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EMA: Comirnaty and Spikevax: possible link to very
rare cases of myocarditis and pericarditis
https://www.ema.europa.eu/en/news/comirnaty-
spikevax-possible-link-very-rare-cases-myocarditis-
pericarditis
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MHRA Coronavirus Vaccine - summary of Yellow Card
reporting (MHRA 202147 H30H)
https://www.gov.uk/government/publications/coronavir

us-covid-19-vaccine-adverse-reactions
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EMA: Comirnaty and Spikevax: possible link to very rare
cases of myocarditis and pericarditis
https://www.ema.europa.eu/en/news/comirnaty-
spikevax-possible-link-very-rare-cases-myocarditis-
pericarditis
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(COVID-19 Vaccine Safety in Adolescents Aged 12-17 Years — United States, December 14, 2020-July 16, 2021

(Morbidity and Mortality Weekly Report: July 30, 2021 Early Release / Vol.70))
https://www.cdc.gov/mmwr/volumes/70/wr/pdfs/mm7031el-H.pdf
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(EMA: COVID-19 vaccine safety update, Comirnaty—July 14, 2021 )
https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-14-july-2021 en.pdf)

\
18



https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions
https://www.ema.europa.eu/en/news/comirnaty-spikevax-possible-link-very-rare-cases-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

FHEOAOF79FIBRZIEIRGEVWE L TGEEITAREHKEEICOVLTOE

O

S 3E6 A238EDRIRISHEITERIZEESIZE LT, OWHO. SPEACK X lZcDcliz B W TAEFI (FBS

BEBRERIRID) Y— AV REBEE L THBHINTLWAEER/ER, OEBARATHRERTONRELTWS
EB/MER R VBB ICHRE & KO TWHERB/MERAPEEI N, ERNICE T 28IRISEE VRS
Brle L TmESNT,

(2021/2/17-6/13) & & HICEBEIRH

(2%) Safety Platform for Emergency Vaccines

#ECDC (COVID-19 vaccine safety
SPEAC; Salety Platform for
O 2021/2/17 WHO_COVID. 18 vaseina: Safaty Emergency vaccines CEPI ;:‘:Lﬂﬁ'::‘:h:l]':gi}:q EMARES  |eRES
2021/6/130, W Surveiliance Wanual Module AES] List |(Coalition for Epidemic . (2021/2/17 (2021/2/17
EEE EUE i  |monitor the satety of COVID-19 N |
SRS ' of AES1 defined for COVID-13 Preparedness Innovations) Priority] —  © o |21613) 8 (202106130 W
tahftm waccines (May20a0) List of COVIER-19 Mdvarse events | oo s i near real-time within 1,y . EETS
o the Vaccine Salety Datalink VSD
ot special interest
Praject March 3, 2021
B HhEs . 30 ARG ESI RS T SEE/EHR
O FrIiFHhy= Anaphylaxis Anaphylaxis Anaphylasie 1466 1419
a bt Wk GAOEH] Acute dimmin.a.l.ed Reute dissemin.u.l.e-d Acute dissemin.u.le.d 5 s
encephalomyslitis yelitis(ADEM) Jencephalomyelitis(ADEM)

0 o 518 M Encephalitis Encephalitis & 4

B E R [ 1
= B B 2 ]

RN [Meningaencephaliz [Meningaenc ephalitie ] ]
=] LA hy sditis 3 4

EMEE Encephalamyelitis Enesphalomye litis [] []

R [Transverse myelitis (TM} [] []
[s] mCrLvbLA TR, S IR B Generslized convulsion (Generalized convulsion [Canvulsion/ seizures 1] 5
o %S s LR [Guillain Bame Syndome [Guillain Barre Syndome(GES] ___ [Buillain Barre Syndome ] 15|
[o) 100 |E¢ II's palsy 39 30
5] m L L T 13 7
[} n i 5 Vasculitides Vasculitis & B
=] WS (EEATE Micraangiopathy Microangiapathy [ 1

F-WERELEE Single organ cutaneous vasculitis  |Single organ cutaneous [1] [1]
5] wRE [Acute aseptic arthriis [Arthritis 48 10
O T [Aseptic meningilis E] 11
O ik o 2 3
0 TR [Myacarditic [Myacarditis Wy ocarditis B 0
o WS EHEEN (AHERF) D) 4 35

_ ) ot . ARLATI ARL205
o WG B HERERR Serious local/sy stemic AEFI —— El‘:l;‘
WHO, SPEAC. CDC DM AEF I =4 3 AfBE LTRES LTLHES
o B AREERE (MRS Acute respiralory distress Aeute msu‘i.ml.urr distress rcute mspi.ml.un- distress 2 2
syndrome syndrome (ARDS) s yndrome (ARDS)

O S DENE [Acute cardiovaseular injury [Acute cardiae injury [ [
=] LT % BECFE. ) oBEGTE. BEVTE Heart failure Heart Tailure 3 M
=] M fEY a vy (OO ) Cardiogenic shack 3 2
5] LHE Pernicardilis Pericarditis [ 3
[ T T Stress cardiomyapathy Stress cardiomy opathy 3 &
o FHN [Archythmia [Asrhy thsia 12 36
=] L A Coranary artery disease Coranary artery disease - -
[ LI [ ute myocardialintarction 26| 35
5] Bil FEERLE) 3 B
O Wi EERE (R R 1 3
5] EULE 1 2
=] ik BEE 1 ]
=] i ML 1 1
0 wEnw Coagulation disarder [Coagulation disarder - -
=] DEERRE (O, BRE Thr omboembalism 4[=

