (S - Cerebral
579 . Non EEA Female |Unknown - Other Medically Important Condition), Liver disorder (n/a - Unknown - Other Medically Important Condition), |. .
EU-EC- 3 04 Professional Years L . . . infarction - Unknown - [n/a - 60mg - n/a]),
10010206005 ) Malr}utntlon (n/a- Unknow - Other Medlcall'y Important Condition), Oxygeq saturation decreased (n{a - UnknO\fvn - Other [PAZUFLOXACIN MESILATE] (S- n/a - Unknown -
Medically Important Condition), Pleural effusion (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - [a- 1g- n/a])
Unknown - Other Medically Important Condition), Renal failure (n/a - Unknown - Other Medically Important Condition), &
Respiratory alkalosis (n/a - Unknown - Other Medically Important Condition), Tachycardia (n/a - Unknown - Other
Medically Important Condition), Weight increased (n/a - Unknown - Other Medically Important Condition)
: Non
580 22 |2021-10- Healthcare Non EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- H (04 Professional Years ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010206003 :
Blick or seal |3 2021-10-|Health 65-85 Brain stem haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Intracranial aneurysm (n/a - 5(2)4\23 ! 9COV[D/§1X/?\/IRN A \I/}//i(C)I]C)I]?\]I{EN{\\/Ié%)](E_RN A
581 - peatheare - inon EEA 3 Female |Fatal - Results in Death, Other Medically Important Condition) ) : b
EU-EC- : 04 Professional Years e Yy imp (CX-024414)] (S- COVID-19 immunisation - Not
10010205989 applicable - [n/a - 1{DF} - Intramuscular])
b2 |5021-10-|Healtheare 18-64 Fatlge ('3d-' Recovered{Resolved -), Interstitial lung dlsease.(n/a - Fat'al - Results in Death Cal.lsed/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
582 : EEA Female [Hospitalisation), Pyrexia (2d - Recovered/Resolved - ), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged |. s .
EU-EC- 04 Professional Years Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10010205632
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non COVID-19 MRNA VACCINE MODERNA (CX-
583 2021-10- Healthcare Non EEA Not Female Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (1d - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |48 04 Professional Specified Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010205578 applicable - [n/a - 1{DF} - Unknown])
ra* 2021-10- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
. : - - Results in Death)
584 EU-EC- T 04 Professional EEA Vears Male |Gastrointestinal haemorrhage (n/a - Fatal - Results in Death a- [n/a- 3mL - n/a])
10010205542 Aol ;
2021-10- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
? - -
585 BU-EC- 04 Professional EEA Vears Female |Ruptured cerebral aneurysm (2d - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10010205541
Qr scaij it NOn
586 g [2021-10- Healthcare ~ |EEA 65-85 Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZIN. RAN] (8- Immunisation -
EU-EC- : 04 Professional Years n/a- [n/a - n/a - n/aJ)
10010205490
R 5 12021-10-[Non More COMIRNATY [TOZINAMERAN] (S- Immunisation -
587 ; Healthcare EEA than 85 [Male  |Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
EU-EC- 04 Professional v, n/a - [n/a-n/a-n/al])
10010205483 rofessional ears
: Non More
588 3 [2021-10- | altheare  |EEA than 85 |Male  |Coma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EUEC | 22 04 Professional Years n/a- [n/a - n/a-n/al)
10010205470
Elickcor scal % |5021-10- Non 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
589 EU-EC- 04 Healthcare EEA Vears Male |Colon cancer metastatic (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - n/a -
10010205461 Professional [n/a - n/a - n/a))
dick o s Non Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Liver function test abnormal (n/a - Not ME
e T | af a - Fatal - Results in Dea rolon; ospitalisation), Liver function te ormal (n/a - No ) o
590 EU-EC- T i (2)221 10 ?ea;thc'are Al EEA ?(Se ﬁ: Male  |Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - li(/zIEAEI;R/I:{\I/Z_[I/%Z)IN RAN] (S - Immunisation
10010205460 rolession: Caused/Prolonged Hospitalisation)
Eickorscall | % =, SPIKEVAX [COVID-19 MRNA VACCINE
501 A (2021-10-|Healthcare Non EEA 18-64 Female Asthenia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
EU-EC- L3 |04 Professional Years Death) immunisation - Unknown - [n/a - 1{DF} -
10010205251 : Intramuscular])
Cardio-respiratory arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically Important
. % Condition), Fall (n/a - Unknown - Other Medically Important Condition), Loss of consciousness (n/a - Unknown - Other ME
592 | tuEC (2)221_10_ Eﬁ;ﬁfg a  |[NonEEA ?{SC :is Male  |Medically Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition), Sudden cardiac death (n/a - mﬁﬁiﬁ [IilrcgzalINlicable 1 1] d(_SI;/g)X;%D
Fatal - Results in Death), Thrombocytopenic purpura (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results PP
10010205229 .
in Death)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
= Non COVID-19 MRNA VACCINE MODERNA (CX-
F [2021-10- Not . . .. 024414) [COMID-19 MRNA VACCINE MODERNA
593 EU-EC- 04 Eﬁ;};;irgal Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010204416| & applicable - [n/a - 1{DF} - Unknown])
COVID-19 MRNA VACCINE MODERNA (CX-
More 024414) [COVID-19 MRNA VACCINE MODERNA
2021-10-|Healthcare . - ... L . (CX-024414)] (S- COVID-19 immunisation - Not
594 EU-EC- 2 04 Professional Non EEA %1:; S85 Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Localised infection (n/a - Unknown - ) applicable - [n/a - 1{DF} - Unknown]),
10010203960 [ENZALUT AMIDE] (S - Prostate cancer - Not
applicable - [302d - 160mg - Oral])
Blood blister (n/a - Unknown - Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death,
Other Medwe‘llly Important Condition), Epls_tams (n/a- Recovered/. Re_ solved - Other Medically Important Condlt_lon), COVID-19 VACCINE ASTRAZENECA (CHADOXI
Haematemesis (n/a - Unknown - Other Medically Important Condition), Headache (n/a - Unknown - Other Medically
2021-10- |Healthcare 18-64 " . . ’ . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
95| puEc |2 04 Professional | 0" FEA  [yrars  [Female [Important Condition), Immune thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Tmportant Condition), | -1\ oy 1 NCOVE19)] (S- n/a - Not applicable - [n/a]
10010203748 Petechiae (n/a - Unknown - Other Medically Important Condition), Rhinitis (n/a - Recovered/Resolved - Other Medically - /a - Intramusoular]) PP
Important Condition), Somnolence (n/a - Unknown - Other Medically Important Condition), Thrombocytopenia (n/a -
Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important Condition)
Elickorscal ] More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 12021-10- | Healthcare . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - :
596 EU-EC- 04 Professional Non EEA gl:;rfs Female |Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010203718 - n/a - Intramuscular])
Non
597 2021-10- yevltheare |EEA 0585 |\ ale Dermatitis bullous (n/a - Fatal - Results in Death), Skin lesion (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 02 : Years immunisation - n/a - [n/a - .3mL - Intramuscular])
Professional
10010201118
i 2021-10-[NO% More COMIRNATY [TOZINAMERAN] (S- COVID-19
598 Healthcare EEA than 85 |Female |Cerebrovascular accident (22d - Fatal - Results in Death), Pyrexia (22d - Fatal - Results in Death) . P
EU-EC- 0 1y |02 Professional Vear immunisation - n/a - [n/a - n/a - n/a])
10010201100 ; olessio cars
3 Non More ME
599 X 2021-10- Healthcare EEA than 85 [Male  |General physical health deterioration (74d - Fatal - Results in Death), Pneumonia (74d - Fatal - Results in Death) COMIRNATY [TOZIN ] (S- COVID-19
EU-EC- rre |02 . immunisation - n/a - [n/a - n/a - n/a])
[ ; Professional Years
10010201073
 12021-10-Non 18-64 Fatigue (n/a - Fatal - Results in Death), Nasopharyngitis (/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - |\ peNaTy [TOZINAMERAN] (S- COVID-19
600 Healthcare ~ |[EEA Male  |Results in Death), Sheezing (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death), Tremor (n/a - |. o
EU-EC- 02 . Years " immunisation - n/a - [n/a - n/a - n/a))
% Professional Fatal - Results in Death)
10010200992
i
¥ 2021-10- |Healthcare 18-64 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S
601 EU-EC- 0 Professional EEA Vears Male  [COVID-19 pneumonia (3d - Fatal - Results in Death), Drug ineffective (3d - Fatal - Results in Death) immunisation - n/a - [1/a - 30ug - Intramuscular])
10010200987 :
2021-10- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . ol
602 EU-EC- 02 Professional EEA Years Male | Death (0d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10010200971
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
& 12021-10- N0 65-85 Asthenia (n/a - Fatal - Resullts in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - |[cOMIC AT Y [TOZINAMERAN] (S- COVID-I9
603 Healthcare EEA Male . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 02 Professional Years Results in Death Tntramuscular])
10010200808 |
Elick or scad |4 Non
2021-10-|Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
LEC- . : - - Results in Death), - - Results in Death) ) P
604 EU-EC 02 Professional EEA Years Male  |CSF glucose abnormal (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death immunisation - /a - [n/a - 3mL - Intramuscular])
10010200783
5021-10- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
605 EU-EC- ] 0 Healthcare EEA Vears Female |Ruptured cerebral aneurysm (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10010200745 Professional Intramuscular])
b P Non SPIKEVAX [COVID-19 MRNA VACCINE
2021-10- 65-85 L . . . MODERNA (CX-024414)] (S- COVID-19
606 EU-EC- 02 ;Ire(a;lgslsciz:)r;al Non EEA Vears Female [Aortic dissection (2d - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - .5 -
10010200564 ] Intramuscular])
Non Anaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Arthralgia (n/a - Not
607 2021-10- Healthcare EEA 65-85 Male Recovered/Not Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved - ), Lymphoma (n/a - Fatal - Results in Death, Life | COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 102 Professional Years Threatening, Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - ), Pulmonary embolism (n/a - |immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10010199120 Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
i 2021-10-[NO% 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
-10- - .. _ _ . , £ _ _ i . f e )
608 BU-EC- ¥ 02 Hea]thqare EEA Years Female |Eye injury (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - n/a - [/a - .3mL - Intramuscular])
Professional
10010198948
Mikorsead S |2021-10-[Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
609 X . Non EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- x (01 Professional Years Intramuscular])
10010200399
More
2021-10- |Healthcare . . . ) . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . o .
610 EU-EC- o1 Professional Non EEA glan 85 |Female |Aortic stenosis (n/a - Fatal - Results in Death), Cardiopulmonary failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
ears
10010200398
Administration site pain (2d - Recovered/Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Brain oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
Elickor scall | = Hospitalisation, Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal - Results in Death COVID-19 VACCINE (AD26.COV2-S
611 2021-10- Healthcare EEA 18-64 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Fatigue (n/a - Unknown - Results in Death, [RECOMBINANT ) JANSSEN [COVID-19 VACCINE
EU-EC- L3 |01 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (n/a - Unknown - Results in Death JANSSEN (AD26.COV2.9)] (S - Immunisation - Not
10010200368 i Caused/Prolonged Hospitalisation, Other Medically Important Condition), Paresis (n/a - Fatal - Results in Death applicable - [n/a - n/a - Intramuscular])
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Unknown - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
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: Non More ME
612 | pipe |3 ; 3(1)21-10- Healthcare ~ [EEA than 85 Male  [Haematemesis (0d - Fatal - Results in Death), Upper gastrointestinal haemorrhage (0d - Fatal - Results in Death) S/a)]YI[II;R/I:/_\IZ_[L(a)]Z)IN RAN] (8- Immunisation -
10010200285 H3 Professional Years
: Non
=1 2021-10- 65-85 Malaise (n/a - Unknown - ), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -
613 Healthcare EEA Female .
EU-EC- 01 Professional Years Results in Death) n/a - [n/a-n/a-n/a])
10010200283 rolessiona
e . on
=112021-10- 65-85 Cerebrovascular accident (62d - Fatal - Results in Death), Headache (62d - Fatal - Results in Death), Neoplasm (62d - COMIRNATY [TOZINAMERAN] (S - Immunisation -|
