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DHYRWERETIERWTH A5, L L, ERCPEBIRNIEFENAI-D, BEEREERCEREA A
AAELEHRITENTH D,
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O LHADERIEBLEVEDTHBH., —BOLSELHAICET 2BRCEBICEE L 28I
WTEBREODUT & BEICET 544 RS54 (2009FHK:THR) & Y U TFICKkIT 3,

IDER R D—HERIRIFB DGR, FERSFORE

O LEBRIIELWERERT & EN2D. —RGRMECEHRICRNIEZ DERRLHIR-CREE
SLEBNE—TH 2, Thbb, KEMADLL ~ 28R L /cRICEERICAS

h |

O RHBOBHALEZEHEINTD, MEEDATWERAPBEBETHELWDOTHNIE, ABLIIZATD
TEENR & N XY A 00 ER, 0T 3—[, O b ARZMER EOFERR VW EBERS
DHTHRHIALTE S, BREFKOOCMEKER (CHUERNTICD AR ZBEL TH <,
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KRKEICHIFAFHFEOIOF 77 F IEBEROLBHRBEEEFERICOWT

O HFHEAOFTIFVICEWLWTEERIAFREINTOBLHAEESESR (OFEHA - DIEX) (220
T. KEICBITD3EFOIRTIZIUTOEESY TH 5,

DA RBEEERICHT ZKEOHE - WIS :

N\

CRE)] <774%-R"77F> ETLVFTRTIFEEHLETHT>
DEARESERICOWVWT, 1OBEER LY H2EBEEROANRENN %L < QERIEHEEER TL6.14 /1005 EEE* ) |
EEHAEC. REE COMMAED 72, Eho. BUORANAE (| 2EBEEROREFIONBEIFEBUTH 72, 2
O B#EZOBREGNCOVWT, FHSICK BB ZITo7-ER. 16~ 24 DERTIIEBRORER DO AN FAELY
bAREAN ST, MEFIOHSEZZRICEE LEERE B >7T

K OBRBRISEWTIE mRNAT 7 F U EREICE L TUBARBEESRICRL V7 FLERBOonGhsfce SnTEHEY, mRNAT 7 F 2 157& & LA
AEEERORRERICOVWTIFEREINTULAL,

* VSD (Vaccine Safety Datalink) D#fE A IZE D <,
T VAERSICHRE SN0 A, OIRAD30FLLT DATHERID 5 5. BFEE TCRIER RABE T E 72221610 5 51804 A %2 (C[[l1E,

(Vaccines and Related Biological Products Advisory Committee June 10, 2021 Meeting Presentation - COVID-19 Vaccine Safety Updates)
https://www.fda.gov/media/150054/download
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RE, BRMNICHITFSHBEIO0F 77 F U EBEROOHARESRICOWT

O FEIOFTTIFUICEVTHERANFESIN TV D O0HAEESER (OFHZK - EA) IZDO01T

RE. BINCHE T LERFORAIZUATOELY TH S,

N\

D RBEERRICHT HRE., B ORS - MRS \

[(ZEE] #HanF77Fy (774 -1, ETAFH TR IE20H) EBICHEVRALOEHL - DRXADR
FICOWT, FFEERICEIT S TFAEZNRBE L TFHMEL/IcE ZA. REIICHITD V77 F U EBEERO LK - LDEXD
HBERE, —RICBFHBICBILIFAMMELRAHED LI TR>TH Y BEKTIECOVID-197 7 F»E@BICHS U X

7 J:%_ Cj:a_—\ﬂg% é ﬂfd: LY (MHRA Coronavirus Vaccine - summary of Yellow Card reporting (MHRA 202168 17H))
° https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions

[BRM] wehoFmiant7oFy (774 -, EFTLAFH. PR ESERHHE, Yot rn) EERICBVTEHD
ABEESERNBEINT WS, T77TF EORRBEROBELZBER OIS ICII5ISmEBIHIVETH Y, BERTEE
IR L TBIT — 2 DIRHZRSO TL 5,
T TAY T IFY ETAFRTOF Y ARICFHEEED TH Y 2021FE 7 AFRICEREHET FE, RS CERBERICEFL L,
MBI L > TEAZA, FRIOFTALZFATUROBMNICE T 2082 - DEADREEF, —FH7Y 1~10A/107 A,
(EMA: COVID-19 vaccines: update on ongoing evaluation of myocarditis and pericarditis)

https://www.ema.europa.eu/en/news/covid-19-vaccines-update-ongoing-evaluation-
myocarditis-pericarditis