43 % 6 B23ARIRNIRF S EE=

ZEZEREEN &V kg 19



EEIARZIEEBICRIETDOEDHHFICOWT

<RFTDEHHFIZOWT>

HAIOS T F v OEBRHEEBL,OFEFERLAREBL, BRATCOZEMEOMNREHERE
LTWaZ e n, BIRIDEWE LTILSHRESNTWBERERMERD > B, £ DEES
MR, EBELOBBOREEHEREDER AN L. FFICTBIIKRFT L TWRELNDH BEE/
TEARICD W T, IBRIEET L T <,

<REHCHT=-> TERETRZBFRDOHI >

ERNICE T DHREBCHE DIEE

YRR EB/ERD BARESEE & DELER

HEI OO F T A L RBEGE DS GHE
ENRE Y BB T AEURDRR

A IEHRE. ROBENFRICET 24000
FRE/EROEEMECAR Y, BIEICET % £ TCOHAFE

EEE OB R I A2 L TCTEREZXY V7282 2HEE/EIR

SENMIBWTH, BEAICEWTITIFI EHEMRNAT 7 F U OEREERBICL DT
CORRBRERMVEANICEO ONIEEILLE WA, EBRNICBITAHMERCPHEDHEE.
EEOEEMHEFELZEREL., SH. EOMHOCEEEVCHMENZFICE L TT ZEITKETT
HZEE LT,

20



<ZE>SHEOIOFV7I/FEREL, EERORTCERLEDARBRICEHTIRIFRTDE L

( F7H ERER
I pEe. BEEORLERE ORRERICET 3RBEATCOELS Z2FTRZIA% .

O HEIOF V7 I/FvoERE, T/ F VUV EBBEORTEREORRBRICOWVWTIL, YEES T
ML CEABERCERNNORZHNAMEARETSE, WEATIEROLIICEZDZIENTEDLD
TIEZE WD,

B NI TORTEFZE« ICHPRICFHMEL/ER. BERLTE. [mRNAT 2 F > & ORREERD S 2 |
RO D I EDTELEEHIIR D SNE L,

X BEATCEBRITRDEHNLHB N, 5| ZHEEAELRRY OBRINEEZXN S Z EWNETH D,
K BISULEEL R SR £ RBRERORA IR L TH ) BISUSEVBEICR LTI L TERRRECLY 777 Lka
DERBEFHEHITETER L] LENEBAETH-TH, UKEHA. BEFEREORNEATHEEREEINE LD T,

B LAL. B4DEFEAMTIE, BAICRAOSHDEEAFHKIEL-HZEEDHRIARETH->TH, FEUDES
HEHTENLIBEIC, B LY LEBEBROYZEBOREZRNLEF L CUONIX, BRE LT, YZEE
CHERBEORRBEREESEREL D, JDD, EET 5EH4&FEHHI %ﬁ@i\ﬁ%éﬂé%@ﬁ%
CERBEDODRRBERETMML TV ZEIEETH D,

B NnFEFTH, ERATEZEO L) BFHEAEBIMNTCE /A, BESICEWTIZ, mRNAT 72 F o 0ERE &
FEREICLAHRTEDHRBRERZRD, FHEFRIICEREDH 5N EEBILAR L,

B SR SoITEMINEEINS I EICL Y, ;ﬂi’CTﬁéﬂj’Cﬁﬁﬁ‘of (LK W/hx7) URTHEEERIICIE
HENSAIEELH DD n, 5IEHEBEMeMEL. TEICFHEZIT> TV I EARETH D,

(%)
O ZTEEMICESHRWHEEICEWTIE, MRNAT 7 F o 0EEE DRRERDH 3 XIZEEHNTWBERCESR E LT,
ﬁﬁﬁfiMT@%@b?f@ﬂ%
<EELDODRBEZRIH D ESNTVBIERCES >

g@@:@%;:ﬁ&mrr HEREF)CEEDL B NIL (BER, RIE)
TF747%v— (ELCAMTLILX—KIG)

<EELODRRBERIVEONTVIERE>
DRSS - DR (FFICEF, T HICBETORRBERNEHONLTLD) 31



BAICH T DEERNFERAETREDHE 5001465230 2m2805S)

O AOEMEICLDE, FHNRXTFE1EHMOBFRARICETIFEHINDRETERIILUTDELSY T

Hot=,
FHHR
BB 1,381,093
JEEFEET 65 U £ 1,253,839
657% A il 126,770
TeH 9,918
CHETHMm 65 E 7,058
65 A i 2,860
Y% 23,982
A A HE 65 19,751
65 A 4,230
e 480
Z D OIENSETEEZEAN H M 65+ 412
657 A i 68
g 85,565
2019F (BT BT () DR 65 82,837
657 A i 2,718
g 31,429
2L EEE 65F L 27,818
657 A i 3,607
% 32,015
A 158 28 65 L 31,181
65 A i 833
e 18,830
KENATIE N MR B 65 L E 16,949
65 A i 1,879
G 1,579
BRI E 65 LA 1,310
657 A i 269

L 14 At 22 R 2 AR 2
R 34,380
65 LA E 27,221
65k 7,158

A ITERBORMAEDLEDEED,

*REVSDOEAECHE L, < HLETHM - MAKMISINE ., Z0OMOIENMEHEERAHMEBMETEE L=,

HE AOBRERE RES) BHEFAH20195 XES TELLRTH KR CHERNE) -1 - Fip (SRR 3 99




M RE2ERIC S BIETIUCDONT

TN 2A R (C K DIECTHEREDLER

O DI FUEBZDEIRIGEVMVEREIZEDCIABLYEEYDERTOEESL., ETREICEDCIA
IHE-YUDRTEDEEZLE L=,

HnfERNZED(C XL HFETD, 10065A - BH-YDHER JIHEEHY/ (AHxEEHME) >

DOFIERBEOHMMERKEDRIZES HMMERZERIZKHFETHRENR 50 — 0. 038100 _
RTDHEDRER T DO FUBEENANBEISHAR 36, 151,787+22,287,472)x30 BA-H