614 Healthcare EEA Female .
EU-EC- % 01 Professional Years Fatal - Results in Death) n/a - [n/a - n/a - n/aJ)
10010200281| 3% roression:
or scaij T COVID-19 VACCINE JANSSEN (AD26.COV2.S)
615 & |2021-10- |Healthcare Non EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- (01 Professional Years Results in Death) Product used for unknown indication - Not applicable -
10010200276 ; [n/a - n/a - Intramuscular])
Elick or scall | FeAEdas COVID-19 VACCINE JANSSEN (AD26.COV2.9)
A% (2021-10- |Healthcare 65-85 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
X ; - - X - - e ;
616 | LigC 12 P Professional Non EEA Vears Male  |Cough (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10010200247 ; [n/a - n/a - Unknown])
:
1l (2021-10- Healthcare More Blood pressure decreased (n/a - Recovering/Resolving - Other Medically Important Condition), Marasmus (n/a - Fatal - COMIRNATY [TOZINA.‘MERAN] (8- COVID-19
617 . Non EEA  |than 85 |Female . immunisation - Not applicable - [n/a - n/a -
EU-EC- 01 Professional Vears Results in Death) Tntramuscular])
10010200095
Acute respiratory failure (24d - Fatal - Results in Death, Other Medically Important Condition), Atrial fibrillation (n/a -
Fatal - Results in Death, Other Medically Important Condition), COVID-19 (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Chronic respiratory failure (n/a - Fatal - Results in Death, Other Medically Important
[lick or scal |; More Condition), Condition aggravated (n/a - Fatal - Results in Death), Decubitus ulcer (n/a - Fatal - Results in Death), COVID-19 MRNA VACCINE MODERNA (CX-
618 2021-10- Healthcare Non EEA  |than 85 |Female Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Hypercapnia (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3 01 Professional Vears Death), Hypoxia (n/a - Fatal - Results in Death, Other Medically Important Condition), Mental status changes (n/a - Fatal |(CX-024414)] (S- COVID-19 immunisation - Not
10010199964 T - Results in Death), Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary applicable - [n/a - 1{DF} - Unknown])
embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Shock (n/a - Fatal - Results in Death,
Other Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important
Condition)
COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2021-10- |Healthcare 18-64 . . P e [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
619 EU-EC- 101 Professional Non EEA Years Male  [Fatigue (14d - Fatal - Results in Death, Ca rolonged Hospitalisation) Product used for unknown indication - Not applicable -
10010199951 [n/a - n/a - Intramuscular])
oL scal More COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, COVID-19 VACCINE JANSSEN (AD26.COV2.9)
620 2021-10- Healthcare — |\o ' wr x| 85 |Female |Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 {[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 01 Professional Vears test (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Product used for unknown indication - Not applicable -
10010199923 [n/a - n/a - Intramuscular])
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COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
B or s || o4 Concomitant disease progression (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically - n/a - Intramuscular]), [CANDESART AN
: i 2021-10-|Healtheare More Important Condition), Drug interaction (n/a - Unknown - ), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged CILEXETIL] (I - n/a - Not applicable - [n/a - n/a -
621 EU-EC- o1 Professional Non EEA  |than 85 |Female |Hospitalisation, Other Medically Important Condition), Fluid intake reduced (n/a - Fatal - Results in Death, Oral]), [DILTIAZEM HYDROCHLORIDE] (I - n/a -
10010199555 AR Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death Not applicable - [n/a - n/a - n/a]), [FUROSEMIDE,
Caused/Prolonged Hospitalisation, Other Medically Important Condition) FUROSEMIDE SODIUM] (S - n/a - Drug withdrawn -
[n/a - n/a - n/a]), [SPIRONOLACTONE] (I - n/a - Not
applicable - [n/a - n/a - n/a]), [WARFARIN SODIUM]
(I - n/a - Not applicable - [n/a - n/a - n/a])
Agitation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Angiogram pulmonary abnormal (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Anticoagulant therapy (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Anxiety (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Bilevel
positive airway pressure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blood gases (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Blood pressure decreased (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac
arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results
Elickor scal in Death, Caused/Prolonged Hospitalisation), Echocardiogram (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VACCINE JANSSEN (AD26.COV2.S)
622 2021-10- Healthcare Non EEA 65-85 Male Hospitalisation), Emphysema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Endotracheal intubation  |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 101 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gastrointestinal tube insertion (n/a - Fatal - Results in |Product used for unknown indication - Not applicable -
10010199391 Death, Caused/Prolonged Hospitalisation), Haemoglobin decreased (n/a - Fatal - Results in Death, Caused/Prolonged [n/a - n/a - Intramuscular])
Hospitalisation), Haemoptysis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Infection (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Intensive care (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Mechanical ventilation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen
saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Packed red blood cell transfusion
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Patient restraint (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Pulmonary mass (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Treatment noncompliance (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Klick or scad =
i 2021-10- Non Not Foetal hypokinesia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy .TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
623 EU-EC- 01 Healthcare Non EEA Specified Female (n/a - Fatal - Results in Death, CausedProlonged Hospitalisati immunisation - Not applicable - [1d - n/a -
; : ults in Death, Caused/Prolonged Hospitalisation)
10010198720/ 5 Professional Transplacental])
624 i [2021-10- Healthcare Non EEA 65-85 Male Cardiovascular insufficiency (n/a - Fatal - Results in Death), Hyperplasia (n/a - Fatal - Results in Death), Ischaemic ?éAI-XLAZ)%V)l?lAI\I[gO)\\/{I 1%)1]9(:_ AmmCA
EU-EC- iy |01 Professional Years cardiomyopathy (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death) wa-1 ul
10010198709 : a- Intramuscular])
Eicors | Sy 024414) [COVIDL19 MRNA VACCINE MODERNA
i (2021-10-|Healthcare 65-85 Asthma (n/a - Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - . .
625 . Non EEA Male N (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 3,101 Professional Years Results in Death) licable - n/a - 1DF! - Int dar - More i
10010198677 applicable - [n/a - 1{DF} - Intramuscular - More in
ICSR])
626 gi [2021-10- Healtheare |\ oy 1\]’1[;’;68 s |Female | Cerebral disorder (na - Fatal - Results in Death), Hydrocephalus (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 3 01 Professional Vears Important Condition), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition)  |immunisation - Not applicable - [n/a - n/a - n/a])
10010198454
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; COVID-19 VACCINE JANSSEN (AD26.COV2.S)
627 2021-10- |Healthcare Non EEA 65-85 Female Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- L3 101 Professional Years Results in Death), Pyrexia (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10010198342 : [n/a - n/a - Intramuscular])
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cough
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea (n/a- |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
628 2021-10-|Healthcare Non EEA 65-85 Male Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Fatal - [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 3 01 Professional Years Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nasopharyngitis (n/a - Fatal -  |Product used for unknown indication - Not applicable -
10010198338 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaccination failure (n/a - [n/a - n/a - Intramuscular])
Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Arrhythmia (n/a - Fatal - Results in Death, Other Medically Important Condition), Breath sounds abnormal (n/a - Unknown
629 g [2021-10- Healthc'are Non EEA 18-64 Female |- Other Medically Important Condition), Malaise (n/a - Unknown - ), Myocarditis (n/a - Unknown - Other Medically COMIRNATY [TOZINMRAN] (8- COVID-19
EU-EC- 3 01 Professional Years Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010198228 : fmportan ©
i : AMERAN]
630 =i (2021-10-|Healthcare Non EEA 65-85 Male Pneumonia aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important mﬁﬁgﬁ ggzzilNlicable I n/ﬁ ;]/2D_V[D—19
EU-EC- |01 Professional Years Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) PP
! Intramuscular])
10010198201
ol |1
631 2021-10- Healthcare EEA 65-85 Female Joint swelling (n/a - Recovering/Resolving - ), Pancreatitis acute (n/a - Not Recovered/Not Resolved - ), Sudden death (n/a-  |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 3 01 Professional Years Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10010198145
ElickCor scal |7 -- AMERAN]
632 i (2021-10-|Healthcare Non EEA 65-85 Male Cardiac failure congestive (n/a - Fatal - Results in Death), Small cell lung cancer (n/a - Unknown - Other Medically mﬁﬁiﬁ [I;Ircft)zaINlicable I n/S ;]/(:?V[Dlg
EU-EC- 101 Professional Years Important Condition), Trismus (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) PP
£t Intramuscular])
10010198069 b
Dyslexia (n/a - Unknown - Other Medically Important Condition), Intellectual disability (n/a - Unknown - Other Medically
m o Non Important Condition), Interchange of vaccine products (n/a - Unknown - ), Mental disorder (n/a - Unknown - Other Medically
633 2021-10- Healthcare Non EEA 18-64 Male Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 3 01 Professional Years Medically Important Condition), Neoplasm malignant (n/a - Unknown - Other Medically Important Condition), Off label use [immunisation - Not applicable - [1d - n/a - n/a])
10010197986 (n/a - Unknown - ), Retinal degeneration (n/a - Unknown - Other Medically Important Condition), Retinal detachment (n/a -
Unknown - Other Medically Important Condition), Retinal tear (n/a - Unknown - Other Medically Important Condition)
Elickcor scad | o3 5021-10- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
634 EU-EC- o1 Professional Non EEA  |than 85 [Female |Cardiovascular disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a -
10010197982 - Years Intramuscular])
lickcor scal 1) 2021-10- Non 18-64 Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Circulatory collapse (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
635 Healthcare Non EEA Male  [Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Pulmonary embolism (n/a - . L .
EU-EC- 01 . Years " . - immunisation - Not applicable - [1d - n/a - n/a])
Professional Fatal - Results in Death, Other Medically Important Condition)
10010197942
: Cerebral thrombosis (n/a - Fatal - Results in Death), Cerebral thrombosis (n/a - Not Recovered/Not Resolved -
o6 X 12021-10- EZ; heare |EEA 1864 |\ |CasedProlonged Hospitalistion), Fatigue (n/a - Not Recovered/Not Resolved -), Headache (4d - RecoveredResolved - ), ;’;gé%m [(%';(\’([)[2)4}3 , ‘)"] “(SJ’_* gngCIDI 1"59
EU-EC- 3 01 Professional Years Hemiparesis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Malaise (4d - Recovered/Resolved - ), immunisation - Not applicable - [n/a - 1 {DF} - n/al)
10010197891 Pyrexia (4d - Recovered/Resolved - ) PP
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Asthma (n/a - Unknown - ), COVID-19 pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition),
Elickor scal | ; T Cardiac failure (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Hip fracture (n/a - ME
637 2 (2021-10-|Healthcare EEA ]t\}/lka):leS 5 |Fomale Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypoxia (n/a - Unknown - Other mﬂggﬁ [Illrcgzalmlicablzl-\ﬁ] d(_SI;/S_)V[D'w
EU-EC- 101 Professional Vears Medically Important Condition), Respiratory failure (n/a - Unknown - Other Medically Important Condition), Tachypnoea Intramuscular]) PP
10010197829 ;i (n/a - Unknown - ), Thrombocytopenia (n/a - Unknown - Other Medically Important Condition), Vaccination failure (n/a -
Fatal - Results in Death, Other Medically Important Condition)
Elick or scal |7 2021-10-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
638 EU-EC- o1 Professional Non EEA  |than 85 |Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
10010197816 Years Intramuscular])
Cavernous sinus thrombosis (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Coma scale abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Haemorrhage intracranial (n/a - Fatal - Results in Death, Caused/Prolonged
639 2021-10- |Healthcare EEA 18-64 Male Hospitalisation, Other Medically Important Condition), Headache (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- |01 Professional Years Hospitalisation, Other Medically Important Condition), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - n/a - [n/a - n/a - n/a])
10010197783 & Hospitalisation, Other Medically Important Condition), Syncope (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Visual impairment (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
or scaij ; Cardiac tamponade (n/a - Fatal - Results in Death), Chest pain (n/a - Unknown - Other Medically Important Condition), COVID-19 VA AST oo IENECAR( ZENE Xl
640 g 2021-10- |Healtheare o ppy (1864 e Dyspepsia (n/a - Unknown - Other Medically Important Condition), Myocardial infarction (n/a - Unknown - Other Medically NCOV-19) [COVID-19 VA ASTRAZENECA
EU-EC- L3 |01 Professional Years Important Condition) ? (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10010197468 i mp - n/a - Intramuscular])
; Non Cardiac failure congestive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 A VAI RN, MO:D:HERN]E A (CX-
641 g [2021-10- Healthcare Non EEA Not Male  |Condition), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 A VA MODERNA
EU-EC- 3 |01 Professional Specified Condi tion)’ ? (CX-024414)] (S- COVID-19 immunisation - Not
10010197233 applicable - [n/a - 1{DF} - Unknown])
[efick or scal ’ Non COVID-19 MRNA VACCINE MODERNA (CX-
642 24 12021-10- Healthcare Non EEA Not Male COVID-19 (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3 01 Professional Specified Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010196652 : applicable - [n/a - 1{DF} - Unknown])
Elick or scall | = : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
w1 2021-10- Not . . . .. NCOV-19) [COVID-19 VACCINE ASTRAZENECA
643 EU-EC- 301 E:jg;scifgal EEA Specified Male  |[Embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10010196494 n/a - Intramuscular])
5021-10- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
644 EU-EC- o1 Healthcare EEA Vears Female |Acute myocardial infarction (2d - Fatal - Results in Death), Coronary artery thrombosis (2d - Fatal - Results in Death) |immunisation - Not applicable - [n/a - .3mL -
10010196321 ; Professional Intramuscular])
Elick or scad | it Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
et 2021-10- Not . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
645 EU-EC- ™ o1 lf)l;()cagsl;:i?)r;al Non EEA Specified Male [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010196187 : - n/a - Intramuscular])
- % 02110 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
646 : : Non EEA Female |Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
EU-EC- 01 Professional Years
- Intramuscular])
10010195890 @
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Date Regulatory
Purposes
. Death (n/a - Fatal - Results in Death), Epilepsy (n/a - Unknown - Other Medically Important Condition), General physical AMERAN] (S-
647 EU-EC- 2 3(1)21-10- E:jg;;fgal EEA ?{zﬁ: Female |health deterioration (n/a - Unknown - ), Infection (n/a - Unknown - ), Seizure (n/a - Unknown - Caused/Prolonged mﬁﬁgg [I:Ircft)ZaINli cable - [0/ S n/(:?\g/z)lg
10010195877 2’ Hospitalisation, Other Medically Important Condition) PP
Cough (11d - Unknown - Other Medically Important Condition), Death (/a - Fatal - Results in Death, Other Medically | s ook [COVID- 19 MRNA VACCINE
2021-10- |Healthcare 18-64 - ; - - MODERNA (CX-024414)] (S- COVID-19
648 . Non EEA Female |Important Condition), Dyspnoea (11d - Unknown - Other Medically Important Condition), Pyrexia (11d - Unknown - Other |. o .