(European Medical Agency: COVID-19 vaccine safety update, Comirnaty— June 18, 2021 )
https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-18-june-2021 en.pdf
J
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https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions
https://www.ema.europa.eu/en/news/covid-19-vaccines-update-ongoing-evaluation-myocarditis-pericarditis
https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-18-june-2021_en.pdf
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LT, EEREA, S 6 A13E £ TIC. EREEREL 124 (1161) D|EDN D -7,

O FhoatplTld. 40mRim @ 84+ (761) . 40m~6bmAim : 24, 65mU L 2HTH -7,
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AR g 12 8 7 1 2 1 1 2 1 1
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NDB (L7 hiE#k - HEREZFHI|T —IN—R) [CLBLET boSEtDEIE

O FETIVF U EREICBITDLHOREEERORERODSE LT L1010, DHARERLZERELED 2B
WDTEEL., FNFNICOWTHEERERFI CEER2ES LI-ERIIUAToBY TH-7-,

<EEHAEDOFME>
- EREBDEER @E%@E% CRMOEA - REORAE LEROTERE AR B - BEFERR OB - DIRK
- BEH EINTIRBDHL ﬁ’—-}éﬂt%%@)\*& (Le7 b E F;;%L\J EINT-HDIFEFAL, ) 72720, BFE12HBUARICE

ﬁéﬂtr%fx LTLWAREWERICRS, EHERKEBEICZZ L5RI3RTE L itk Akt - ABRAZED,
SEETHARE 2019$4ﬁlEl~2020$3H31EI

_ wmH | aom~ssikih GSHILE

BLET BRE Bt E2 BT 5
REOKRBER(N) 5861 1,404 1,018 386 1782 1217 565 2,675 1,615 1,060
LREOKEBER(N) 15347 2,774 1,808 966 4,546 2,732 1,814 8,027 4241 3,786

SMTEEALFA) 110,933 32,916 16,844 16,072 42,266 21,214 21,053 35,751 15,537 20,212

& 3 o) P BB R 2
(Iof%j%ﬁé)ffffﬁ 0.14 0.12 0.17 0.07 0.12 0.16 0.07 0.20 0.28 0.14

% - DERES
({f%f%é) fff = 0.38 0.23 0.29 0.16 0.29 0.35 0.24 0.62 0.75 0.51

XI5EALDEE SN =FEEEFEHRANE [HBORIFIIE L ERRMES OBELZHEES 2.0 OBERR] @IRAKE  SHMA) ICL Y LTz Xk
* KT — L DRI BT > T, DBHADS HHEEP Y A LADBRITEL > TET B E SN TH Y, MERER (BR X TR BHIR. 25888 PRETE B, B,

TR EDHEABERTHD I o, BEOLHACREL TOWTHEREBEZIZET. BlRINTOEWEFNEBENICHFET 2 BN I LIEIREET 5, 20



<SZ>EAOHE INFREREEDAREBEICHITHOHREERERICOWLT

1

COVID-19 Registry JAPANICE D < £2fr DIt E
OLYR MY —BIZE :FR A0 F VAL ARLEEZH SN, ABT L 7ER, 2021F5831HE
,‘f—f_'\ E}T’W Aj]ﬂﬁ/@ 922#’@ aX s _,_ﬁir_'@ é&ll-]. 385{._'@ o https://covid-registry.ncgm.go.jp/about-the-registry/#section01

DR BEEEREEHFLI-EEZONDZEXCIDOWTES,

OFET IR LY R M) —=FEFEDS B, EEFABETH -7-40,843 AN D 5 BISHUALEDHNIZHENT

XIATIEB DS bAGHE [0 - DHEX - UEE] ORICF =y 7B -71-%&

_ p———— T
3 L4

X5 A 21,950 16,482 4,798 3,765 8,825 4,675 8,327 8,042
1ONER 25 B8 E

> 23(4 10(1 4(1 0 8(1 5(0 11(2 5(1

e T (4) (1) (1) (1) (0) (2) (1)

s RN DT ) 1,048 607 834 0 907 1,070 1,321 622

DL REHEERE
HEMANIE O ABEESREAH LICEEIONIEZD S B, FETEK

O FEIAFTVANIBRREDOEHIELE L TUOBMRBEESRI LN L2 FHILHESNTEY .
RFEIHAD Y DOBHARBEESREHITISEML 048N, LHE0TATH > 7,
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O 774 —HT7I7FVICBWTHRERINFRERINTWBOLMAEEESR (0L - LIRE) (2D
WT, ERNMIBITEIHREFRAIELULTOEBY TH 7=,
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* 11610 5 b BNIELFHE. DEXDOTEA DT