XKD FUBBRICEWT, BERZICEIRIGZHZ I BENE LBICHRENTHON S HMIIEEMOHERICK A, 2T, HIRIE. EEHMD
178 B0B) URIZEZNE LG EICHRESNSEREL. BEHEEE0BELTEH L=,
REICEVBRNERDZLISEENMBETHY . HIZIE. BRGEIZ218M[ GE) & LGEEIZE. 0.044 1005 A r BEH S,

GE) #EVSDDrisk intervalZsE & LT-,

—@AOTOHMmMEMEDIZKS _  HMEKZEDICESFRETEH 34, 380 _
L DRLEE B BACXEMOEEM 126,254,000 x 365 0 1oF/1005A - B

HEDODHBRFIZDONNT
ALE(F2021FE2B171B~TA1TBE TORIRIGSEWVVERER UH EEERKIZK YBE,

O
O 2021FE2R17TB~TA1TBE TOHFEHRETE@EL5S, 439, 25945 (1@ E36, 151, 787#EFE. 2@ E22, 287, 4721%5)
O AO#st (FMTEQAR) ITHWVWTERSIE4 A 1 HERE FEEE) OLAOK 148262554 F A,

O AOFEHMETCKD2SHTE 1 EROEMMEOKREIC K DIETEIL34, 380N,
O EROBEBICFHRF SNFEEET, HMOMEKEDNERTH D TEEHELNE Z 5 5 EHIE504],

23




OmMARBRDIEEZRERIOBMEIC DT (7719-st7557>)

O ISV 7T EEREED D LORARmODEEEREL vry—vs57y) &, 2021F7R21HD

ZZoESs TBIIBEADT—X) IZ2WTHUTOLS ITHEL 7=,
/65RO EMIFERINEHICHEDIEBERS \

O 7/FvHEEHY AT L (VRS) ([, BEEEDVEEABPERINT NS0, VRSICANFNT 4
N, WEBEEOFRNHZBIET 5 I A AEE,

O [EEREEZE] I2O20WTIE, VRSANDADIC—FEDOEEZET LI b, HEBEICHITBVRSICK 2
BEREEEROERERBIC—TEORMANEL S D (B ZLA2EEL., 2RO MOIEETHIEEER . LU
TOEZAHICEDIDETHEL /-,

[EEEESE | UANOHTERERHKICOWTIE, VRST—4%2Z D £ £ F)H

[EERFEESE] (oW TIE, EEREEZICEAL TAABDVRST—RICB T2 FHOH. KUV 7 7
AY—HTIFUIBRDZAF— FABICEI2FER2HERL O, [EEESEEE] L L ToREES
IChH®HZ65mAFDEEZ. 190% L BIE

[EEREEES] L LToahofrERERRIL. 77 F VEEMBILY A7 4L (V-SYS) (24 VIBE

—RRIEROHEE BRI - 1[01E30,041,358%:f 8, 2[EH17,038,06185%& (7 B11AES)
— R D S LESER ARG OHE TR © 18|18 3,785,863% . 2[51H 836,607#:fE (7 A11HES)

EEESEEFOHRTEEERL | 111H6,110,429%:1&, 2[5]18 5,249,411%7&
ERAEEE D D HLObmARm DOHEE BfEE 4 : 1|8 5,499,386%:4&. 2[0|H 4,724,470%:7&

. =>2F065mARmDHEEEEERIZ : 1 [B]H 9,285,249, 2 [EH5.561,077#E

(%) VRSOFEEFDANFEIE, EI, OFEEHICHREDNOCRT A v 2 EBEEME L 7L v ML Y HAMDHE. QBRAFKELZR TEB AR TTHEBESRICINE S N/-H#ICVRS
ICARNT BHED2EBENH D, BEEREITSERREEZFIC OV, EBENEFERICLVEREZITo-TWE 7D, QDANFERERY, RAJE L’C%ﬁﬁ%i}?%%fll_
DBEDPHZ DD, VRSICAAINZ XTI,y BZET 25HED S,




MR 2ERIC K SFTHICONT (65mKiR)

TN 2A R (C K DIECTHEREDLER

&

O DI FUEBZDEIRIGEVMVEREIZEDCIABLYEEYDERTOEESL., ETREICEDCIA
IBE-YDRCDEEZXLE L=, (65K

HnfERNZED(C XL HFETD, 10065A - BH-YDHER JIHEEHY/ (AHxEEHME) >

DOFIERBEOHMMERKEDRIZES HMMERZERIZKHFETHRENR 10 0. 0248/1005 A -
RTDHEDRER T OO F UBERENABXEEREE (9285249 + 5,561,077)x30 V] H

XKD FUBBRICEWT, BERZICEIRIGZHZ I BENE LBICHRENTHON S HMIIEEMOHERICK A, 2T, HIRIE. EEHMD
178 B0B) URIZEZNE LG EICHRESNSEREL. BEHEEE0BELTEH L=,
REICEVBRNERDZLISEENMBETHY . HIZIE. BRGEZE218M[ GE) & LEEEIZE. 0.03% /1006 A + BE#H S,

GE) #EVSDDrisk intervalZsE & LT-,

—RAOTOHMMERZERICLS _ HIOEKFEDRICKSFREETH _ 7,158

L DRLEE GEFEOBAEBORR 90,502 00 x 365 0 224F/1005A - B

EOHHBZFIZDODWNT
ALE(F2021FE2B171B~TRA1TBE TORIRIGSEWVERER UH EEERSKIZ L UBE,

<#
O
O 2021F2R1TB~TAVNTBE TOORREDHEEMRIEZERIHIZIEE 9, 285, 249#%1E, 5, 561, 077HE3& & H#EEt,
O ARB#Et (SHTFI0R) ITEVWTERSIF4 A1 BBRE (FEEME) D65mKiEmADOIEI05075 2 F A,
O APRHEBMEICLD2FHTFE 1 FROHMMERKZEFRIZK HFRTHEIET, 158X,
O {"Jﬂtd)ffﬂ%%l RESh-RREFET, HMERKZEPHEETH S EIREMENE Z 5N HFHIX1041,

