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1. ™ ZE £ 0|AHIS(Adverse event)C] A9|
o (WHO) d®HdF Fof Tt nE o TslA] e F4S L3y, Hl=A] oy S

el ARYE ATEHA LD

o REWAPH) APHE F 1 FFOE Astel BT & Y= BE FY =
Ao Y APHEL AE Bl Y Y
2. IYHE 2 O|HIE T
7). olgukg € R
olaltS 2ol T Ho|

HAa FAEZD #E e
(vaccine product-related reaction)

WAl Aol Avlo] vbEl wWiAS HEF ok
]‘iBI}I\_]. é-‘}}oﬂ 9’]?1' Llay Q_‘:_ C‘)E]:]_":]]—;U ] 3-AY 31 Sl= Hoo]—OI] e
(vaccine quality defect-related reaction) (Z:} o ;L L;@ -

T a2 RAS),

WA Ul BB ORE 3 F A4Rn esg

WAl FH R ol Ao

FE7ZE A RS AR A
AVHT ofd AT US| gz yayn A% B AES A
(immunization error - Ad 2F A% WE 8 AAZIE D)3 ge) A2 A

related reaction)

% S| Ao A & ol &= x o}% Hﬂ}‘\l.g.
= lj—(‘j_l_. ST
m ARE BRI|EE AF A%

AYHTAE Bk
(Immunization anxiety-related reaction)

LA vk-$ WA FAER oIHE oF oS TR Bk
(coincidental reaction) ol9lo] YRloF WAYFI= o] Auke-

2) WHO(2015). Guidelines for immunization program managers on surveillance of adverse events following immunization.
3rd edition.

3) 'Y oy 2 2ol et UE, A2z A18=
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o APHE F oML AYRY 5 ARE o §3te] APPFY oFNEE

o HolE o] eI AAY BA, E-RGNA B 53 HIM=R ol Ths

0. A=LHY HIZEE F 0lHS 2

7L olgkS MARR (2o NFEAE AT YD AF AnAR)

H[Z=A} 5l0|x} S Hio[2E]| 2Lt OfAEEIA|H|Z}
=0l Al=(12.10.), ¥=(12.2) nl=(12.18.) ¥=(12.30.)
HEAIZH | Al=2(12.14.), ¥=2(12.8.) 0|=2(12.21.0|%) Qq=2(’'21.1.4.)
AMAIH
! 16M| 0|AH(43,448%H) 18M| 0]A4(30,351%) 18M| 0|AK(23,745H)
LN
- HERe 8584.1%) - HEF9 83(92.0%) - S35 US(>60%)
— | 2ZH62.9%) — m|22H70.0%) - MERS £ =5 nzz
O[A} - £5(55.1%) — EE(64.7%) (>50%)
e | T ESE(38.3%) - 285(61.5%) 2SS, HEHZ(>40%)
=< — 28H31.9%) - BES(46.4%) — ke %_(>30%)
- BEE(23.6%) — 28H45.4%) - ES HAHR(>20%)
— 24 (14.2%) — HATHE/TE(23.0%)
5) Q]=0o] BHAl ==& 7IA] A|AEN AT, X7 =, Journal of Health Informatics and Statistics p.317
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HE(1.1%)
EHZH(0.5%)
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Itl

£71(10.5%)
L (9.5%)

— A=go| 27| 4 25(19.8%)
%*%(15 5%)

2 271(14.7%)

2l E2H10.0%)

* RAIER:

EMERGENCY USE AUTHORIZATION (EUA) OF THE PFIZER-BIONTECH COVID-19 VACCINE TO
PREVENT CORONAVIRUS DISEASE 2019 (COVID-19).
VACCINE (VACCINATION PROVIDERS) EMERGENCY USE AUTHORIZATION (EUA) OF THE MODERNA
COVID-19 VACCINE TO PREVENT CORONAVIRUS DISEASE 2019 (COVID-19).

REG 174 Information For UK Healthcare Professionals

U ohmetA) s Byas 6

6)

7= 5}o[x} ==l
PLEE ’20.12.14.~°21.1.18 (10¥) '20.12.21~'21.1.18 (31¥)
S 9,943,247H 7,581,429
4742 198
OfIEEMA ENE = =
(2 ot HE 479 H|E) (4 ot Heb 258 H|E)
e
A 27| E= LB ET| HE 36(77%)** 16(84%)
O|™ OptZErA|A HEH 16(34%)" 5(26%)
M= = =A}
':ZF@”EFJ\EJ 102(<1-1140[19h]) 10=2(1-45)
158 0]5}t 348 (77%) 169 (84%)
302 Olst 40H(89%) 17H(89%)
= 39M| (B2 27-63M|)* 41M (S, 24-63M)
2FS| 44H(94%) 19 (100%)
Al HE Al
IBNySES 37 17
2AIEE 1
2= 6 1
CAR 1" 6l 2E, T AR 2 YAV 28
A 668 F 31%= O™ OfLEEAIAE HAEE
Reports of Anaphylaxis After Receipt of mRNA COVID-19 Vaccines in the US-December 14,

