COVID-19EEZ E 155 Al

ERIEIEH: 2021F9815H

BERARERMEM AR
hRFITRBRER D



A 4

1. COV
2. COV

D-19 EHEEEERAR
D-19 e AR EAE

3. Brea

Kthrough infection ( 25

il

~rs

SR AR R
g fie 22
_FEiER214K - PCRIEFZEZ )

i

PRRTREEEDD 2



1. COVID-197EEEERARSHAIR

EFEERZETEER - BmETHRBE IR A RGBT H
IS A - BLEBRBHHFLEENEREEZE - BEARKRIERE
7= E PR

hRFTRIBREEDR D



COVID-19%5 &

Lw2m, E"‘ —IREBBEAE - SHNEE : -
22 4 B 1) 1 il et SEEEL)|  aaiwanVWatch
T |
TCOCEEARE 4@ 24 (VAERS

TCDCEEEPIL,\E@%EEFE

A

TDRF/ADRH
TFDA@@%%*E&E%‘%}%%E#&E 5 H 2 A ZIRFIES M REHEE
TCDC
!
?\ i o En“ v/
St iy BHER A RIE
AEFI| investigation team
EEZEHRE an g s
=8 | SO ERREES X/
" : d - AEFISXREE/NETR COVID-19 =& T1E/\4
BEAREHEERE I e NP L B ts i@
. TR AR =
M \
[E3% T TFDAR TCDC . AR/ B MRS - El:l [L’\
A JLUR
M sRAL IR TFDAEITCDCABIL

4
O RITERIBIEED O



:8%y VAERS
EEAREHEHRZHA (VAERS)

78 16 HE A 1R BB FT - BERFA

BN SBREHRERE EREGE

PG

MEIAANEZZENEESS/ZHEY ARREBRP L

- COVID-19&E#M=rER ( BERANEEREHIZTCDC)
- COVID-19EEARSHERAmERNR (BEEMAEmEYEEZETFDA)
- 8iZCOVID-19%EEZ=ME ( PRAITERBREPRLD )

m
3
=

B>
O
Dy
%II'
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BT 50 99 603 753*
B BREm 23 33 51 107
% 55 AR K A M5 0 0 0 0
;; B4 52 S KM B Y 0 0 0 0
fF BRE ARSI RR A SRR 295 220 401 916

HinBEZ2RREERZSH 684 365 351 1400
JFERE 2279 811 554 3644
HEt 3331 1528 1960 6820*
FEETIE 5,323,299 3,294,281 3,044,466 11,662,046
FIRR (H/THE) 0.6 0.5 0.6 0.6
BREARSHREEE (/T 0.2 0.2 0.5 0.3
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(Adverse Event of Special Interest)
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ExFiEE

EfEIEEL ;- 11085 988H

IR IR

BEE R E(anaphylaxis) 28 18.8 ~ 73.75% 57 #E~1X
IMEARZE (arrhythmia) 16 32.8 ~94.25% <1~44K
St O EZE (acute myocardial infarction) 98 37.9 ~96.47% <1~ 90K
ILVAL3 (myocarditis)/iIbEIiE 3% (pericarditis) 17 21.5~85.87% 1~29K
f& M & /@l (cerebrovascular stroke) 254 19.4 ~96.45% <1~71XK
ERE 1B £ i & (facial palsy) 61 23.3~885% <1~49K
EE(seizure) /& (convulsion) 26 18.3~74.77% <1~26K
T 14 B B 3¢ (transverse myelitis) 2 41.3~ 61.45% 20~23K
SRS M IS B REI (ADEM) 2 25~575% <1-~11XK
B -E A AE & 8% (GBS) 12 37.2~84.875% 2~63K
ZRESS (myelitis) 1 TT75% 4K
B&i 3% (encephalitis) 2 27.4~76.67% 9~14KX
FRILE 3 (optic neuritis) 4 28.3 ~6075% 1~21K
=14 BR3¢ (acute pancreatitis) 4 49.8~80.275% 4~41°K
=B 188 (acute kidney injury) 2 75.5 ~90.25% 1~23K
= RTIES (acute liver injury) 5 46.4~ 70.75% <1~19K
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(Adverse Event of Special Interest)

ZH AL B (erythema multiforme) 4 30~ 67.75% 10~27K
Mm% 3% (vasculitis) 5 37 ~69.655% 2~ 49K
=B BRE(rhabdomyolysis) 7 32.7~83.75% 1~36K
FA &3¢ (arthritis) 4 37.9~ 69.9%% 2~20K
JRE(spontaneous abortion) 8 26.8~ 38.15% <1~40K
L (stillbirth) 7 25.7 ~41% 5~25%
B E(preterm birth) 1 34.25% 1K
YFES M M/ MVRE D EZBEEE (1ITP) 33 25.5~100.775% <1~57K
M 42 5 M /RS T GEEBE(TTS)* 56 22~ 95.775% 1~51K
M2 8kA%E =
HRAAREFFAKPEZE (retinal vein occlusion, RVO) 11 25.6£81.3%% 1~64 K
HR4APEENAKFE Z (retinal artery occlusion, RAO) 5 47.9 ~715% 1~57K
HRAAEMEPAZE (retinal vascular occlusion) 3 56.1 ~78.75% 1~28K
REFF IR ZE (deep vein thrombosis) A7 23.8%287.95% <1~-63XK
fii#2 2 (pulmonary embolism) 44 24 5294.175% <1~59K
fEF Ak ZE 2 Z (cerebral venous sinus thrombosis) 8 30.7~605% 3~25K
H {th [ #2488 & B (other thrombotic disorder? 16 45%88.855% <1~57K
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.Eﬂ.*é 11 m]./J\ﬂiﬁE_FEf; E”(thrombosis with thrombocytopenia syndrome, TTS)
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m TTSACMEEERFREHF FECOVID-19% M (AstraZeneca s Janssen M ECOVID-19% 0B IFRE ZF
BZAEBRE  FHTEBEEMRNAGEERBETTIS ZERME R - MK LERTTSHEZEM
FHE— R EAEE M - BEEREBrighton Collaboration Z TTS{E 2 & F AR R MAREE | M
B = (International Society on Thrombosis and Haemostasis, ISTH)FT 88 7h 2 52 A B 1551 &5 e A
1B E B 15 5 (interim guidance)