25



<BE>BFHIT RO DEBIC & 2 EBBITECROBE

O AOERE#EICEDE. FTHREFE 1 EROENEMREICEA2FEHRADFETERIIUTOES Y

TH-o1=,
el
TR 67,326
EmEEE 85 65 L 59,562
65 i 7,746
R 3,178
I CE 65t 2,949
65 A 228
e 31,429
B ENESE 65 LA 27,818
20194 1= 5 17 BFETH (L) 62§$ﬁ' 35%
BRMEOHIEE 65 LA 87
657 A i 11
g 12,746
Z DD B M E IR E 65 Ll E 10,853
657 A i 1,888
% 19,875
1S4 B2 M O 5B 65t 17,855
65 A i 2,010

ARICIEERORNTEDLDERT,

HE : AOBREHRAE TR AEFH2019F XES TEHLI-1RCH KA (ZHEELDHE)

- FEs (5 RRBEER) R

26



EOELMEREICEDIFETHICONT

REMTEOEREBR(C KD REHREDLLE

O DI FUEBROBIRIGHRVRESICEDSIAIBELZYORTOBESL., ETREICEDSTIA
1BE-YDRCDBEZLERT 5,

HEMEOMEBICELSFETD, 1006A - HEE-YDRER JFEERY/ (AR <EBRIE) >

DOFIERBORMMEOMERIZES  ENHEOEBRICKAIFETHRENR 67 — 0. 04#:/100
RTEOHMEDREE T OO F UEREN ABXEEREE | (36, 151, 787+22, 287, 472) x30 iy BA-H

XKD FUBBRICEWT, BERZICEIRIGZHZ I BENE LBICHRENTHON S HMIIEEMOHERICK A, 2T, HIRIE. EEHMD
178 B0B) URIZEZNE LG EICHRESNSEREL. BEHEEE0BELTEH L=,
BREICEVBRNERDZLISEENMBETHY . HIZIE. BRGEZE218M[ GE) & LGEEIZE. 0.054 1006 A r BE#H S,

GE) #EVSDDrisk intervalZsE & LT-,

—BRAOTORMEORBICES _ EMEORSICS SEMETY _ 67.326 *
=D SRR WA OXEmOD B = 126,254 000 x 365 |- 46#/1005 A - H

&

(

EQOHHAFIZDOLNT>
AL 2021 FE2H1TE~TR 1B E CORIRIGEFE WV IRE R VHEEERKICK YBE,

:[ﬂ
O
O AO#st (FMTEQAR) ITHWVWTERSIE4 A 1HRE FEEE) OLAOK 148262554 F A,
O AOFEMEICLDSHTE 1 EROEmMMEEREBICK HFETHEIL67, 326,

@) 2021&2)5117E|~7H11E$’CO)$E;E AfETE[E1$01358, 439, 2594%FE (1[BIE36, 151, 7874#%EF&E. 2[|IH 22, 287, 4724%%&)
O EROBEBICHRF SNFEEET, EOHEDMEENTERTHDEEENE Z 5N HEH X674,

¥ B, VIV FUOBRBEOSLENMMRETRCLZE LTHRESNEZHNOETHAZUDFEETH EREL. —RAOATORE
REEMEMEETELGS, SULHEETERHLAEGRICENTE, —BAQTOENEMREDERIETELITO7, 326=31, 4294,
—MRAOTORERI 46=0.6844/1005A - BTHY . 77 F U EEHDIE (0.04~0.054/1005A - B) FThzTHES, 2



EMELREBICEZFETHICONT (65mKR)

REMTEOEREBR(C KD REHREDLLE

O DI FUEBROBIRIGHRVRESICEDSIAIBELZYORTOBESL., ETREICEDSTIA
1B YDRTDREZLLERIT 5, (65mKiE)

HEMEOMEBICELSFETD, 1006A - HEE-YDRER JFEERY/ (AR <EBRIE) >

DOFIERBORMMEOMERIZES  ENHEOEBRICKAIFETHRENR 4 0. 0094:/100 _
RTDHEDRER T DO FUBEENANBEHAR 0,285,249 + 5,561,077)x30 HSA-H

XKD FUBBRICEWT, BERZICEIRIGZHZ I BENE LBICHRENTHON S HMIIEEMOHERICK A, 2T, HIRIE. EEHMD
178 B0B) URIZEZNE LG EICHRESNSEREL. BEHEEE0BELTEH L=,
REICEVBRNERLZZLISEENMBETHY . HIZE, BRPEZE218ME GE) & LEBEICE. 0.0134 /1006 A r BEH S,

GE) XEVSDDrisk intervalZsE L L1-,

—RAOTORMEDEEISED _ _E0iEOESICE SEMEEY _ 7,746 %
L DRLEE = BB EOBAEBORR 90,502,000 x 365 0 20HF/1005A - B

HEDHBZFIZDONT
ALE(F2021FE2B171B~TRA1TBE TORIRIGFEWVERER UH EEERRICL YBE,

O

O AR#Et (FHTHFI0A) ITEWTERSIF4 A1 BBEE (HEEE) D65mEKRiEmADOIEI505 2 F A,
O APRHEBMEICLD2FHRFE 1 FROEMMENVREICKDFRTHEIET, T46A,
O
O