2020-January 18, 2021. JAMA. Published online February 12, 2021
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1121, = R+ =ddeud 522 3, V/S 140/77-72-20-36.4-99%
11.22. V/S 120/75-76-18-36.7-100%
11.23. V/S 124/76-77-18-36.6-100%
11.24. V/S 127/82-78-18-36.3-100%
11.25. V/S 122/76-72-18-36.5
o MEAMXM AL A
11.20. CBC 13780(53.6%, eosinophil 2.2%)-15.7/45.9-338k
PT/aPTT 11.7(1.00)/26.3
e’ 137.5-3.3-99.0 BUN/Cr 7/0.78 LFT 26/22/0.6
CK/CK-MB/Tn-1 58/1/<0.01 CRP 0.04
11.21. CBC 14370(65.0%, eosinophil 1.3%)-14.4/42.1-340k
e’ 138.1-4.0-104.6 BUN/Cr 9/0.74 LFT 15/17/0.6 CRP <0.020
influenza A/B Ag -

o HAMSHM AAL &7 Y F

o 7Bt : &I RV

11.16. 27| & for vaccination, past allergy history(-), vaccine-related adverse event(-)

=A7| & itching ¥ rash, generalized wheal(+)

11.20. 8247|5 42t anaphylaxisoll £ &st= S42l. antihistamine, mPd X &+ HrotAd
1AZE FIRE HES 79 FE LY
It Us HeZe L ol UFAL 1AIZE M £ &S medicationo| Lt =2+ of &

tz40| *A12, medication allergy XIZM=Z 754 Cia QoA

clear breath sound without crackle, wheezing, abd. Td/rTd —/-
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121, 8847|158 0| R & 77| HEH 25 =4, £ 420 =85 den o2Hg

clear breath sound without crackle, wheezing, abd. Td -

122 =7/ SHEE ORE 5 54 —> localol A SPT5tL HDM(+)EF E5

0| % allegraE pmeZ =35t UAUS
Jie &, ¢, gtob 5@ SAto] MM ER WY, woll= slofFchrt gho] = H

cob ++, pnd +

Lh=2ct

opinion) o™ Foll o[Ft HFSQIX|= =HASHA| 2Lt acute urticaria with laryngeal

1123, 2Z7| 5 Bo|l =&st A otdol 2214 Aed &I Ao HEHL
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o Z|Ef A7 (AT CIAtel Hall J|x, off) Afef-tH== A7, Al 22 §) -

o WHAL XpH ol ZA| :

o WYHE nFL 2F -

oA stz AL X[ & Brighton Collaboration case defintion &)

=

0lo

o Meky|E F2 of F(ofatgl

- Anaphylaxis is a clinical syndrome characterized by
e sudden onset AND

e rapid progression of signs and symptoms AND

olatM oIt _ , ,
® involving multiple (>=2) organ systems
Z 3t
o 27l o™ E T o|AurS X {F(EXH ET
- WHO : Anaphylaxis - Based on a controlled study (Greene et al., 2010)
- IOM : Conclusion 6.15: The evidence convincingly supports a causal relationship between
influenza vaccine and anaphylaxis.
o Ef °lo o|st A3t v TSN HINAES A7 Fo el MY A HAA 23 F)
- skin prick test(IgE o 7H 2F-&)oll Al house dust mitesdl 2FA
H¥EE olatM HItF [ definite I probable [ possible [ unlikely [J definitely not related
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[] Definitely related, Definite
[] Probably related, Probable
[ ] Possibly related, Possible O
[ ] Probably not related, Unlikely
[] Definitely not related
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Eul Al 0|AMHFZ(AESI)

o 54 4] o]dHh-3(Adverse Events of Special Interest : AESI) 16)

==
AESI B

i A A ot8lEl A Vaccine—associated enhanced disease (VAED) g
wAlg Ao & wado 2P Azl LysHs Ay e
88 532 SFEF Acute respiratory distress syndrome (ARDS)
MolM HREe| B77t gl B9 oSN o HE U AZis MM Mih HEE 19
EXNoZR Sl= M Hof
24 MEaA £AF Acute cardiovascular injury (ACI)
M S", M2, M2ES, F8Y, MW, MoIM 43, HEF 529 24 Zhoj e
S0l Coagulation disorder g
NESH £ = 8T I B2 0|oA|= A|E Hof(MME, £-) e
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UERAH MEM £= MA &MoZ oo tHS0| SXMEof A, MR, A &H7| L 14
S22 ZHMO| ol
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45

| 7|S2| &g Hol= 34

HeWHIYZSFET Guillain Barre Syndrome -
MAYALZE BE01EHLE QLO{X|RY, 20| E0{X|AHL} oHH| = S2 Sde B¢ T
2N & &4 Acute liver injury -
Zt=Mol AMBA Al 7F 24 AS, 7t 7|Se HEE XelsteE 3 =2 EY oT
F2} MAl Anosmia/ageusia -
A ME F FZF £= 0|2t AAol #HEPDL WSS AMEY T
S4 FAF 8 Chilblains
20| HHEAMol ==L 2} 4—-6F

systems for adverse events of special interest during COVID-19 vaccine introduction
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% See: Vaccine-associated Enhanced Disease: Case Definition and Guidelines for Data Collection, Analysis, and
Presentation of Immunization Safety Data. 2020, October 19.https://brightoncollaboration.us/vaed/
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% See: Single organ cutaneous vasculitis: Case definition & guidelines for data collection, analysis, and presentation

of immunization safety data. 2016 December 12. 10.1016/j.vaccine.2016.09.032
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ZE A Acute aseptic arthritis
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% See: Acute aseptic arthritis: Case definition & guidelines for data collection, analysis, and presentation of
immunisation safety data. 2019, January 7. 10.1016/j.vaccine.2017.08.087
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% See: Encephalitis, myelitis, and acute disseminated encephalomyelitis (ADEM): Case definitions and guidelines for
collection, analysis, and presentation of immunization safety data. 2007, August 1. 10.1016/j.vaccine.2007.04.060
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