EU-EC- 3,101 Professional Years Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10010195770 cally important L-ondition Tntramuscular])
Elick or scal | 5021-10- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
649 : : EEA than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 101 Professional v, Int Jlar])
10010195640 cars nramscar
i 2021-10-|Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
650 : : EEA Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- |01 Professional Years Intramuscular])
10010195631
Elick or scal |37 Non COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-10- 18-64 Foetal death (n/a - Fatal - Results in Death), Retroplacental haematoma (n/a - Recovered/Resolved - Caused/Prolonged . P .
651 Healthcare ~ [EEA Female o immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 101 Professional Years Hospitalisation) Int ul
10010195596 rofessional ntramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-10-|Healthcare 65-85 . . o 024414) [COVID-19 MRNA VACCINE MODERNA
652 EU-EC. |r 2 o1 Professional EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10010195557 ; applicable - [1d - 1{DF} - Intramuscular])
lick or sca More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
_ _ . _ -), - - 3 , 1 - . . .
653 2021-10 Hea]thqare EEA than 85 |Female Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Not (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
EU-EC- 101 Professional Years Recovered/Not Resolved - ) - Not applicable - [1d- 1{DF} - Intramuscular])
10010195552 ; PP
[ COMIRNATY [TOZINAMERAN] (S- COVID-19
Rlick or scad | i 5021-10-| Healthcare 65-85 immunisation - Not applicable - [1d - 1{DF} -
654 EU-EC- o1 Professional EEA Vears Male  |Ruptured cerebral aneurysm (n/a - Fatal - Results in Death) Intramuscular]), [D,L-LYSINE
10010195537 - ACETYLSALICYLATE] (S- Thrombosis prophylaxis
- Not applicable - [n/a - 75mg - Oral])
2021-10- |Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A - - ) . Nl
655 EU-EC- |01 Professional EEA Years Female |Cardiac arrest (/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10010195522 i
Rk or ol ER |5001-10- | Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
656 | EULEC : : EEA Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [40d - 2{DF} -
01 Professional Years I ul
10010195455 ntramuscular])
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Number Receipt . . |for Sex
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S A 2021-10- Heattheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
657 h . EEA Male  |Vaccination failure (27d - Fatal - Results in Death) immunisation - Not applicable - [29d - 1 {DF} -
EU-EC- L3 101 Professional Years Tntramuscular])
10010195453 :
) 5021-10- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
658 : . EEA Male |Cardiac failure acute (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 3 |01 Professional Years Int dar])
10010195444 ntramuscular
Blick or scad | 7 Non
659 2021-10- Healthcare EEA 65-85 Male Arthralgia (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Off label use (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |t 3 01 : Years Unknown - ), Pain in extremity (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
* Professional
10010195329
or scaij i Arthralgia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
660 A (2021-10- |Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Gait inability (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Joint ~ |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |01 Professional Years effusion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10010195249 Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal |5 : : Non Adverse event (1d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Chronic obstructive |COVID-19 MRNA VACCINE MODERNA (CX-
661  (2021-10- Healthcare Non EEA 65-85 Male pulmonary disease (1d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Joint stiffness |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3,101 Professional Years (1d- Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Malaise (n/a - Unknown - ), (CX-024414)] (S- COVID-19 immunisation - Not
10010195036 Myocardial infarction (1d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])
: More SPIKEVAX [COVID-19 MRNA VACCINE
24 (2021-10- Healthcare . . 4 4 N MODERNA (CX-024414)] (S- COVID-19
662 EU-EC- 201 Professional Non EEA %1:; S85 Female [Asthenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a -
10010195025 ; Intramuscular])
663 2021-10- Healthcare EEA 65-85 Female |Cardiomegaly (n/a - Fatal - Results in Death), Deep vein thrombosis (n/a - Fatal - Results in Death), Pulmonary embolism COMIRNATY [TOZINAMERAN] (S-n/a - n/a - [1d -
EU-EC- WS |01 Professional Years [Female (n/a - Fatal - Results in Death) n/a - n/a])
10010194695
:
664 42021-10- |Healthcare Non EEA 65-85 Male Lung opacity (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary fibrosis (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |3 3 01 Professional Years in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10010194348
665 412021-10- Healthcare Non EEA 65-85 Male Cardiomegaly (n/a - Fatal - Results in Death), Chest discomfort (n/a - Unknown - ), Myocardial ischaemia (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- |01 . Years Results in Death), Myocarditis (n/a - Fatal - Results in Death), Pain (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10010194313
Cardio-respiratory arrest (n/a - Unknown - Other Medically Important Condition), Chest discomfort (n/a - Unknown - Other
% 19021-10- | Healthcare 65-85 Medically I'mportant Condition), 'C'hest pain (n/a'- Upknovyn - Other Medically Impo.nant Condition), Fal] (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S- COVID-19
666 EU-EC- o1 Professional Non EEA Vears Female |Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death), Myocardial rupture (n/a - immunisation - Not applicable - [n/a - n/a - n/al)
- Fatal - Results in Death), Pericardial effusion (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a - PP
10010194284 Unknown - )
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:
= (2021-10-|Healthcare More Blood pressure decreased (n/a - Unknown - ), Chronic respiratory failure (n/a - Fatal - Results in Death), Dyspnoea (n/a - COMIRNATY [TOZINA.‘MERAN] (8- COVID-19
667 . Non EEA  |than 85 [Male . . . . immunisation - Not applicable - [n/a - n/a -
EU-EC- 01 Professional Recovering/Resolving - Other Medically Important Condition)
= Years Intramuscular])
10010194252
:
Non . L . . |SPIKEVAX [COVID-19 MRNA VACCINE
668 ol 2021-10- Healthcare EEA 18-64 Female Chills (5d - Recovered/Resolved - ), Hyperhidrosis (5d - Recovered/Resolved - ), Pulmonary embolism (7d - Fatal - Results in MODERNA (CX-024414)] (S- Immunisation - n/a -
EU-EC- A Professional Years Death) [a - n/a - n/a])
10010193874 rolessiona a-na-ma
i % 2021-10-[Non 18-64 COMIRNATY [TOZINAMERAN] (S- I isati
669 » " |Healthcare EEA 3 Male  |Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death) - Hmmunisation -
EU-EC- 3 01 Professional Years n/a - [n/a - n/a - n/aJ)
10010193866 ; roression:
Elickcor scal 13 2021-10-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
670 : EEA than 85 |Female |Death (0d- Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- = 01 Professional v Int lar])
10010193649| =K cars niramuseuar
Ik COVID-19 VACCINE JANSSEN (AD26.COV2.S)
&1 12021-10-|Healthcare 65-85 ! . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
671 EU-EC- 3 01 Professional Non EEA Years Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10010192809 0 [n/a - n/a - Intramuscular])
A 2021-10- [Healthcare More COMIRNATY [TOZINAMERAN] (S- Immunisation -
672 EUEC |: || Professional EEA gl{lan 85 |Female |Cardiac failure acute (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) na - [n/a- a - n/a])
10010192671| =2 cans
y COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Other Medically
m b= Important Condition), Drug ineffective (n/a - Unknown - ), Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation, COVID-19 MRNA VACCINE MODERNA (CX-
673 2021-10- | Healthcare Non EEA 65-85 Male Other Medically Important Condition), Ileus (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 101 Professional Years Condition), Ischaemic stroke (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), (CX-024414)] (S- COVID-19 immunisation - Not
10010192351 Pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory distress |applicable - [n/a - 1{DF} - Unknown])
(n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
[ : COMIRNATY [TOZINAMERAN] (S- COVID-19
Rlickcor scal | i i 2021-10-| Healtheare 65-85 immunisation - Not applicable - [1d - n/a -
674 o M : Non EEA Female |Respiratory arrest (1d - Fatal - Results in Death) Intramuscular]), [DONEPEZIL] (S - Product used for
EU-EC- 3 01 Professional Years P -
i - unknown indication - Not applicable - [n/a - n/a -
10010192098
Oral])
: COVID-19 (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death, Other Medically Important Condition), SPIKEVAX [COVID-19 A VACCINE
3l (2021-10- Healthcare 65-85 - " . . . . MODERNA (CX-024414)] (S- COVID-19
675 : Non EEA Male  |Hypertension (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death, Other Medically . o ;
EU-EC- 3 01 Professional Years Important Condition) immunisation - Not applicable - [n/a - .5mL -
10010192036 mp Intramuscular])
gk or scal | § SPIKEVAX [COVID-19 MRNA VACCINE
676 2021-10- |Healthcare Non EEA 65-85 Male Atrial fibrillation (1d - Recovered/Resolved - Other Medically Important Condition), Death (0d - Fatal - Results in Death, |MODERNA (CX-024414)] (S- COVID-19
EU-EC- 3101 Professional Years Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10010191908 : Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-10- |Healthcare 65-85 COVID-19 immunisation (n/a - Unknown - ), General physical health deterioration (n/a - Fatal - Results in Death), Pyrexia SPIKEVAX [COVID-19 MRNA VACEI.NE.
677 : EEA Female . . . MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 101 Professional Years (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death)
£ [n/a - n/a - Intramuscular])
10010191740 :
2021-10- Non 65-85 Fatigue (n/a - Not Recovered/Not Resolved - ), Pneumonia (2d - Fatal - Results in Death, Caused/Prolonged SPIKEVAX [COVID-19 MRNA VACCINE
678 Healthcare EEA Female I . . o MODERNA (CX-024414)] (S- COVID-19
EU-EC- 101 . Years Hospitalisation), Renal failure (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) . . .
10010191582 Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
Rlick or scad |7 5021-10- | Healthcare More Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically COMIRNATY [TOZINAMERAN] (S- COVID-19
679 BU-EC- o1 Professional Non EEA  |than 85 |Male  |Important Condition), Aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [1d- n/a - n/a])
10010191135 - Years Important Condition), White blood cell count decreased (n/a - Unknown - Caused/Prolonged Hospitalisation) PP
Py on
al (2021-10- Not . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . o .
680 EU-EC- 01 Healthc'are Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
Professional
10010191039
COVID-19 VACCINE ASTRAZENECA (CHADOX1
Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Concomitant disease NCOV-19) [COVID-19 VACCINE ASTRAZENECA
681 2021-10- |Healthcare Non EEA 65-85 Female aggravated (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial ischaemia (n/a - Fatal - (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- L3 |01 Professional Years Results in Death, Other Medically Important Condition), Syncope (n/a - Fatal - Results in Death, Other Medically - n/a - Intramuscular]), VAXZEVRIA [COVID-19
10010190920 Important Condition) 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
(S- n/a - Not applicable - [n/a - n/a - Intramuscular])
i B8 00110, Non Not VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
682 : Healthcare Non EEA .. |Male |Autoimmune disorder (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 2 01 Professional Specified n/a - Intramuscular])
10010190815 : B
B Non More
: 0. L ) ) . \ ) ) . : . )
683 2021-10 Healthcare Non EEA  |than 85 [Male Cardiac disorder (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Interchange of vaccine products COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 01 : (n/a - Unknown - ), Off label use (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
Professional Years
10010190174
Or scaij
2021-10- |Healthcare Not L . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; . - - ) . o .