2021 F2RA1TH~TRA1TBE TOHEREERSIK14, 846, 326427 (1[EIE 9, 285, 2494%%&. 5, 561, 0774%%&)
ERDOBMBICEEH SNERF T, EMEVERENERTH D AIREMENE Z 51 HFEHIILAF,

xHHE. TOFUBBEOS LENMLDERTEELEE LTRESNESEHDLTHAOGIEETH LEREL. —BAOTORE
REEMEDEETEHAEL ., ABEDGEECEH LEESICELTE., —BAOTOEME DNEEDERETEHKILT, 746=3, 60T A, —
B8 A O TORERZ0. 2320, 114:/1005 A - BTHY . THF U EEEOME (0.009~0. 01341005 A - B) [ hzETES, 28



RTHDOHER R RVERBERICEATAEZFICOVWTOE L

RIDIETHIDERFINRDOERE
O BIRGEFEVWEHREFIEICEWT, 77477 F U BEEZROFRTHE L THRESINTZDDIL,
EHIEN » 7 B25H F TI2828F (74,137,348[E#&E, 43,563,601 A (5 b—KRiEFED S b ElnE
29,082,817 N¥fEh) TH -7z, F/o. 77 F VEICBWTHEBREOBUZICKZT(CEL’HD I L

ICEENRETHIH., RBE/ETILFHTIFIE6HETH -7,

-
24
S

O HESNTTERFF OANE, BRI OERE. MAFTH -7,

O T2 WTlE, HEANBICOWTEREZH > TAKT D70, EABRICELDIBFREBE.
BEBREZAELRRYAERTSE EHIC, HFETEPARICLDFFMBIAEXRL TS

O BEFRICLZTETIE. 77 AT F > D828ED S5 6. 825HIFIBRABEICLY 77 F v
EHRTEORRBREARAFTMTEARWL (y) o 3HIEFTI7F v ERTEDRRBERARD SN
(B) &Nt F/-. BBE/ETILFHTIF >0 6HIEy &SN,

- SECRUOBERBEARICEAT SmRDELESD

O BRESICEWTIE, B4DITEHMZDOVWTMRNAT 7 F > L OREBRADH D EH/H/IITDH &
DTELFEHIERDT. MRNAT 7 F U DEEEREBICE BT E DRRERDHETIICERD o7z
RELH LD %I%%ﬁ%ﬁ%%ﬁ’é‘%%ﬂL:&ﬁ?%'l‘%%&?&ﬂﬂﬁé L. TEICFH@ZIToTW Z &IZ& Y,
EELRREBROHIEELNTVWHAERBBDH TN I ETLWD,

O THDOHEICEL TE, BEBEBEDOBEDOEACEADHRERAHIEA T, BEIISEWTIES]
eV 7T OEBEHICEE X SEZ 2BRBBRIIBO oNGLNE L,’Coth\f)‘o g




HEOAF79F DT F 714 7% —ICBTBR3HRERRICOVVTOE L

\  BRODFF I« SFS—DHERROEE

O BIRGEVWVREHIEICEWT, BERFTEEIG 7 7A T T I7FoDOT7FHT747F—5WeE L
THEINL-DDIL, BEEREA, S 7 B20H £ 121,992 ( 74,137,348[@|#fEH) TH 7=, O b.
774 v pfBICEDCEHAICEWTIE, 36027 F 74 7F > — (774 D81 ~3) LM
Nn7=,

O F/, 77F UV BICBVWTHEBREODBUEZICAZTLLENHD I EICEBENNETH LA, RA/ET
W77 F 137 A25B F CICBWTEREKERSZ103FTH -7, Db, 774 b rnfEICEDL
SEMICBEWNTIE, 7H745F%3— (549881 ~3) MmN DIE8HETH - 7=,

O TH747F>—850ELTHEINSLHIZOWTIE, EAEEL > TAXRT L0, FEUHEHEZ
@iiﬁ%?%-ﬁ\ﬁﬁﬁﬁﬁﬁﬁgﬁ%U\m%%%.%%&%$~%0<ﬂﬁ%ﬁofm%o

IChDEEZONDD., EBERICII—TEHEETTF 714 7> —14%7T %,

\

O BALDOHBICEWTIEHREENREDEN, HEFEDENFOERAA O, EMALELH L LK

O T7H747F>—WELTHREIN, BFEIPHERINTZIFZEAEDHTRIRLA-Z EAHIBHBL TWLWS,

J

PFI45FS—ICBHTIXLD

O FHEAAFTVITFYOTFT747F - LTHRESNALFEHICEL T, BR[/UISHWVTIEE S
575 F L OBREESICHEL 5 S BALTRIRG SNT. TT 5T OREEEOEEEDE
ICERELDD, 5lEmEV I/ FUERZMRETHI L EL TV,




DERBEESERRUVEIRICEEVEREGIICET 22F0x o

DA RBEEERICOVNTDT LD

O UEHREESR (UL - OEX) ICBEL TE. BRACEWT, 2R BEBEREBURNICHKET
HEEDODBEUETORENZ W, TORBEABRHIZE LN TWED, RELTHERETHAH I EN %
LY,

O EADLHRBEESREVOBEE/NICEVTH, ARBRAEONTWSIEFEFEICHRDLEHT
1Z. BlEHcE 2, BRXIFEEI/MERSINTW D,

O 7. IHEZRSFRUED., 5l &R EMEBEEICKESBREITA L,

A |

DO F I IEEERDIDHRREESROEXSICOVWTDERLESD
O BESICBWT, 77F0EBEFICELICEEA S 2REDEARRBRERDSNT. BN
DEBIRAZEEZ 2D, BENOLHAREESEREVHREDIRACEBNMIE ITEHRERTZFEL T
W< EEHIT, 5IEHRE. RFATDBEROBAAMBEVERMREEZIToTW I ETLWLD,