(11 B17,140,309%%&E, 2[A]H6,104,7323%E) 0. 5141/10075@%@ BB, 2L,
(5 b, SEhESEEIE R 11,944,2328:7, 2[0] 82,203,659 )

70 FVEMEES (ACP) IZHIF B KEERT
PhEER (CDC) REER

AS 2020 12 14 ava ZSZ:EM?\A}I?N];:EC ov/vaccines/acip/meetings/downloads/slides
7|< Nzoiifﬁ 155 2 14:/829, 65 7 IEI Tﬁ ﬁg 2 . 411-':/10075 Elf-3E hZO;:l'—/(§2/28763df(1lf/05/7covid—5h/imapt{ukuro.p%f/d e

VSD (Vaccine Safety Datalink) D#AE A ICEE D &

T7AY =4 - ETALFHTIF Y OLEHE - O
R DEFHEZ T L,
MHRA Coronavirus Vaccine - summary of Yellow Card
reporting (MHRA 2021%46817H)
N A Jho https://www.gov.uk/government/publications/corona
/ Ll\ Ejj K 3 9 'T/—-': virus-covid-19-vaccine-adverse-reactions
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EMA: COVID-19 vaccines: update on ongoing
~ evaluation of myocarditis and pericarditis

Fie
IL,\Hj] :JQO 8141/10075@$§$E https://www.ema.europa.eu/en/news/covid-19-
* vaccines-update-ongoing-evaluation-myocarditis-
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-02/28-03-01/05-covid-Shimabukuro.pdf
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions
https://www.ema.europa.eu/en/news/covid-19-vaccines-update-ongoing-evaluation-myocarditis-pericarditis
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70 F vHEBEES (ACP) ([ZH T BKERF T
EERF (cdC) RFER

2021438 1H
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-
2021-02/28-03-01/05-covid-Shimabukuro.pdf

VSD (Vaccine Safety Datalink) DA ICH D& 7 7
AP =% ETALFTHT I F L OOEHE - DEEXKD
BEtEEE L.

MHRA Coronavirus Vaccine - summary of Yellow Card
reporting (MHRA 2021%6H17H)
https://www.gov.uk/government/publications/coronavir
us-covid-19-vaccine-adverse-reactions

* EEFBBE ORHL B W, REFE D L ICH
EE B % L.

HERICOVWTIERER L,

EMA: COVID-19 vaccines: update on ongoing evaluation
of myocarditis and pericarditis
https://www.ema.europa.eu/en/news/covid-19-

vaccines-update-ongoing-evaluation-myocarditis-
pericarditis
XEEBHEDRE A L,

T RB/ETLVTHIIFUOETFAF VI FUE, BHEEEORUEENIAREEL L0, BHLGEREIEBTHSCLICBEEET S,

23


https://www.kantei.go.jp/jp/headline/kansensho/vaccine.html
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-02/28-03-01/05-covid-Shimabukuro.pdf
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions
https://www.ema.europa.eu/en/news/covid-19-vaccines-update-ongoing-evaluation-myocarditis-pericarditis
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<SE>SFHEOQF77FY IMRNATZ I FV) EBREZODHABEERERRICOWVT

(2021/6/9BIR A REBEER)

O MRNAT ZFIZBWTELERIPTFEINTWALHAEEESR (O - DEX) I2D2WLWT.
LEEOXIGIZUTOEL Y TH-> 7=,

N\

DAHREEFERICH T 2 ZEOHE - WISIKR

[(KE] BESETOLHAOREILENIETHLHOD, INoDEFIE., FICBER - BFEMRA. ZHELY B
IEIEEE LY 2RI BEER, BARICITERRIBLUANICELYPTVWEEIND, ZEAEDEANIRIEEAOND,