684 EU-EC- |01 Professional Non EEA Specified Male  \Myocardial ischaemia (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10010190146
ol | o
685 2021-10- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 3 01 : Years in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10010190135
:
56 i 2021-10- Healtheare | 1864 |\, |Cardiac arrst (2d- Fatal - Results in Death), Headache (n/a - Fatal - Resuls in Death), Malaise (n/a - Fatal - Results in ﬁéﬁm%{‘_’é?ﬁ 4“)“] “(Slf\l\r’ri\nmmgﬁm o
EU-EC- 101 Professional Years Death), Pyrexia (n/a - Fatal - Results in Death), Sudden death (2d - Fatal - Results in Death)
[n/a - n/a - Intramuscular])
10010190055 (O atat;
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10- | Healthcare . . o . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
687 EU-EC- ™ 01 Professional Non EEA %1;:; S85 Male  |Respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010189900 : - n/a - Intramuscular])
Blood pressure increased (n/a - Unknown - ), COVID-19 pneumonia (n/a - Unknown - Other Medically Important Condition),
- it Non Cough (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Diarrhoea (n/a - MERAN MERAN]
688 EU-EC- 3?21_10_ Healthcare Non EEA ;86;?: Male  |Not Recovered/Not Resolved - ), Dyspnoea (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved grfr)r?ml\i]sation . Nogzozlgf:\;ble -[1d- ng: S/;]\)/[D_lg
10010189732 Professional - ), Headache (n/a - Not Recovered/Not Resolved - ), Oxygen saturation decreased (n/a - Unknown - ), Pain (n/a - Not PP
Recovered/Not Resolved - ), Thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
m f=l4 L Non Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death, Life
689 4 (2021-10- Healthcare Non EEA 65-85 Male Threatening, Caused/Prolonged Hospitalisation), Pericarditis (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 01 Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation), Renal failure (n/a - Fatal - Results in Death, Life Threatening, immunisation - Not applicable - [n/a - n/a - n/a])
10010189706 : Caused/Prolonged Hospitalisation), Urinary tract infection (n/a - Unknown - Caused/Prolonged Hospitalisation)
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-10- |Healthcare 18-64 Lo L . " .. NCOV-19) [COVID-19 VACCINE ASTRAZENECA
690 | pUEC 01 Professional |NCREEA yors  [Male  jAdverse event following immunisation (wa - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (- n/a - Not applicable - [n/a
10010189571 - n/a - Intramuscular])
Blickcor scad | Abdominal pain (n/a - Unknown - Other Medically Important Condition), Deep vein thrombosis (n/a - Unknown - Other COVID-19 VA AST CA( Xl
2021-10- | Healthcare 65-85 - . : . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
691 . Non EEA Female |Medically Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism (n/a ;
EU-EC- 01 Professional Years . - ” (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
- Fatal - Results in Death, Other Medically Important Condition)
10010189516 - n/a - Intramuscular])
:
ii (2021-10- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
692 EU-EC- 01 Professional Non EEA Years Male  Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - Unknown])
10010189490
m e L Cardiac arrest (n/a - Fatal - Resu!t; in Dgath, Other Medically Important O;)nd1t1f)n), Chest dmcomfort‘(n/a - Unknown - COMIRNATY [TOZINAMERAN] (S- COVID-19
693 1 | 2021-10- | Healthcare Non EEA 65-85 Female Other Medically Important Condition), Circulatory collapse (n/a - Fatal - Results in Death, Other Medically Important immunisation - Not applicable - [1/a - n/a -
EU-EC- 01 Professional Years Condition), Pericardial effusion (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden cardiac death Intramuscular]) 2
10010189485 (n/a - Fatal - Results in Death, Other Medically Important Condition)
: More
=i (2021-10- Healthcare . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S
694 BU-EC- 01 Professional EEA glan 85 |[Male  |COVID-19 pneumonia (5d - Fatal - Results in Death), Drug ineffective (5d - Fatal - Results in Death) immunisation - 0/a - [1/a - 30ug - Intramuscular])
: ears
10010189266
Or scaij
2021-10- |Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A - - ) . S
695 EU-EC- 01 Professional EEA Years Female |Cardiac arrest (0d - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - n/a])
10010189190
oLl 2021-10-|FHealth 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
696 | BUEC S o) e Pea ft care | |EEA v - Female |Asthenia (29d - Fatal - Results in Death), Groin pain (29d - Fatal - Results in Death), Leukopenia (29d - Fatal - Results |immunisation - Not applicable - [/a - 1 {DF} -
]OO]O-] 89-1 <5 rolessiona cars in Death), Septic shock (29d - Fatal - Results in Death), Thrombocytopenia (29d - Fatal - Results in Death) Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non
2021-10- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- R , - - ) A
697 EU-EC- o1 Hea]thqare EEA Vears Male  |Cerebral haemorrhage (2d - Fatal - Results in Death), Coma (2d - Fatal - Results in Death) immunisation - n/a - [/ - 1 {DF} - Intramuscular])
Professional
10010187355 :
5021-10- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
698 EU-EC- ; o1 Healthcare EEA than 85 |Female |Thrombophlebitis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mg -
10010187348] 3 Professional Years Intramuscular])
e | & o
699 2021-10- Healthcare EEA 65-85 Female Abdominal distension (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Embolism (n/a - Fatal -  |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- i 01 : Years Results in Death), Ischaemia (n/a - Fatal - Results in Death), Retching (n/a - Fatal - Results in Death) - n/a - n/a])
Professional
10010187346 :
oLl 2021-10-|Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
700 : EEA Male  [Results in Death), Fatigue (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 01 Professional Years - .
Pyrexia (n/a - Fatal - Results in Death) -n/a-[n/a-.5SmL - Intramuscular])
10010187326
42 2021-10-Non More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
701 I """|Healthcare ~ |EEA than 85 |Female |Back pain (n/a - Fatal - Results in Death) TenTer
EU-EC- 13 101 Professional v, - n/a - Intramuscular])
10010187325 - rofessional ears
More Agitation (0d - Fatal - Results in Death), Dyspnoea (0d - Fatal - Results in Death), Pulmonary embolism (0d - Fatal - ME
702 2021-10- Healthcare —pp than 85 Male  |Results in Death), Pyrexia (0d - Fatal - Results in Death), Somnolence (0d - Fatal - Results in Death), Tachypnoea (0d COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 01 Professional N immunisation - n/a - [n/a - 1{DF} - n/a])
3 Years - Fatal - Results in Death)
10010187304
i ||
703 2021-09- | Healthcare Non EEA 18-64 Male Acute coronary syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial ischaemia (n/a| COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 30 Professional Years - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010188338
: X Carbon monoxide poisoning (n/a - Fatal - Results in Death), Cervical vertebral fracture (n/a - Fatal - Results in Death, COVID-19 MRNA VACCINE MODERNA (CX-
] " o . . - - 024414) [COVID-19 MRNA VACCINE MODERNA
704 2021-09- |Healthcare Non EEA 65-85 Male Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Rib (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | 30 Professional Years fracture (n/a - Fatal - Results in Death), Spinal cord haemorrhage (n/a - Fatal - Results in Death, Other Medically applicable - [n/a - 1{DF} - Intramuscular])
10010187957 Important Condition) PP
2021-09- | Healthcare 18-64 Eye pain (q/a - Unknown - ), Hea.dz'iche (n/a - Unknown - ), Intracranial pressure increased (n/a - Fatal - Results in peath, VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
705 : Non EEA Male  |Other Medically Important Condition), Nausea (n/a - Unknown - ), Neurosis (n/a - Fatal - Results in Death), Vomiting (n/a -|(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 30 Professional Years
Unknown - ) n/a - Intramuscular])
10010187739
Elickcor scad | iz 5021-09- Non More Asthenia (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Eye disorder (n/a - Unknown - ), Illness (n/a - Unknown msation . NoEgozlchable 0 d-]nsg: S/g]\)/[D_lg
706 EU-EC- 30 Healthcare Non EEA  [than 85 |Male |- Other Medically Important Condition), Internal haemorrhage (n/a - Unknown - Other Medically Important Condition), [VITAMINSNOS] (SF-) pn/a - Unknown - [/a - n}a )
10010187733 Professional Years Mobility decreased (n/a - Unknown - ), Thrombosis (n/a - Unknown - Other Medically Important Condition) nal)
i COVID-19 MRNA VACCINE MODERNA (CX-
707 31 |2021-09- | Healthcare Non EEA 18-64 Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (2d - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L3130 Professional Years Tremor (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10010187052, i LErh applicable - [n/a - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010187346&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010187326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010187325&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010187304&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010188338&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010187957&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010187739&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010187733&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010187052&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-09- Not . . . 024414) [COVID-19 MRNA VACCINE MODERNA
708 EU-EC- ™ 30 Eﬁ;ﬁf& Non EEA Specified Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010186973 Th applicable - [n/a - 1{DF} - Unknown])
Non
709 2021-09- | ealthcare |EEA 6585 |pemale |Intestinal ischacmia (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 30 Professional Years n/a - [n/a - n/a - n/a])
10010186945
Rlick or scad | i : 5021-09-| Healthcare 18-64 Contusion (n/a - Fatal - Results in Death), Haemorrhage (n/a - Fatal - Results in Death), Haemorrhagic adrenal infarction [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
710 ¥ . Non EEA Female |(n/a - Unknown - Caused/Prolonged Hospitalisation), Petechiae (n/a - Fatal - Results in Death), Rash (n/a - Fatal - Results ((CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 30 Professional Years in Death) a - Intramuscular])
10010186885 —
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results
[m1%4 in Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death a
m ; : Caused/Prolonged Hospitalisation), Lung opacity (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID- 19 MRNA VACCINE MODERNA (CX
512021-09- | Healthcare 18-64 b . . P : 024414) [COVID-19 MRNA VACCINE MODERNA
711 . Non EEA Male  |Pseudomonas infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important . et
EU-EC- 30 Professional Years g . " Lo : (CX-024414)] (S- COVID-19 immunisation - Not
10010186836 Condition), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important applicable - [/a - 1{DF} - Intramuscular])
Condition), Staphylococcal infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Vaccination failure (n/a - Recovered/Resolved - )
Elickorscad |} E =, COVID-19 VACCINE JANSSEN (AD26.COV2.S)
A1 2021-09- | Healthcare 65-85 . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - 3 - - RS !
712 EU-EC- 30 Professional Non EEA Vears Female |Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10010186690 [n/a - n/a - Unknown])
:
il (2021-09- (Healthcare 18-64 - . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
713 EU-EC- 30 Professional EEA Vears Male  |Myocardial ischaemia (n/a - Fatal - Results in Death, Life Threatening) n/a - [1va - 1 - Tntramuscular])
10010186412
Fickorsad || !
714 =112021-09- Healthcare EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 30 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010186267 i
More
715 2021-09- |Healthcare Non EEA  |than 85 |Female Apnoea (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), Loss of consciousness |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 30 Professional v (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
£ ears I
10010186130
Elick or scad
B |2021-09- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- - . - - —)
716 10(5%1%%826 30 Professional EEA Years Male  |Death (n/a - Fatal - Results in Death n/a - [n/a - n/a - Intramuscular])
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010186973&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010186945&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010186885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010186836&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010186690&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010186412&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010186267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010186130&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010185826&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 80 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
izziness (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Fatal - Results in Death COVID-19 VACCINE ASTRAZENECA (CHADOXI
A1 2021-09- | Healthcare 65-85 " vy . - - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
717 . Non EEA Female |Other Medically Important Condition), Intracranial aneurysm (n/a - Fatal - Results in Death, Other Medically Important .