2EDFLD
O T, 774 7F—ROLUHREESERZEHT-ERORERTICOVNTIE, BRESICEL
T, 70FvOEBRHICEEZSEZ 2EALBRBRIIROoNT, 5| T ZERADBRZINE L
DO FEIRFTIOFUOEEZMEL LW I EE LTLLD,

31



AN
Z

32



<BE>VI/FUEBRICELZFEFRORAREFZRICOVT

(202155R26 B EZ DR =ER)
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,

VI FEBRICELZFEFROARBARICOVTOERNLEEZS
[WHO]

</ FUEBRRICELZFEFERORRBFROFMHEICOVT>

WBE,. RREROTMIZ. EEEREFHEBEOBERZIHRALAZYVEE LY T2b0TlEA <, RRBEREIE. 20L& %
BEIEMDEREDL NILERET 27HDDHDTHY . ARBEBRLVH L0 7BVHIE, BHLOERTIIEETE AV EHNZL

AR EEIATRGEFOBRICK VBV LRARBROFMEZTI) e TES, FHEZRAATELTH, BBRAED/LOEES
REeDERERELIITMIELHTEND I DN H D, —H T ROBEBRDH>TH, RRBEBRE R AELIENA L, HDWIEF
[Ed 5N H 55 EDEBHETEESERE L CGHIREICHEINDZ I eDH 2, LAHL., LUEZKDEFINREINDZ LT, LV
W7 FeLb o LWMRE. 2 WA 0D OREERICHT 2BORMANEONDRIEEDNH H7-H, InoDFMIFEFHFI N TN
NEThD,

RREROFEE 15, BEEEROEFICET 2BARVEFRDOT — 2 2R HNICRIT L. BEERE 777 ORRBROATEMEE
REHTNCLDTH %,

(&% : WHO Global Manual on Surveillance of Adverse Events Following Immunization. 20162¢zThR Chapter 8 Causality assessment of an AEFI)

=]
AN Y

O g

TOFUHBICELCZEEERORBEGROTFMICH-> Tk, ELOBEFHOTEZABRINERVTIMIEETH
%, —ATEAZADBERICEVWCIIZORRBROGELZMETCEARAVI L HE L, REHHEML 225 2 TIRIC
PULTIE, 5lEHREEADERCOVWTEFARICLZ2FHEZITo T & BT, HEBUREOBUFICERELD
EFELTOT—RZRMICHERET L TWL T EABETIELR LD, 13




<BE>TIFUEBRICELIBLLERICOVT(021E2A15AFHAER)

(O DOFEEE. ARICEYEIRS USRBERGEREL, BEMECHT3REEM5T3EENELTT )
PNBEe. HREEEIC. BIRISHELSS,

O DOFAEERICIE. BEEFNBERGRORMBRNLBREEL 3D, RERGHRBARMEESESH T,

| RISERSBHELTEEL, FHEOHHRELTVS.

J

<IEFE(CLDHR>
. ® BE (T REE S
77 F BERTINE - RAEFHIER - BELFHIR =
1EiE _
_____________________________ <
I _
<IBE(C K BEIRIE>

|

( = l
% gl Bl) - PF T4 SES R UL, !
= g = = 1YV “/ \ \ T 4 . .
] K EAREMNA SIBIENS TS mamnmmmmEns S NS |
D I WD, B5CHNTERNER |
=P 0 fa1)) RiEEEICE L.
fg %ﬁ; <iEfE L ERBEFRDIR EREEE (ORI I ™ o357 L<
£ gp BRENIRER> CDOFEEERCRRICESE 1] pumsoER
/<) H ° 905& )Tﬁ*ﬁE@@(:f%ﬁb“%'fb | (Adverse Event:AE)
) = L. ZECUTE |

fl) - EEBRE(CH TR BEEsEMUERZ L.
- FEERH (SRR, 8T TEzto .

34



<BES>RABBEROFREEE (2021528158 FHELER)

A GBROFEEEE (REICEH O T REGKDHEL)
Bl DI E T ORx

’ 43 650 A (C1 658 Ll DB E DI R | 353,954
(1H»7Y) 3, AICIA (ER30E 92 - FENDER)

=EE DT : — 6550l EDFETSL $91235A
(13%7-Y) #310,600 A 1A (ER 304 ACIBNAERE)

ZEEB TR #I87,800AICIN " Shneramens
(1 H%Y) B

@ BEANIIMERICEY ., HRARERCIETE WS T-FBERNMNMEL TV,
@ U FUERBICKRERE ICKRALBEBERNVE LSS, BRENIC. XIZtERTEEL
200, 79F LB 0H 0l RE

BHNTT OV F U EBRICRESNI-EROEE

FROOFT7 0 F UEBROT S 10 A~308AIC1A
T4 7F>—

220FDERETOA X TLTH 45170 000A(CIA

7O F ERBEOIRTH DOIRE 35



IDEARDIE(CDOWLT (2021466 A 23 A =B ER)

O OEARICOVWTIIEEGOEEZEHHNHEEE SND 70, BEREROBIELE L WVRETH 59,
ZDRIRFORZIC O T RBIRIFBWOBUT L IBEICBET 204 F 74> (2009Fc8EThk) & VikkL 7,

| DEEROmE .