(ACIP: COVID-19 VaST Work Group Technical Report — May 17, 2021)
https://www.cdc.gov/vaccines/acip/work-groups-vast/technical-report-2021-05-17.html

ZFEAEDIERICE VW TEYBREAREBLEN L. ARGERDOBLENEONTNS, BEFIFTICI6ERALEDER
B EEQOBRMICESNTVS, BAMICEMRNAT 2 F v EmE%. BKEURICREL TS Y., IDREE%R LY 20
HiEEgIc L Y E<EL TV, COVID-19BEL . BELTRIY S 2EEAAHENY X %252, CDCIEE| =5
ETNRTOI2HLEICCOVID-197 4 F V@A #3843,

(CDC Clinical Considerations: Myocarditis and Pericarditis after Receipt of mMRNA COVID-19 Vaccines Among Adolescents and Young Adults)
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html

[EE] HBEETIIOHA - DERICODVWTERINTLWA WA, BEREOREY X MILNIE. 774 —T72FIC
BWTOEIR26M « DREE221 (DEX226D S5 b, HTEHLEEL)  ETALFTIFICENWT, LDHEIEIRE S
nNTW3, (BEE#H: 774 —72F82,460F0., EFILFT 7 F 40750 )

(MHRA Coronavirus Vaccine - summary of Yellow Card reporting (MHRA 2021464 3H))
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions

[EU] IJ|ESTE., OFE - DEBROEAHNTIVF/ICLE2L50THD EWVWHIIMEIRG WA, 77AY—T70F > T
IWFTIF NI L TCEMAET —RDIBEAE KD TS,

(EMA: Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC) 3-6 May 2021)
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-3-6-may-2021
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https://www.cdc.gov/vaccines/acip/work-groups-vast/technical-report-2021-05-17.html
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(5B, BEPEET4,8525:1E)
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(5B, SEEEE200,46657E)
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1,042,998%%71&

1,731,673%%&
(5B, BEEZE68,0045E)
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(5 5. BHIE%393,6813)

https://www.mhlw.go.jp/stf/seisakunitsuite/bun
ya/vaccine_sesshujisseki.html

https://www.mhlw.go.jp/stf/seisakunitsuite/bun
ya/vaccine_sesshujisseki.html

https://www.mhlw.go.jp/stf/seisakunitsuite/bun
ya/vaccine_sesshujisseki.html

EREEBEESZOEERY (4/16F5R) RUS
BESOEREOK (4188 R) #EE
(BHEBEWebt A F (4/188 IBHT — X
S8R) )
https://www.kantei.go.jp/ip/headline/kansensho
[vaccine.html
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(BHEEEBWeb Y 1 | (4/26F RIBHT — X
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https://www.kantei.go.jp/jp/headline/kansensho
/vaccine.html
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/vaccine.html
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/vaccine.html
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<BE>VI/FUEBRICELZFEFRORAREFZRICOVT

(20215526 B EZ L DR/ AER)
BIRSFEWEHREICHEWTIE, EERICEAF EOREBRICOVWTOREF RO ZEEDHIC, RN T FH 747 F
—DFEFIIOVWT, BEFIRICLZRREBROFMAEITV. INEZEBIRICKEFTRRICEWTEEZED E. RAF L TWBEH,
TF Vv EBEERORBREFZRICOVWTIZEMARE  SNET EH S0,
CHOLEEEDOR, 77F  EBERICELCHPEETEEFRORARBRICONVT, WHOIILITO LY BAEZXHZRL TW5,

77 FRRERICELSFEEROARBRICOVTOEEBNEER A

[WHO]
<D FIEBERICELZ2EESROAREFROFMICOWLWT>

BE. ARBROFMIL. BEEERE FHEREEOBRBMZMALAZYVEELAZY T2b0TldR<, REBRFMIZ. 0L 5%
BEEDHEERDL NILZRET 2720050 THY ., RRERDNHL2HDLLMNIE, B4 DERTIEHETE RV EAEL

D ELIITREREFNOBRICL Y BYARREROFMZITI LA TET, FMeHs/ze LTH, BERIARODLOHFEE
R DFETEE - ILFHORBELHIIIND Z ENH b, — AT, BRARBERNH > TH, REBRZ T RBEERIEMA TV, H 25 W IEF
BT 2N HZHEDEBETEEERE L CIHMERE ICHEINE e H B, LHrL., SYVEZLDEFMIREIND & T, L VH
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