EU-ECG- 30 Professional Years . . . - - (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
Condition), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition)
10010185010 - n/a - Intramuscular])
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
718 ol (2021-09- |Healthcare Non EEA 65-85 Male Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 30 Professional Years (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Medically Important Condition)  [(CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10010185001 : - n/a - Intramuscular])
Aortic valve incompetence (n/a - Fatal - Results in Death, Disabling, Other Medically Important Condition), Cardiac failure
" chronic (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal -
m e He P More Results in Death, Other Medically Important Condition), Cerebral atrophy (n/a - Unknown - Other Medically Important
719 i il 12021-09- |Healthcare Non EEA  |than 85 Male Condition), Cholecystitis acute (n/a - Fatal - Results in Death, Other Medically Important Condition), Cholelithiasis (n/a - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 30 Professional Vears Unknown - ), Gallbladder hypofunction (n/a - Unknown - Other Medically Important Condition), Heart rate increased (n/a- |immunisation - Not applicable - [n/a - n/a - n/a])
10010184505 : Unknown - ), Lymphadenopathy (n/a - Unknown - ), Oral candidiasis (n/a - Unknown - ), Pleural effusion (n/a - Fatal -
Results in Death, Other Medically Important Condition), Pyrexia (n/a - Not Recovered/Not Resolved - ), Rash (790min -
Recovered/Resolved - ), Renal disorder (n/a - Unknown - ), Sepsis (n/a - Unknown - Other Medically Important Condition)
720 2021-09- |Healthcare EEA 65-85 Male Foreign body in respiratory tract (n/a - Fatal - Results in Death), Giant cell arteritis (n/a - Fatal - Results in Death), z/CIJAll)E(;/)%[lAI\I[é«O)\\/iI 113—)59(8\/_ AnC/SI_an;:ali;S[Ll:A_;i/iI\iECA
EU-EC- 30 Professional Years Lymphocytic infiltration (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death) wal)
10010183112
L SPIKEVAX [COVID-19 MRNA VACCINE
71 1 2021-09- Healthcare Non EEA 18-64 Male Leukaemia (0d - Fatal - Results in Death, Other Medically Important Condition), Peripheral circulatory failure (0d - Fatal - [MODERNA (CX-024414)] (S- COVID-19
EU-EC- 30 Professional Years Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10010183023 f Intramuscular])
i % |2021-09- [ Non Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. ~00- ) s 1 . _ _ . . f e . )
722 EU-EC- 30 g‘ea%thc-argal Non EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10010182745 olessio
:
723 i 2021-09- | Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 30 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10010182743
ik or scad | Bitmtam,! COVID-19 MRNA VACCINE MODERNA (CX-
P i1 2021-09- | Healthcare 65-85 . o 024414) [COVID-19 MRNA VACCINE MODERNA
724 EU-EC- 30 Professional Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10010182709; - applicable - [n/a - 1{DF} - Intramuscular])
L] 502109 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
725 . EEA Male  |Diarrhoea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 30 Professional Years a - Intramuscular])
10010181500 o
i 8% 12021-09-[Non 65-85 COMIRNATY [TOZINAMERAN] (S- Immunisation
; -09- - ) ) . - -
726 EU-EC- 30 Hea}thqare EEA Vears Female |Plasmacytoma (n/a - Fatal - Results in Death) na - [n/a - /a - n/a])
10010181479 Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010182745&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010182743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010182709&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
il (2021-09- [Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
' - R
727 EU-EC- 30 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a - /a - n/a])
10010181467 ]
:
xd 2021-09- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
728 EU-EC- 30 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) v/a - [1va - 1 - Intramuscular])
10010181462 i
lick or sea N Cardiac fail (n/a - Fatal Caused/Prolonged Hospitalisation), Cardi \ ion (n/a - N ME
Jk T _0o.|Non ~ ac failure acute (n/a - Fatal - Results in Death, Caused/Prolon, ospitalisation), ac valve vegetation (n/a - Not R catinn
729 EU-EC- : 5821 0 Healthcare EEA ?{iﬁ: Male  [Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Mesenteric vein thrombosis (n/a - Not Recovered/Not Resolved Sjﬁﬁé;:_[z/%z)m 1(S- Immunisation
10010181461 Professional - Caused/Prolonged Hospitalisation), Pulmonary fibrosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
ik orscad | =3 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-09- | Healthcare . . . o . ... |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
730 EU-EC- 30 Professional Non EEA gl(lan 85 |Male  |Lacunar infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10010181367 ; cars - n/a - Intramuscular])
or scaij Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-09- 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R , - -
731 EU-EC- A5 gocagsl;:iz:)r;a] Non EEA Vears Female |Chills (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010181361 Th n/a - Intramuscular])
Elick or scal | ; 1 More COVID-19 MRNA VACCINE MODERNA (CX-
732 =1 (2021-09- [Healthcare Non EEA  |than 85 Not COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 30 Professional Years Specified Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010181261 7 applicable - [n/a - 1{DF} - Unknown])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-09- | Healthcare 18-64 o . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
733 BU-EC- 30 Professional Non EEA Vears Male  [Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10010181139 n/a - Intramuscular])
Abdominal pain (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Device occlusion (n/a - Not
Recovered/Not Resolved - ), Diarrhoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Enteritis (5d -
2021-09-|NOn 65-85 RecoveringResolving - Caused/Prolonged Hospitalisation), Hospitalisation (5d- RecoveringResolving - CausedProlonged | % IR VAX [COVID-19 MRNA VACCINE
734 Healthcare ~ |EEA Male I—— e e . . MODERNA (CX-024414)] (S- COVID-19
EU-EC- 30 Professional Years Hospitalisation), Hospitalisation (n/a - Unknown - Caused/Prolonged Hospitalisation), Infarction (n/a - Fatal - Results in immunisation - Not applicable - [n/a - 1 {DF} - /)
10010180914 Death), Myocarditis (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Pericarditis (n/a - Recovered/Resolved - PP
Caused/Prolonged Hospitalisation), Pneumonia (n/a - Unknown - Life Threatening)
COMIRNATY [TOZINAMERAN] (S- COVID-19
S Disseminated intravascular coagulation (n/a - Unknown - Other Medically Important Condition), Hepatic function abnormal  |immunisation - Not applicable - [1d - .3mg -
5021-09- | Healthcare 65-85 (29d - Recovered/Resolved - ), Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),  |Intramuscular]), [ABEMACICLIB] (S - Breast cancer
735 EU-EC- 30 Professional Non EEA Vears Female |Malignant pleural effusion (n/a - Unknown - Other Medically Important Condition), Pneumothorax (n/a - Unknown - Other |recurrent - Drug withdrawn - [21d - 200mg - Oral -
g Medically Important Condition), Septic shock (n/a - Fatal - Results in Death), Stress cardiomyopathy (n/a - Unknown - Life|More in ICSR]), [ANASTROZOLE] (S - Breast cancer
10010180383 . .
Threatening) recurrent - Drug withdrawn - [42d - 1mg - Oral - More
in ICSR])
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; COVID-19 VACCINE ASTRAZENECA (CHADOX1
736 =1 (2021-09- |Healthcare Non EEA 18-64 Male Cardiovascular insufficiency (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death, Other |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L3130 Professional Years Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010180275 ‘nF n/a - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
737 al (2021-09- Healthcare EEA 65-85 Male COVID-19 pneumonia (1/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vaccination ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 30 Professional Years failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010180048 - Drug withdrawn - [n/a - 1{DF} - Intramuscular])
Elickor scal : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
al (2021-09- Healthcare N . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
38| BUEC 30 Professional | CA 2}(1:;35 Mele  Vaccination failure (wa - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10010180018 - Drug withdrawn - [n/a - 1{DF} - Cutaneous])
Qr scaij
2021-09-|Healthcare 65-85 o . 4 . COMIRNATY [TOZINAMERAN] (S- COVID-19
739 : EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- 30 Professional Years Intramuscular])
10010179943
m d Cardiogenic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Encephalitis autoimmune (n/a - COVID-19 VA (AD26.COV2-8
:: R o ] ) L [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
740 EH [2021-09-|Healthcare Non EEA 18-64 |Not Unknown - Results in Death, Caused/Prolonged Hospitalisation), Generalised tonic-clonic seizure (n/a - Unknown - Results JANSSEN (AD26.COV2.9)] (S- Product used for
EU-EC- | igy =1 (30 Professional Years  |Specifiedin Death, Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Results in Death, Caused/Prolonged mknown in dicatién i N(S { applicable - [n/a - n/a -
10010179656 Hospitalisation), Postictal state (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation) Unknown]) PP
i 2021-09- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
741 h . Non EEA Male  |Completed suicide (n/a - Fatal - Results in Death), Depression (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 30 Professional Years Tntramuscular])
10010179403 :
m b= Anenal occlusive d1§§ase (n{a - Fatal - Results in Defxth, Caused/Prolongec_l Hospitalisation, Othqr ‘Medlcally Important .| COMIRNATY [TOZINAMERAN] (S- COVID-19
742 2021-09- | Healthcare Non EEA 65-85 Male Condition), Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary embolism immunisation - Not applicable - [1d- n/a -
EU-EC- 30 Professional Years (n/a - Unknown - Other Medically Important Condition), Thrombosis (n/a - Unknown - Other Medically Important 2
o . Intramuscular])
10010179352 Condition)
:
s % 2021-00- Healthcare | 6585 |\, [Body temperature increased (1d - Recovered/Resolved -, Fatigue (1d - RecoveringResolving - ), Gt disturbance (1d - ?wagﬁg: [ggzam‘lfc‘amblmfl?gx{}n}%)
EU-EC- 30 Professional Years Recovered/Resolved - ), Somnolence (1d - Recovered/Resolved - ), Sudden death (n/a - Fatal - Results in Death) HAL OPERIDOL pp Wa - /- [n/a-n/a- ?
10010179221 : [HALOPERIDOL] (8- n/a - n/a- [n/a - n/a - n/al)
Abdominal distension (33d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Abdominal pain
(33d- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Anal incontinence (33d - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Diarrhoea (33d - Fatal - Results in Death, Life  |COVID-19 MRNA VACCINE MODERNA (CX-
744 2021-09- |Healthcare Non EEA 65-85 Female Threatening, Caused/Prolonged Hospitalisation), Gastrointestinal injury (33d - Fatal - Results in Death, Life Threatening, |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 30 Professional Years Caused/Prolonged Hospitalisation), Intensive care (33d - Fatal - Results in Death, Life Threatening, Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10010179117/ Hospitalisation), Refusal of treatment by patient (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis |applicable - [n/a - 1{DF} - Unknown])
(33d- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Vaccination complication (33d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
Elickcor scad | i : 5021-09- Non More Contusion (44d - Fatal - Results in Death, Other Medically Important Condition), Movement disorder (12d - Fatal - COMIRNATY [TOZINAMERAN] (S- /a - n/a - [n/a
745 : Healthcare EEA than 85 [Female |Results in Death, Other Medically Important Condition), Pneumonia (12d - Fatal - Results in Death, Caused/Prolonged
EU-EC- 30 fessi ©talisai ical diti - n/a - n/a])
10010179014 Professional Years Hospitalisation, Other Medically Important Condition)
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Number Receipt . . |for Sex
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Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-09-|Healthcare Not . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
746 EU-EC- 30 Professional Non EEA Specified Male  |Aortic aneurysm rupture (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [n/a
10010178938 - n/a - Intramuscular])
: Non
i (2021-09- 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
- -), - -
747 EU-EC- 30 Erejg;;:iir;al EEA Vears Female |Arrhythmia (n/a - Unknown - ), Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10010178669 ]
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral infarction (n/a - Fatal - Results
ik or scad |; ik in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Encephalopathy (n/a - Fatal - Results |COVID-19 MRNA VACCINE MODERNA (CX-
748 i | 2021-09- | Healthcare Non EEA 65-85 Female in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Feeding intolerance (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 30 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Gastrointestinal necrosis (n/a - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10010178614 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Ischaemia (n/a - Fatal - Results in Death applicable - [n/a - 1{DF} - Unknown])
Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition)
m [=15 COMIRNATY COVID-19 MRNA VACCINE
i 2021-09-| Healthcare 18-64 (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
749 . EEA Male  [Sudden death (0d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) DISPERSION FOR INJECTION [TOZINAMERAN] (S
EU-EC- 30 Professional Years . .
i - Immunisation - Not applicable - [n/a - .3mL -
10010177798 :
Intramuscular])
—J
750 2 12021-09- Healthcare EEA 65-85 Male General physical health deterioration (5d - Fatal - Results in Death), Myalgia (5d - Fatal - Results in Death), Nausea (5d - |[COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- e |30 Professional Years Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10010177519
e || COMIRNATY [TOZINAMERAN] (S - COVID-19
1 (2021-09- |Healthcare 18-64 Cytomegalovirus infection (n/a - Unknown - Other Medically Important Condition), Thrombotic microangiopathy (n/a - immunisation - Unknown - [1d - n/a - Intramuscular]),
751 . EEA Female . I . " TACROLIMUS [TACROLIMUS, TACROLIMUS
EU-EC- 30 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) MONOHYDRATE Product wsed for unkn
10010177035 MONO! ] (- Product used for mknown
indication - Drug withdrawn - [172d - n/a - Unknown])
- : Acute respiratory failure (23d - Fatal - Results in Death, Other Medically Important Condition), Ageusia (n/a - Unknown -
: More ), COVID-19 (25d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (23d - Fatal - | oo vAD-19 MRNA VACCINE MODERNA. (CX-
A1 2021-09- Healthcare . - .. e . 024414) [COVID-19 MRNA VACCINE MODERNA
752 . Non EEA  |than 85 |Female |Results in Death, Other Medically Important Condition), Gastroenteritis viral (23d - Fatal - Results in Death), . L
EU-EC 30 Professional Years Inappropriate schedule of product administration (1d - Recovered/Resolved - ), Vaccination failure (n/a - Recovered/Resolved - (CX-024414)] (S- COVID- 19 immunisation - Not
10010176649 ) pprop p g applicable - [n/a - 1 {DF} - Unknown])
[elick or scal : COVID-19 MRNA VACCINE MODERNA (CX-
& 12021-09- Healthcare 18-64 . . ) .. 024414) [COVID-19 MRNA VACCINE MODERNA
3| purc |EE £ 130 Professional | oM EEA  [yrors  [Male  [Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10010176555 ? applicable - [n/a - 1{DF} - Intramuscular])
£ £ 2021-09- " 18-64 COMIRNATY [TOZINAMERAN] (S - Immunisation
3 “vr= = : _ _ . - -
754 EU-EC- 30 E:allvthciars | EEA Vears Female |Malaise (6d - Fatal - Results in Death) na - [n/a- n/a - n/a])
10010176409 olessiond
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5021-09- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
755 EU-EC- 30 Healthcare EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10010176395 Professional - n/a - n/a])
: COVID-19 MRNA VACCINE MODERNA (CX-
756 7 12021-09- |Healthcare Non EEA 65-85 Male Cardiac failure congestive (1d - Fatal - Results in Death, Other Medically Important Condition), Condition aggravated (1d - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 5 30 Professional Years Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10010175952 applicable - [n/a - 1{DF} - Intramuscular])
ol | Bk :
- % [2021-00- E‘e’:hhcm EEA 18:64 | |Atterial thrombosis (w/a - Fatal - Results in Death), Cerebrovascular accident (wa - Fatal - Results in Death), Embolism SJO;@]{:}I\};&FCGORI e %“IOINJ ((’S\DEZO%?S[)M )
EU-EC- | i34 5 130 : Years arterial (n/a - Fatal - Results in Death), Gastrointestinal haemorrhage (n/a - Fatal - Results in Death)
- Professional n/a - Intramuscular])
10010175777
Alanine aminotransferase increased (n/a - Unknown - ), Aspartate aminotransferase increased (n/a - Unknown - ), Blood
> creatine phosphokinase MB increased (n/a - Unknown - Other Medically Important Condition), Blood creatine phosphokinase
— 2021-09-|Healthcare More increased (n/a - Unknown - Other Medically Important Condition), Cardiac failure acute (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S- COVID-19
758 EU-EC- 30 Professional Non EEA  [than 85 |Male  |Other Medically Important Condition), Chest discomfort (n/a - Unknown - ), Coronary artery stenosis (n/a - Unknown - immunisation - Not applicable - [1d - n/a -
10010175756 2, Years Other Medically Important Condition), Feeling cold (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Intramuscular])
Death, Other Medically Important Condition), Oedema peripheral (n/a - Unknown - ), Pallor (n/a - Unknown - ), Ventricular
fibrillation (n/a - Fatal - Results in Death, Other Medically Important Condition)