O LR IGUHEEEE LITRERKRETH 5, DIRETRIEDNRSJECROHE EFIEND,
BIEIEEZKH DR L 720, HAEICH T HRERCILCEDOFHIITHATSH 5, LR
DIFEAEFEEEREIC. H2VITMHERRICEZEZTHEZERELRENTWS, 2D L 5 086
AETROOND, (FEE) LHARIBERFEREREOR TRIBERED DL WERRKICET %,

O LEBROLZIFHEC VA IWVRIGEDREIZKL > THRET %, WEAE LT, V4L #E.
VryFT7. 77IV7 AEAN—R XA OAT7T7X7, ER. RR, FERGEPTONT
W3,

O Z<LOAMULHABETIEINERER (BE, XE BE. HAB. 2588 2%) CEERNR.
Bl B, THRIA E OBEERDLITT 5, Dk, B L H ORE T OERNHIR
T2, MERICIK. QUFR2#iE (HBEENT0%) . @QOUERERICK 288 (1944%) . Qi
70y 7 PTRERR (1925%) ICREFT DERDH D, NS DIEIRFER OB EIZFE DEBAIPC X
EDRE., ZNIOBHEDLEN) ICL->TRED, BREAZEDNIL. ODFHRITRL TREBE
DHYRWERETIERWTH A5, LH L, ERCPBIRNIEFENAI-D, BEREERCEREA A
BALBEITENTH D,

36



lB\ﬁb"ﬁd)—ﬁﬁ'\Jﬁﬁii@ : iﬁﬁs %?&%CC’)L"C (20216823 EHZEER)

O LHADRBREIBLNLOTHEH . —BIARIELHKICET 2mRCRBICEE LRI
WCRBERFEODE EAEICET 304 T4 > (2009FBGTH) & Y UTFICHRT 2.

IDER R D—HERIRIFB DGR, FERSFORE

O LEBRIIELWERERT & N2D. —REGRMECEHRICRNIEZ DERRLHIR-CREE
FILBE—TH D, Thabb, REMDL ~ 2BEF T L 7R ICEERICA S,

h |

O AU iLmEkEZHaInTd, MBIEDOHATOLIERABEE THRWLWDOTHNIL, ARLZDZTD
TERENER &, NA XY A V00BN, DT O—K, 0 AR MER EDFERWNVEBER
DIHTHILTE S, BERBOLHBEEREICHUENICARIRELIR T ZBEE L TH <,

37



<SZ>EAOHE INFREREEDAREBEICHITAOHREERERICOWVT

(20216 A23AEERER)

1

COVID-19 Registry JAPAN(CE D < fi#tr DI E

OLYX MY —BE 5 I8 F VA RBEE LRI N, ARt L 7-ER, 2021F5831HK
,‘f—f_'\ E}FU’U J_\ijJL/’@ 922)]”’@ aX~ _,_ﬁf_ﬁl 7k&41 385r1§| o https://covid-registry.ncgm.go.jp/about-the-registry/#section01

DI RBEEERE S LI EEZ LN EXCTDNWTEST,

OFEFHR: LIV MY =FEFEDH> B, EFTRIEETH -7-40,843 AN D 5 B1I5EU EDOHIZHBWNT

HEBEB DD BAEGHE [OEHX - DHEX - DEE] ORICT = v I hH o7

_ p————— T
5 4

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 IR 1,048 607 834 0 907 1,070 1,321 622

DL REHEERE
HENRN IS OHABEEEREAH LIcEEZONSGED S B, ATEERK

O #FHAEIOF VA NARBIEDEHE & L TOBABRESRHE

RFEI0H AD Y DOBHREESEREHIIBMLASA, LHE0TATH > 7,

EONDEHNRESNTEHY

38


https://covid-registry.ncgm.go.jp/about-the-registry/#section01

KRKEICHIFAFHFEOIOF 77 F IEBEROLBHRBEEEFERICOWT

(2021FE7R7HEBEZSER)
O FHABIAFTIFVICBVWTEERIMERINTWBLHAEEESR (UL - DEX) 220
T, KEIZBIT3RFTDRRISLLTDES Y TH 5,
IDEARBEEERICHT 2 KEDHRE - MHIRR \

[(KE)] <77AY—#HT70F>, EFAFHTIFE2EDE TRIT>
DEIRBEEERICOWT, 1A EERE LY L2EBEEROANRENN L < (2R BEEER TL2.64+ /1008 EERE" ) |
FEMMED >7c, £loo BEFEETRBHDOEEGAKREL, 2REEBROREFNONSEIEBHETH 7, 2[EBEEED
WEPNCOWT, FinIiC K 5BRIBITZITo71ciER. EFEB CREROREHOANTFAELY bREHL o7, REBD DR
EHIFEES BN (Z3EBR A4 BLUR) ICREL, BREASTEONTLWEFHROT—XTlE, —RIICE
EIPERHDPEEL TEVREBERFTH S EREREIND,

X OBEBERICEWTIE, mRNATY 7 7 VEE OB ABEERORRBERICOVTIEER SN TLAEL,

* VSD (Vaccine Safety Datalink) D#E A ICED <, EREHAM (3% 21 H R,

N\

(70 F v#MEES (ACIP) ICH 132 KEHEFFHEERR (CDC) =EER 202146H23RH)
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-06/03-COVID-Shimabukuro-508.pdf

ST7AY—H"TIF v ETNFHT U F > DFact Sheetd EH1(6/24-25) >
Warnings. Adverse Reactions, Full EUA Prescribing information #1® 5. WARNINGS AND PRECAUTIONS. 6.
OVERALL SAFETY SUMMARY DIEIZCEWTLEBABEEERABE I N/, Warnings DIEICHWT, 2 [EBEEZRD
DR KRODRED Y X7 EBAWREIND T &, DIRXISODIEXDBEFED &H 5 E~DEED¥MTIL BE OBRKRIK L Z

> 3 - ’ = N
%}%—a_/\ g T Z% 5 — <\: _T_-"Eﬁ\ ﬁaiﬁ é *LT L 6 o (FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE (VACCINATION PROVIDERS))

https://www.fda.gov/media/144413/download
\ https://www.fda.gov/media/144637/download 29



https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-06/03-COVID-Shimabukuro-508.pdf
https://www.fda.gov/media/144413/download
https://www.fda.gov/media/144637/download

HE., BRMICEITAFHFEIOQOF 77 F IEERO DB RREESERICOWVWT

(2021F7ATHEZRRER)