n B ER110F9H8HIE - BAXZEESHRLITTSRRR(17RABH22IHEXR S HEH B - 8739
XN oEEEEMARAIERSEXEEER) - HP52EMAETEAstraZeneca MiEEE - BB
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FEEE (5%) 1ETEE| 2] FET AR 2] CEHmE (H/1+HEH)

18-495% 5,323,299 50 0.9

50-6475% 3,294,281 99 3.0

65-7975% 2.451,127 227 9.3

80-89/5% 506,111 257 50.8

>907% 87,228 119 136.4
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BH=iRHE = [ExE X * [RFTEHEIEE (person-time at risk)]
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itk EARFEH (AESI)

n BREROR2KZBHMEMES=TEIELLE : Anaphylaxis
m BERORTRZBHEHEE=TAIAELLE : Seizure
n EEBRIZNAKZEAREBEHESSIREAEIER | H19I5AESI

acute pancreatitis acute myocardial infarction (AMI) stroke

rhabdomyolysis retinal vein occlusion (RVO) vasculitis

arrhythmia acute aseptic arthritis facial palsy

pulmonary embolism (PE) deep vein thrombosis (DVT) Guillain-Barre syndrome (GBS)
erythema multiforme iImmune thrombocytopenic purpura (ITP) retinal artery occlusion (RAO)
myocarditis/pericarditis cerebral venous sinus thrombosis (CVST) optic neuritis (ON)

encephalitis/myelitis

£ 2 110F8H25HBIR 2 01T
PR TEEEED 16



L#EE@"’E%E HA{E ZEE{E(OE ratio)
REAZ X1

m BERERRBIRTARVZEREBEHESSTEIAELLE : Seizure
R BEERIEZAZBENREHSSTRIAELLE | Efth16IEAESI

acute pancreatitis acute myocardial infarction (AMI) stroke

rhabdomyolysis retinal vein occlusion (RVO) vasculitis

arrhythmia acute aseptic arthritis facial palsy

pulmonary embolism (PE) deep vein thrombosis (DVT) Guillain-Barre syndrome (GBS)
erythema multiforme Immune thrombocytopenic purpura (ITP) retinal artery occlusion (RAO)

encephalitis/myelitis
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B EE S = FRHEAE ZEE{E(OE ratio)
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m Myocarditis/Pericarditis - Cerebral venous sinus thrombosis  Optic neuritis :
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m Anaphylaxis:
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Anaphylaxis (B84 K5E)
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m AstraZeneca’s & %1 B Z Anaphylaxis B ZE A16.64/B 8N - 82 A2.84/BAEN
Moderna/& & 32 Bl Z Anaphylaxis B EA15.24/BE8H - 82519 /A&

n HEEEERLIRENIERIEZ BERER
mMZEE® 1-10 H/EEE - RISEEER 1-6 H/E8H - TEMHREEER
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BH-EFEEXEF (GBS) ELLOANL 3 (Myocarditis)

n HHEGBSARSEH - MBEMARSFIHBHAE - &AFARMAstraZenecals = E
GBS Az o]ge E B 5 IERIEREI& ( causal relationship )
H A GBS% MAstraZeneca’z B #FEERIFRFER" ( BERZIE ) Z&lfFA - 1158
aie ELY% B < B PR S RS [ B

n EF¥EEEModernaE B R OBER T LR ARSH - BREEMA ~ ZBIFDAFEEBRS

FERMEBALZEEN - MBBIEEZS R ZModernaZ BB /T INE R B EEMRNAR
HEROBEZEODINRZARSNH - WERREEEREIENE - WMeb/OEFAER
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Breakthrough infection (#E_Eli#iE%214X - PCRF

AR ER: £ _EIEEE14KEZERE A CSEE2EI Bim14aKE"
2021/3/22%& =z < S
ooL/o/ 1o (BEFRIRIME ATREZIEIZR)
INET INET Moderna
18-495% 7 6 1 592,558 380,417 212,141
50-647% 1 1 0 191,406 133,460 57,946
>6573% 1 1 0 102,862 73,692 29.170
ast 9 82 1b 886,826 587,569 299 257
* 8,22021/8/29 ( B2021/9/121Fp1#EE14H ) & ANIISTEES X
o MSTOBIMEB_FEIETEE214KR L1ERZ - BEAEFE ZE8E
- BRIMB_BIAZIZIEE214KD LTE2 - HPAfEEREHN - EAAlphaZ2Ek
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Thank you!
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