759 2021-09- Healthcare EEA 65-85 Femal Death (0d - Fatal - Results in Death), Hemiplegia (4d - Fatal - Results in Death), Ischaemic stroke (4d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [n/a
EU-EC- 30 Professional Years CMae in Death) - n/a-n/a])
10010175529, "
Acute myocardial infarction (n/a - Unknown - Other Medically Important Condition), Atrial fibrillation (n/a - Unknown -
Other Medically Important Condition), COVID-19 (n/a - Unknown - Other Medically Important Condition), COVID-19
- pneumonia (n/a - Unknown - Other Medically Important Condition), Cardiomyopathy (n/a - Unknown - Other Medically
Important Condition), Cough (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
760 2021-09- Healthqare Non EEA 65-85 Female |Death, Other Medically Important Condition), Diarrhoea (n/a - Unknown - Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- (30 Professional Years Dyspnoea (n/a - Unknown - Other Medically Important Condition), Endotracheal intubation (n/a - Unknown - Other (CX-024414)] (S- COVID-19 immunisation - Not
10010175327 Medically Important Condition), General physical health deterioration (n/a - Unknown - Other Medically Important applicable - [n/a - 1{DF} - Unknown])
Condition), Multiple organ dysfunction syndrome (n/a - Unknown - Other Medically Important Condition), Renal failure (n/a
- Unknown - Other Medically Important Condition), Septic shock (n/a - Unknown - Other Medically Important Condition)
Rlickcor scad | i : COVID-19 (10d- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoca (10d - Fatal - Results in Death, | 012 MRIA VACCIRE MO:D:HERN]E A (CX-
761 g [2021-09-[Healtheare o gy 16585y pie | Caused/Prolonged Ho italisation), Hypoxia (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other 024414) [COVID-19 A VA MODERNA
EU-EC- = (30 Professional Years Modioally 1 "f)e ot S&n dtion) P g P g (CX-024414)] (S- COVID-19 immunisation - Not
10010175062 3 Y 1mp: applicable - [n/a - 1 {DF} - Unknown])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
42021-09- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
62| EUEC 30 [Professional |NOMEEA |y Male |Sudden death (fa - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010174998 - Not applicable - [1d - n/a - Intramuscular])
lickcor scal o E 12021-00- Non 18-64 Death (n/a - Fatal - Results in Death), Fatigue (10d - Unknown - ), Headache (10d - Unknown - ), Hospitalisation (n/a - COVID-19 VACCINE JANSSEN (AD26.COW2.9) -
763 Healthcare EEA Male  [Unknown - Caused/Prolonged Hospitalisation), Oxygen saturation (n/a - Unknown - ), Polymerase chain reaction positive (n/a|SUSPENSION FOR INJECTION (S- COVID-19
EU-EC- 30 . Years P . . L
10010174995 Professional - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (10d - Unknown - ) immunisation - n/a - [n/a - n/a - Intramuscular])
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i Abdominal pain (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal -
764 F [2021-09- Healthcare Non EEA 18-64 Female Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Malaise (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EG- | & 5 30 Professional Years Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Paralysis (n/a|immunisation - Not applicable - [1d - n/a - n/a])
10010174642 - Fatal - Results in Death), Pruritus (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death)
OPDIVO [NIVOLUMARB] (S - Lung adenocarcinoma -
: Not applicable - [n/a - 240mg - Intravenous (not
765 il (2021-09-|Healthcare EEA 18-64 Female Deep vein thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary embolism (1d - Fatal - Results in otherwise specified)]), SPIKEVAX [COVID-19 MRNA
EU-EC- 30 Professional Years Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Caused/Prolonged Hospitalisation) VACCINE MODERNA (CX-024414)] (S- COVID-19
10010174442 immunisation - Not applicable - [n/a - 1{DF} -
Intramuscular])
Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Asthenia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically
Important Condition), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Hicorscad |- G Important Condition), Chronic obstructive pulmonary disease (n/a - Not Recovered/Not Resolved - Caused/Prolonged
,3 2021-09- | Healthcare 65-85 Hospitalisation, Other Medically Important Condition), Cough (n/a - Not Recovered/Not Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
766 EU-EC- 30 Professional Non EEA Vears Female Hosp%tal?sat?on, Other Medically Important Cond@tﬁon), Diarrhoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged  [immunisation - Not applicable - [ 1min - n/a -
10010173712 Hospitalisation, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged  |Intramuscular])
Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Vaccination failure (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Elickorscad |7 Non More COVID-19 MRNA VACCINE MODERNA (CX-
767 2021-09- Healthcare EEA than 85 |Female Agitation (35d - Fatal - Results in Death), Confusional state (35d - Fatal - Results in Death), Nervous system disorder ~ |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L+ |30 Professional Vears (35d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Drug
10010172952, : withdrawn - [n/a - n/a - Oral])
5 Non COVID-19 MRNA VACCINE MODERNA (CX-
768 a1 2021-09- Healthcare EEA 65-85 Male Bradycardia (5d - Fatal - Results in Death), Confusional state (5d - Fatal - Results in Death), Melaena (5d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 30 Professional Years Results in Death), Renal failure (5d - Fatal - Results in Death), Swelling face (5d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - n/a -
10010172894 [n/a - n/a - Intramuscular])
f : 2021-09 Ith 65-8 COMIRNATY [TOZINAMERAN] (S- COVID-19
; -09- | Healthcare 5-85 \. . RNATY [TOZIN - D
769 | EUEC 30 Professional | EA Years |Vele  [Pneumonitis (24d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/aJ)
10010170630
2021-09 Non 65-85 Respiratory disorder (n/a - Fatal - Results in Death, Other Medically Important Condition), Suspected COVID-19 (n/a - %@&%WI&%N@C\S{HSDD VACCINE
770 “7"|Healthcare ~ |EEA - Male  |Unknown - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Unknown - Results in ! ) [ 7
EU-EC- 29 Professional Years Death, Other Medically Important Condition) JANSSEN (AD26.COV2.9)] (S - Immunisation - Not
10010171930 ? Y imp applicable - [n/a - n/a - Unknown])
[elick or scall | i More COVID-19 MRNA VACCINE MODERNA (CX-
11 2021-09- Healthcare Non EEA  |than 85 |Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (2d - Fatal - Results (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Vears in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010171768 7 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
772 3 2021-09-|Healthcare  [Non EEA 16585 |Male |- _ - ' NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- b (29 Professional Years Diarrhoea (n/a - Fatal - Results in Death), Malnutrition (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10010171313 applicable - [n/a - n/a - Intramuscular])
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: 5021-09- |Health More COMIRNATY [TOZINAMERAN] (S- COVID-19
73 | muEC » 29 el Pea Care - IEEA than 85 |Female |Dyspnoea (1d- Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
o rofessional Years Intramuscular])
10010171264 ]
Angiogram abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Aspiration (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Central pain syndrome (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Cerebellar stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral infarction
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral mass effect (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Coma scale abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Computerised tomogram head abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Computerised
tomogram neck (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Dizziness (n/a - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Dysarthria
- (n/a - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Electroencephalogram (n/a - Fatal - Results in Death,
2021-09- | Health 18-64 Caused/Prolonged Hospitalisation), Endotrachea%e intubation (n/a - Fatal - Results in ]Sg:ath Caused/Prolonged ((%\QIIDI;? 9\@%1%%%6%%8) S
774 | puEC 29 el P theare |\ on EEA g Male  |Hospitalisation), Heparin-induced thrombocytopenia test (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), [ o . ( ; SI6-
-EC- rofessional Years Hydrocenhalus (n/a - Fatal - - T - " i . |Immunisation - Not applicable - [n/a - n/a -
10010170909 ) lydrocephalus (n/a - Fat. Results in Death Cgmed/Prolong'edH(')spltahsatlon), Ischaemic stroke (n/a - Fatal - Results in Intramuscular])
Death, Caused/Prolonged Hospitalisation), Magnetic resonance imaging head abnormal (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), NIH stroke scale abnormal (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Paranasal sinus discomfort (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Perfusion
brain scan (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Platelet count normal (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Posterior fossa syndrome (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Seizure like phenomena (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Status epilepticus (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Thalamic infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Tinnitus (/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Acute hepatic failure (n/a - Fatal - Results in Death), Acute left ventricular failure (n/a - Fatal - Results in Death),
Angiogram cerebral abnormal (n/a - Fatal - Results in Death), Brain death (n/a - Fatal - Results in Death), Brain
herniation (n/a - Fatal - Results in Death), Brain oedema (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal -
. Results in Death), Cardiogenic shock (n/a - Fatal - Results in Death), Computerised tomogram head abnormal (n/a - Fatal
ek or scal | i : - Results in Death), Death (n/a - Fatal - Results in Death), Distributive shock (n/a - Fatal - Results in Death), COVID-19 VACCINE JANSSEN (AD26.COV2.S)
- 31 (2021-09-|Healthcare Non EEA 18-64 Female Echocardiogram abnormal (n/a - Fatal - Results in Death), Endotracheal intubation (n/a - Fatal - Results in Death), [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 29 Professional Years Gastrointestinal haemorrhage (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results in Death), Immunisation - Not applicable - [n/a - n/a -
10010170878 Hyperammonaemia (n/a - Fatal - Results in Death), Hyperventilation (n/a - Fatal - Results in Death), Intensive care (n/a |Intramuscular])
- Fatal - Results in Death), Intracranial pressure increased (n/a - Fatal - Results in Death), Laboratory test (n/a - Fatal -
Results in Death), Lactic acidosis (n/a - Fatal - Results in Death), Mental status changes (n/a - Fatal - Results in Death),
Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Pupil fixed (n/a - Fatal - Results in Death),
Respiratory distress (n/a - Fatal - Results in Death)
: COVID-19 (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (7d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
776 21 (2021-09- Healthcare Non EEA 65-85 Female Death, Caused/Prolonged Hospitalisation), Lung infiltration (7d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Hospitalisation), Pulmonary oedema (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
10010170846, Important Condition) applicable - [n/a - 1{DF} - Unknown])
or scaij COVID-19 VACCINE JANSSEN (AD26.COV2.S)
777 2021-09- |Healthcare Non EEA 18-64 Male Arteriosclerosis (n/a - Fatal - Results in Death), Autopsy (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 29 Professional Years Death), Fatigue (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10010170770 [n/a - n/a - Unknown])
or scaij COVID-19 VACCINE JANSSEN (AD26.COV2.S)
778 A} (2021-09-|Healthcare  |Non EEA (6585 |Female |COVID-19 (w/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Unknown - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- By 29 Professional Years Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10010169940 Unknown])
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Primary
v Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
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Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-09- [Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
| BU-EC- 2 20 Professional |NOR EEA  |yrors  [Female |Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - Not
10010169869 ‘o] applicable - [n/a - n/a - Intramuscular])
Abdominal pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Activated partial
thromboplastin time shortened (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Antibody test positive (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Anticoagulant
therapy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Blood fibrinogen decreased
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Blood lactate dehydrogenase normal
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Brain death (n/a - Fatal - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Computerised tomogram head abnormal (n/a - Fatal - Results in Death
Life Threatening, Caused/Prolonged Hospitalisation), Craniotomy (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Fibrin D dimer increased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Haemoglobin normal (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Haemostasis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haptoglobin normal (n/a -
m i i 2021-09-|Health 18-64 Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death Cé)O\f/lDli—llg 9\&%1%%(%6%%5) S
780 | LURC 29 el Peat A |Non EEA - Female |Life Threatening, Caused/Prolonged Hospitalisation), Heparin-induced thrombocytopenia test positive (n/a - Fatal - Results [ NSSEN ( . 9] (S-
-EC- i rofessional Years . . . e . . Product used for unknown indication - Not applicable -
10010169790 3 S in Death, Llf.e Threatening, Caused/Prolqng§d Hospltallsathn), Immunoglobulin therapy (n/a - Fat?_l - Results in Death, [Va - n/a - Unknown])
Life Threatening, Caused/Prolonged Hospitalisation), Infarction (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), International normalised ratio increased (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Intracranial pressure increased (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Neurological decompensation (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Ovarian vein thrombosis (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Platelet count decreased (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Prothrombin time prolonged (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Renal vein thrombosis (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Transfusion (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Ventricular drainage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), White blood cell
count increased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Withdrawal of life
support (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
Elick or scad |; :
781 1 | 2021-09- | Healthcare Non EEA 18-64 Male Chest pain (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Myoclonus (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 29 Professional Years Results in Death), Ventricular tachycardia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10010169444
Non Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Unknown -
782 e : " 5821-09' Healthc_are Non EEA IS\g)etciﬁ ed Male  |Caused/Prolonged Hosp?tal?sat?on, Other Mejcdly Important Cond?t?on), Suspected COVID-19 (n/a - Unknown - mﬁwogggﬁiﬂm Ig/sa -_OnZY)ID-D
10010169434 3 Professional Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Kickor sca |z
783 2021-09-|Healthcare —|p 1864 |\ fale  [Mechanical ventilation (n/a - Fatal - Results in Death), Somnolence (1/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 29 Professional Years n/a - [n/a - n/a - Intramuscular])
10010169341
: COVID-19 VACCINE JANSSEN (AD26.COV2.S)
| e %20 Profemondl |PEA S ol [Dth (- Ftal - Results in Death). s v - nknown - Resuls in Death) Immaaton- Not pplicble- [na -
10010168877 Unknown])
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i 2021-09- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
785 : . EEA Male  |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- L3129 Professional Years Tntramuscular])
10010168842 :
: Non
i 2021-09- 65-85 . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
786 EU-EC- 29 Healthc'are Non EEA Vears Male  |COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death mmmisation - Not applicable - [/a - n/a - n/al)
Professional
10010168834
Eickor scall | = : COVID-19 MRNA VACCINE MODERNA (CX-
5 12021-09- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
87 | BU-EC- 29 Professional |O" EEA  |yeors  [Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010168775 applicable - [n/a - 1{DF} - Unknown])
Qr scaij
COMIRNATY [TOZINAMERAN] (S- COVID-19
788 2021-09- {Healthcare EEA 6585 | pemale |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- 1{DF} -
EU-EG |- 29 Professional Years Intramuscular])
10010168594
Elick or scal |37 5021-09- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
789 : EEA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 29 Professional v, Int ul
10010168586 cars ntramuscular)
2021-09- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
790 . EEA than 85 [Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 29 Professional Vears Tntramuscular])
10010168584
Elick or scal |73 3 . COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-09- |Healthcare 18-64 Chest discomfort (n/a - Not Recovered/Not Resolved - ), Chest pain (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal |. P .