O #FHBAOF TV IZ/FVICBVWTRERIATFEINTWALEHAEEESR (0EX% - DEX) I2O2WT.
HE., BMNICBTE2EFORRIEIUATOEESY TH B,

DEARBESERICHT 2RE, RMOHS - XS \
(EE] #EonF70F> (TrA¥—4, EFLFH TR S ERHE) BEBICHOEELOH% - DEADR
FLOVTREEREL TV S, HEBUTA SMI L AFPIREROBHEICLY ., 77 A F—HEEFALFHOT S F
Y DERIERD. DHABEFROEFCEZ NS DEABER~OEEREERT & 5 ICEHF SN,

KRECH I D0 - DREOREERIE, ThEn—FH7cY 6 A/I0BA - 10A/105 A,

(MHRA Coronavirus Vaccine - summary of Yellow Card reporting (MHRA 20214%7A1H))
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions

N

[(Bxi] WIFhoFBanr77Fy (774 =, ETAFH TR ZERAE, Vo) BEERICBEWVLWTHD
ARBEEBRDBEINTWVWD, 77T EORREROEEZRE RO ZICIEISISHEBTHNIVETHY . BERTEE
IS L TEBMT — 2 DRHEKRD TN

TAY—HTIFr ETAFRTIF Y RARICTHAAED TE Y, 2021FE 7 BRICEREAET FE, BRS CERBRICEFE L,
KHBEICK - TELR DA, FHEIA ST VA NITATURIOBRINICE 1 20852 - DIEADRERIL, —FH7-Y 1 ~10A/108 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 th)
https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-18-june-2021 en.pdf
\ J

40


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

VR R BIEE SR D E A

(2021F7ATHEZRRER)

O

.

AT EDWETIC & 2 AR KR FEMRR 21T > 72,

FEERRDEREINTWDOEHABEESRR (LK - GIREA) (ICDWT, WebH¥ A~ (Q&A) DI

WebH 4 k (Q&A) DEH
(2021 7 A 2 BEH)

TrAY 1T FUOROCBRB/ETILFHT I F Y ORMIXEHRETICONT

(202178 7H4ET)

@ PIF U %EET B LR PDIREICED AL
BLWSDREFEHTIH, =

(A) mRNA(X 9125 v—RNA) D5 F > it L LTIRS CRTT A OB 5L
DEEICA > L WS BENEINTOET. BEOBANS < DHEXPOBREDY 251
BILLTH.IIFVBEDAY Y FOFDREDEAIVLEZSATVET,

BACBVTHEEL LTRIKHBTINFEIOF DI/ F VOEBRICES > ToiERE L TEBEODEH K.
DEXDEFALNREIATVET, FICIEB LD H2EHOMRNA(X vtz +—RNA) 77 F VERBHIC,
BEHRELDHBEHPEERAIC LD HBEHRIC. L DB LOBFALREIh TVWE T, BERTH HEIZH
TRHZDOD. FAROBEDHSNTVET,

79 F UEBHIC.REOHA DEADPEANTREIN TV LICOVWTDEHA - DEXDEFRIZUAT
DESBREBERLTVET,

BHEQDEBR - DEXITERT ZRATH D RISV 7 F VEBRICHD o7 LTH ERBOBEOZHEE
HITHRHETE 3.

EFEETRFEIOFIAINABEECHD S IBZRICHOBRICARZ ZEAHD FEIOF T 1)L IR
FEICHD S TIBRICIR. DI F V2B LIBE LD B ENNCBVEE TOH AN H 5N 3.
fIOLEIED B DIFVERICK DBROEELFHERSZ X ) v FOADERBNICAE L,

DERPDEXAORENGAERYE LT 77 F Y EBRIBEEORIC.MOBH P RIMAH 2 Z e Bed
hEJ. OS5 LERD BN S RERREERZ I eb8HLEY,

ERA T ERERED SEIRISZR S EHANBAE NEIN. ChETUIF VL ARBREIH I L ThTLR
Mo FfERD O RE S FHENTHONIRR. COL SBHRMNESNTEE L. 51 FHI. BRAORFTO
BREIRFRSINEL . ERICBAISELTEWVWD ET,

(BEER)
— B EEABFEREFSRHEE C CBRELHNFERRTHEE - 7/ F Y ORREIRIGESTR. S
3FEEFERE  ERFEERREBINRERXRSRENTHRREAFRER)

CDC: ACIP Presentation Slides: June 23-25, 2021 Meeting

A B SETE R

8. BERLEARNIE
FH & DHRRBRIITBETH2H ., REEBERIC, LEHK,

DIERDNBESNTWD, FEBBENIZZ DREFHICH LT

I3 DERk, DIERDEEDLNDIER (. EhE <A

MPOREREE, SEREREE) RO o NIBEICIE, RCHICEERD

DEEZLLOERCASEL I, [151138]

I+ T 45ElE86. ETIIFEHESAE L THE,

15. Z DD EFE

15.1 BERRfEAICE D IER

15.1.1 B4V, REERIIABETHZH,. a0+ 7A4

~ "

JLZ{EEEY Y 2 RNAT 27 F > (SARS-CoV-2) IERBZITOEA

DERDBESNTWD, HESNIIEFIDOZ IFFBH

THY, IR EEBEHEALUNICHEEBEL WS, £/, K

ZEDIEGIT, ABRIC & 2 ZBHEAKRIC & Y AEIRA SE L TW

%, [8.458]

23. & F 3k

Clinical Considerations: Myocarditis and Pericarditis
after Receipt of mRNA COVID-19 Vaccines Among
Adolescents and Young Adults

(https://www.cov19-vaccine.mhlw.go.jp/ga/0079.html)

41



https://www.cov19-vaccine.mhlw.go.jp/qa/0079.html