791 . EEA Male . immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 5 4. (29 Professional Years - Results in Death) Int Jar])
10010168557| = : ntramuscular
i : 5021-09- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
792 : . EEA than 85 [Male  |Vaccination failure (20d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- 29 Professional v, Int Jlar])
10010168439 cars ntramuscular]
i W 2021-09-| Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
793 : : EEA Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [29d - 2{DF} -
EU-EC- 29 Professional Years Intramuscular])
10010168438
Rlick or scad |7z 5021-09- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
794 EU-EC- 59 Professional EEA Vears Male  [Death (29d - Fatal - Results in Death) }mtmmisatliﬂon - Not applicable - [n/a - 1{DF} -
10010168413 ntramuscular)
i 2021-09- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
795 h . EA than 85 [Male  |Pulmonary embolism (5d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 29 Professional
10010168401 ! Years Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010168594&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010168586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010168584&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010168557&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010168439&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010168438&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010168413&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010168401&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-09- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
796 . EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- L3 129 Professional Years Tntramuscular])
10010168397 n:
5021-09- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
797 . EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 5 29 Professional Years Int dar])
10010168394 : nlramuseuiar
Bk orscal | Arteriosclerosis coronary artery (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death, Other
798 g [2021-09- Healthc'are Non EEA 65-85 Female |Medically Important Condition), Pneumonitis (n/a - Fatal - Results in Death), Supraventricular tachycardia (n/a - Fatal - COMIRNATY [TOZINMRAN] (8- COVID-19
EU-EC- 29 Professional Years A immunisation - Not applicable - [1d - n/a - n/a])
Results in Death)
10010168258
Qr _Scaij -
=i (2021-09- |Healthcare Not Not Foetal heart rate abnormal (n/a - Fatal - Results in Death), Maternal exposure before pregnancy (n/a - Fatal - Results in mMIRNATY [TOZINMRAN] (8- COVID-19
799 . Non EEA . . immunisation - Not applicable - [n/a - n/a -
EU-EC- 29 Professional Specified Specified Death) Transplacental])
10010168256 : Sp
a— 9021-09- |Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
800 . Non EEA Female |Thrombocytopenia (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
EU-EC- 29 Professional Years Intramuscular])
10010168190 )
Ageusia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Anosmia (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Catheter
site haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chills (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Device related infection (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged
Rlick or scal | Hospitalisation), Drug ineffective (n/a - Recovered/Resolved - ), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged (COVID-19 MRNA VACCINE MODERNA (CX-
2021-09- |Healthcare 65-85 L : . et >""1024414) [COVID-19 MRNA VACCINE MODERNA
801 . Non EEA Male |Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Illness (n/a - Fatal - Results in . L
EU-EC- 29 Professional Years o - . . (CX-024414)] (S- COVID-19 immunisation - Not
10010168103 . Death, Caused/Prolongpd Hospltahsatlon), Mﬂtlple organ dysfunctlpp syndrome (n/a - Fatal - Results in Death, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Staphylococcal
bacteraemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
'Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
2021-09- | Healthcare More Acute respiratory distress syndrome (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation, Other Medically |\ neNaTy [TOZINAMERAN] (S- COVID-19
802 EU-EC- 29 Professional Non EEA  |than 85 [Male  |Important Condition), Interstitial lung disease (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [1d- n/a - n/a])
10010167783 Years Condition), Organising pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-09- | Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
803 EU-EC- 0 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010167501 : applicable - [n/a - 1{DF} - Unknown])
Elickorscad |; 1 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, |COVID-19 MRNA VACCINE MODERNA (CX-
304 21 2021-09- Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG-  |; 29 Professional Years Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other (CX-024414)] (S- COVID-19 immunisation - Not
10010166898 Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])
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EV . Source . . . .
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umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Embolism (n/a - Fatal - Results in COVID-19 VACCINE ASTRAZENECA (CHADOXI
805 2021-09- Healthcare g ppy  |1864 g Death), Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Not Recovered/Not Resolved - Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 14 (29 Professional Years Modic al,l Important Condition) ’ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010166577 o Y mp - Not applicable - [1d - n/a - Intramuscular])
Non
=k (2021-09- 65-85 . ) - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
806 ’ Healthcare EEA Female
EU-EC- 29 Professional Years Headache (43d - Fatal - Results in Death, Other Medically Important Condition) -n/a-n/al)
10010166368
Acute respiratory failure (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
e ! F: " &n@tlop), Asthema (n/a - Unknown - Caused/Prolonged Hospl.tahsatlon), COVID-19 (n/a - Unknva - Caused/Prolong;d COVID-19 MRNA VACCINE MODERNA (CX-
ore Hospitalisation), COVID-19 pneumonia (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
2021-09- | Healthcare o~ . o 024414) [COVID-19 MRNA VACCINE MODERNA
807 : Non EEA  |than 85 [Female |Important Condition), Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - . .
EU-EC- 29 Professional v, used/Proloneed Hospitalisati | physical health deterioration (n/a - Unkn d/Proloneed Hospitalisati (CX-024414)] (S- COVID-19 immunisation - Not
10010166146 ‘ears Ca Prolonged Hospita isation), General p! ysical health deterioration A( a - Unknown - Caus_eA rolonged Hospital isation), applicable - [n/a - 1{DF} - Intramuscular])
Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Inappropriate schedule /
of product administration (1d - Recovered/Resolved - )
or scaij . e . Lo
Cardiac arrest (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General physical health deterioration (24d - ME o
808 | Lipc 3221_09_ Ef;lg;:;‘:a] EEA :i ;?_2 Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Immobile (24d - Fatal - Results in Death, Caused/Prolonged ?ﬂiﬁﬁﬁf/:_[z/g]z)m RAN] (8- Immunisation -
10010165375 Hospitalisation), Pulmonary embolism (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
2021-09- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
809 EU-EC- 59 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10010165348
[lick or scal | COVID-19 MRNA VACCINE MODERNA (CX-
2021-09-|Healthcare 18-64 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
810 BU-EC- 29 Professional Non EEA Years Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010165301 : applicable - [n/a - 1{DF} - Unknown])
i COVID-19 (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (13d - Fatal -
4 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chronic kidney disease (13d - COVID-19 MRNA VACCINE MODERNA (CX-
f |2021-09- Healthgare Non EEA 65-85 Mal Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dementia (13d - Fatal - 024414) [COVID-19 MRNA VACC[NE MODERNA
811 C 29 fessional | " ¢ CX-024414)] (S- COVID-19
EU-EC- ; Professional Years Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Seizure (13d - Fatal - Results (X- )1 (S- D-19 immunisation - Not
10010165206 in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])
Elick or scal |; : COVID-19 VACCINE ASTRAZENECA (CHADOXI
31 |2021-09- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - o
812 | purc 29 [Professional | NCMEEA yepys  [Female |COVID-19 (n/a- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - Not
10010165076 applicable - [n/a - n/a - Intramuscular])
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
A |2021-09- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; Sudden - - ) A
813 EU-EC- 29 Professional Non EEA Years Female cardiac death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S - Immunisation - Not
10010165074 applicable - [n/a - n/a - Intramuscular])
i 2021-09 Non 65-85 COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/;
814 7" |Healthcare ~ [EEA 3 Male  |Pneumonia (n/a - Fatal - Results in Death) -wa-na-iva
EU-EC- 29 Professional Years - n/a - n/a])
10010164890
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
2 2021-09- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X A - - . L
815 EU-EC- 9 Professional Non EEA Vears Male  [COVID-19 (14d - Fatal - Results in Death), Exposure to SARS-CoV-2 (14d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10010164683 h applicable - [n/a - 1{DF} - Unknown])
L More COVID-19 VACCINE ASTRAZENECA (CHADOX1
816 1 (2021-09- [Healthcare Non EEA  |than 85 Not Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not Resolved-  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L+ |29 Professional Years Specified Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010164668 i - Not applicable - [1d - n/a - Intramuscular])
o |! I3 1 Administration site pa]in (2d - Recovered/Resolved -, Brain oederpa (n/a - Fatal - Results. in Death), Oe‘reh'a] haemorrhage | )VID.19 VACCINE JANSSEN (AD26.COV2.9)
; (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown _
2021-09- | Healthcare 18-64 . - h s [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S
817 . EEA Female |- Other Medically Important Condition), Headache (n/a - Unknown - Other Medically Important Condition), Nausea (n/a - ; s cation - ; R _
EU-EC- 29 Professional Years : o . - ; COVID-19 immunisation - Not applicable - [n/a
10010164540 Unknown - Other Medically Important Condition), Paresis (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal -| | (DF} - Intramuscular])
Results in Death), Vomiting (n/a - Unknown - Other Medically Important Condition)
esults in Death), Vo g (n/a own el cally Importan O]
or scail i Non COVID-19 MRNA VACCINE MODERNA (CX-
412021-09- Not Cardiac failure congestive (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
818 Healthcare Non EEA Male
EU-EC- 29 Professional Specified Results in Death), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010164332 applicable - [n/a - 1{DF} - Unknown])
il |2021-09- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
/ - R
819 EU-EC- R 129 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a - 3mL - Intramuscular])
10010164103 :
:
820 1 (2021-09- Healthcare EEA 65-85 Female Abdominal pain upper (n/a - Fatal - Results in Death), Bradycardia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 29 Professional Years - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) n/a - [n/a - .3mL - Intramuscular])
10010164092
sl i I Asthenia (17d - Fatal - Results in Death, Cawsed/Prolonged Hospitalisation), COVID-19 (17 - Fatal - Results in Death, |ooviD; 19 MRNA VACCINE MODERNA (CX-
: -09- | Healthcare 65-85 PRI . ! PRTIE] 024414) [COVID-19 MRNA VACCINE MODERNA
821 . Non EEA Male  |Caused/Prolonged Hospitalisation), Decreased appetite (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), . L
EU-EC- 29 Professional Years Dyspnoea (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (- COVID- 19 immunisation - Not
10010163874 P Sesults 10 Deatl, ged Hosp applicable - [n/a - 1{DF} - Unknown])
i Fall (39d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemorrhage intracranial (39d - Fatal - Results in
Klick or scad o
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Head injury (39d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
822 HE: 2021-09- Healthc-are Non EEA 18-64 Male Death, Caused/Prolonged Hospitalisation), Intracranial mass (39d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACEINE MODERNA
EU-EC 29 Professional Years Hospitalisation), Intraventricular haemorrhage (39d - Fatal - Results in Death, CausedProlonged Hospitalisation, Other  [(CX-024414)] (S- COVID-19 immunisation - Not
10010163390 Medically Important Condition), Metastases to meninges (39d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, [PPlicable - [w/a - 1{DF} - Intramuscular])
Other Medically Important Condition)
Elickor scad | i3 i More COVID-19 MRNA VACCINE MODERNA (CX-
z1 2021-09- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
83 | puEC 29 Professional | on EEA %‘:;‘rfs Female \COVID-19 (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10010163200 : applicable - [n/a - 1{DF} - Unknown])
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Primary
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Altered state of consciousness (n/a - Fatal - Results in Death), Arteriosclerosis (n/a - Fatal - Results in Death), Asthenia
(n/a - Fatal - Results in Death), Cardiac steatosis (n/a - Fatal - Results in Death), Cholelithiasis (n/a - Fatal - Results in
m Death), Haemorrhagic infarction (n/a - Fatal - Results in Death), Hepatic steatosis (n/a - Fatal - Results in Death),
824 2021-09- Healthcare EEA 18-64 Female Invasive ductal breast carcinoma (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S-n/a-n/a- [n/a
EU-EC- 29 Professional Years Myocardial fibrosis (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Pulmonary congestion |- .3mL - Intramuscular])
10010162957 : (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Pumonary oedema (n/a - Fatal -
Results in Death), Resuscitation (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results in Death), Speech
disorder (n/a - Fatal - Results in Death)
N Back pain (n/a - Unknown - Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Unknown -
825 2021-09-|Healthcare —|pp 1864 |\ fale Caused/Prolonged Hospitalisation), Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- ; 29 Professional Years " o immunisation - Not applicable - [n/a - n/a - n/a])
mERD Other Medically Important Condition)
10010162780
ik or scap | =4 Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-09- 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . .
826 EU-EC- 59 E:(?fl‘gslsciir;a] Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation -
10010162505 : Unknown - [n/a - 1{DF} - Unknown])
m iz Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaccine COVID-19 MRNA VACCINE MODERNA (CX-
827 2021-09- Healthcgre Non EEA 65-85 Female |breakthrough infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Condition) ? (CX-024414)] (S- COVID-19 immunisation - Not
10010162503 & : applicable - [n/a - 1 {DF} - Unknown])
: Benign prostatic hyperplasia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (1d - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
828 41 (2021-09- Healthcare Non EEA 65-85 Male Results in Death, Caused/Prolonged Hospitalisation), Chronic obstructive pulmonary disease (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Death, Caused/Prolonged Hospitalisation), Diabetes mellitus (1d - Fatal - Results in Death, Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10010162498 Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])
Rlick or scad | i7 : Congestive cardiomyopathy (1d - Fatal - Results in Death, Other Medically Important Condition), Sudden death (1d - Fatal COVID-19 MRNA VACCINE MODERNA (CX-
829 g |2021-09-| Healtheare i ppa 1864 g e | Results in Death, Other Medically Important Condition), Vaccination site pain (1d - Unknown - Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 14 |29 Professional Years fmportant Condition) ? (CX-024414)] (S- COVID-19 immunisation - Not
10010162461 T mp applicable - [n/a - 1{DF} - Intramuscular])
:
il | 2021-09- | Healthcare 65-85 . . . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - X - -
830 EU-EC- 29 Professional EEA Vears Male  |Acute myocardial infarction (1d - Fatal - Results in Death), Angina pectoris (1d - Fatal - Results in Death) Wa- [n/a- 1{DF} - n/a])
10010162431
21 2021-09- Healthcare 65-85 o . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
831 EU-EC- : R 129 Professional EEA Vears Female |Acute myocardial infarction (n/a - Fatal - Results in Death) na - [n/a- 1{DF} - n/a])
10010162428|; i
Ik More COVID-19 MRNA VACCINE MODERNA (CX-
832 2021-09- |Healthcare Non EEA  |than 85 |Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), Injection site pruritus (1d - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Vears Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010162327 i applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
ik o sl 5021.09-Healtheare More 024414) [COVID-19 MRNA VACCINE MODERNA
833 | puEc 59 Professional Non EEA  |than 85 |Female |Asthenia (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10010162302 o Years applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
Z12021-09-|Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: Sudden - - ) o
84 | EuEc 29 Professional | 0" FEA \years - [Male cardiac death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- Immunisation - Not
10010162299 applicable - [n/a - n/a - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-09- Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
85| purc 2 129 Professional |NOREEA lyoors  [Male  |[Asthenia (144d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10010162167 i applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-09- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
86 | EuEC 29 Professional |O" EEA  |yors  [Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010162130 applicable - [n/a - 1{DF} - Intramuscular])
or scail More COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Mental status changes (n/a - Fatal - Results |COVID-19 MRNA VACCINE MODERNA (CX-
837 2021-09- | Healthcare Non EEA  |than 85 Male in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Vears Other Medically Important Condition), Respiratory syncytial virus infection (n/a - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10010162124| = Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
Acne (n/a - Fatal - Results in Death), Acute myocardial infarction (n/a - Fatal - Results in Death), Altered state of
consciousness (n/a - Fatal - Results in Death), Brain herniation (n/a - Fatal - Results in Death), Brain oedema (n/a - Fatal
- Results in Death, Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death, Other
ik orscad Medically Important Condition), Cerebral infarction (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a -| covIDL 19 VACCINE ASTRAZENECA (CHADOXI
- i , i - - i N 1 1 - -
- 2021-09-|Healthcare SEA 18-64 Gl Fatgl R:Slgits in 'Dea;:]]') G]eas;cliﬂam (n/a tha] nl}esn;:ts ;n ]I:eatllli Pe(]:;)mplrlessgzt cramectgm]y (n/a 'Fat;l/l l}esu]lts NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- W o Professional Years ale in Deat] 'i, sseminat m}rgv ar coagulation ( a- atal - Results in e'at ), rointestinal 'necr051s( a - Fatal - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010162110 ot Results in Death), Heparin-induced thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Important 1va - Intramuscular])
Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (n/a -
Fatal - Results in Death, Other Medically Important Condition), Pain in extremity (n/a - Fatal - Results in Death),
Pyrexia (n/a - Fatal - Results in Death), Sowspeech (n/a - Fatal - Results in Death), Venous pressure increased (n/a -
Fatal - Results in Death), Visual field defect (n/a - Fatal - Results in Death)
Bk or scad | B3 ’ COVID-19 MRNA VACCINE MODERNA (CX-
839 a1 2021-09- Healthcare Non EEA 18-64 Male COVID-19 pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a]024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010162062 y applicable - [n/a - 1{DF} - Intramuscular])
Etick or scall | i COVID-19 MRNA VACCINE MODERNA (CX-
840 2021-09- |Healthcare Non EEA 65-85 Male Decreased appetite (8d - Fatal - Results in Death), Feeling abnormal (8d - Fatal - Results in Death), Gait inability (8d-  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10010161992 applicable - [n/a - 1{DF} - Unknown])
P More COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-09- [Healthcare . N . . " 024414) [COVID-19 MRNA VACCINE MODERNA
841 EU-EC- 59 Professional Non EEA 31;} s85 Male  |Unresponsive to stimuli (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010161853/ ; : applicable - [n/a - 1{DF} - Intramuscular])
Elig orscall | i ’ COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (4d - Fatal - Results in Death,  |COVID-19 MRNA VACCINE MODERNA (CX-
842 21 (2021-09- Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Lung neoplasm malignant (4d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Hospitalisation, Other Medically Important Condition), Productive cough (4d - Fatal - Results in Death, Caused/Prolonged |(CX-024414)] (S- COVID-19 immunisation - Not
10010161839 Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
: Heparin-induced thrombocytopenia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
843 gl [2021-09- Healthcare |y peoy 1864 |\  {Important Condition), Pulmonary embolism (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- . (29 Professional Years Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010161807| i th applicable - [n/a - 1 {DF} - Unknown])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
. . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
. -7 = - - > - - B - - .
844 2021-09 Hea]thqare Non EEA 18-64 Male Oerebrov?scular accident (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d
EU-EG- |5 L3129 Professional Years Results in Death) na - Tntramuscular])
10010161659 Th B
) 2021-09- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
845 : : EEA Male |Asthenia (9d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- . (29 Professional Years Int dar])
10010161625 3 nlramuseuiar
Rlick or scad | 7 & 2021-09- Non 65-85  |Not SPIKEVAX [COVID-19 MRNA VACCINE
846 ; Healthcare EEA .. |Cardiogenic shock (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- n/a - Not applicable -
EU-EC- 29 : Years  |Specified
Professional [n/a - n/a - n/a])
10010161615
Acidosis (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (23d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Bradycardia (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), COVID-19 (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac
arrest (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cough (23d
- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (23d - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Diarrhoea (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug
ineffective (n/a - Fatal - Results in Death), Dyspnoea (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Fatigue (23d - Fatal - Results in Death, Caused Prolonged Hospitalisation), General physical health deterioration (23~ |t MRNA VACCINE MODERNA (CX-
. P - . 024414) [COVID-19 MRNA VACCINE MODERNA
847 2021-09- Healthqare Non EEA 18-64 Male Fatal - Results in Death _Cal_lsed/Prolonged Hospltallsatlon), Hypotensm_n .(23d.— Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- L3 |29 Professional Years Caused/Prolonged Hospitalisation), Inappropriate schedule of product administration (23d - Fatal - Results in Death applicable - [n/a - 1{DF} - Intramuscular - More in
10010161523 ;i Caused/Prolonged Hospitalisation), Nausea (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain (23d - I(r;gR]) t
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia staphylococcal (23d - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumothorax (23d - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulseless electrical activity (23d - Fatal - Results
in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sinus tachycardia (23d - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Ventricular tachycardia (23d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Vomiting (23d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)
Amnesia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Balance disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Coma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Confusional
state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coordination abnormal (n/a - Fatal - Results in
[elick or scal Non Death, Caused/Prolonged Hospitalisation), Disorientation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, [COVID-19 MRNA VACCINE MODERNA (CX-
848 2021-09- Healthcare Non EEA 65-85 Male Other Medically Important Condition), Epilepsy (78d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other (024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- |1 29 Professional Years Medically Important Condition), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gait inability  |(CX-024414)] (S- COVID-19 immunisation - Not
10010161332 (85d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lethargy (n/a - Fatal - Results in Death applicable - [n/a - 1{DF} - Unknown])
Caused/Prolonged Hospitalisation), Loss of consciousness (62d - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Speech
disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Urinary incontinence (85d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)
- Cardiomyopathy (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in MRN, CCINE
Non More Death, Other Medically Important Condition), Lacrimation increased (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results COVID-19 A VA MODERNA (CX-
2021-09- " - . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
849 Healthcare ~ [Non EEA  |than 85 [Male  |in Death, Other Medically Important Condition), Paraesthesia (n/a - Unknown - ), Peripheral swelling (n/a - Unknown - ), . L
EU-EC- 5 29 . - A . . L (CX-024414)] (S- COVID-19 immunisation - Not
et Y Professional Years Pruritus (n/a - Unknown - ), Rash (n/a - Unknown - ), Skin discolouration (n/a - Unknown - ), Skin exfoliation (n/a - Unknown, .
10010161325 ) applicable - [n/a - 1{DF} - Unknown])
-), Swelling face (n/a - Unknown - )
gk or scal : More Condition aggravated (72d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dysgeusia (n/a - Fatal - Results in|COVID-19 MRNA VACCINE MODERNA (CX-
850 =1 (2021-09- Healthcare Non EEA  |than 85 |Female Death, Caused/Prolonged Hospitalisation), Illness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Vears Malaise (72d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Muscular weakness (72d - Fatal - Results in (CX-024414)] (S- COVID-19 immunisation - Not
10010161297 Death, Caused/Prolonged Hospitalisation), Vomiting (72d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac arrest (2d - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
= 2021-09- | Healthcare 65-85 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Illness (3d - Recovered/Resolved - ), Pneumonia  |024414) [COVID-19 MRNA VACCINE MODERNA
851 EU-EC 29 Professional Non EEA Vears Male |aspiration (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (CX-024414)] (S- COVID-19 immunisation - Not
Sl Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomitingapplicable - [n/a - 1 {DF} - Intramuscular - More in
10010161110 P i Hosp yimp &P
n/a - Unknown - Caused/Prolonged Hospitalisation ICSR]
Sp
:
al (2021-09- Healthcare 18-64 . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . Nl .
852 EU-EC- 29 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) mumisation - Not applicable - [/a - 1/a - n/al)
10010161019
m ] COVID-19 MRNA VACCINE MODERNA (CX-
% 9021-09- |Healthcare 65-85 Acute respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Asthenia (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
853 BU-EC- 29 Professional Non EEA Vears Female [Results in Death), COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Unknown - ), Pneumonia (8d - Fatal |(CX-024414)] (S- COVID-19 immunisation - Not
10010160923 - Results in Death, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular - More in
ICSK))
Eicorscal Arteriosclerosis coronary artery (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Chest
5021-09- Non 18-64 pain (n/a - Fatal - Results in Death), Cyanosis (15d - Fatal - Results in Death), Fatigue (15d - Fatal - Results in Death), | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
854 BU-EC- & 5o Healthcare  |Non EEA Vears Male  |Headache (15d- Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10010160915 Professional Important Condition), Myocardial ischaemia (n/a - Fatal - Results in Death), Peripheral swelling (15d - Fatal - Results in |n/a - Intramuscular])
Death)
w . Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis  |COVID-19 VACCINE ASTRAZENECA (CHADOX1
2l (2021-09- |Healthcare 18-64 n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Dysphagia (n/a - Not Recovered/Not Resolved - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
855 Non EEA Female
EU-EC- 29 Professional Years Caused/Prolonged Hospitalisation), Facial paralysis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010160841 Thrombocytopenia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) - Not applicable - [1d - n/a - Intramuscular])
2021-09- Healthcare 18-64 . L. . L . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . Nl .
856 EU-EC- 79 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death) mmumisation - Not applicable - [/a - 1/a - n/al)
10010160728 i ;i
e |
2021-09- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
857 EU-EC- 29 Professional Non EEA Years Male | Corcbrovascular accident (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10010160711
2021-09- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
858 EU-EC- 29 Healthcare EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10010160338 Professional Intramuscular])
Elick or scal | : 5021-09- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
859 EU-EC- : 59 Healthcare EEA Vears Male  [Migraine (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10010160299 Professional Intramuscular])
:
X 12021-09-|NOn 65-85 Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoca (n/a - Fatal - Results in |2 VIRNAT Y [TOZINAMERAN] (S - COVID-19
860 Healthcare EEA Male . " immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 29 Professional Years Death), Pain (n/a - Fatal - Results in Death) Tntramuscular])
10010160260 ]

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010161110&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010161019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010160923&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010160915&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010160841&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010160728&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010160711&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010160338&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010160299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010160260&_xpt=1&_xf=pdf

