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COVID-19 mRNA7 7 F VZEE D) X7 DA HICO2WTD

O AMEDBFZRIE*IC & 5 HAD—EEMIC iSH%COVID—19 MRNAT 7 F i@t —E iR & T N A DI DT Y X

7 DHEBBTRBHADITD Y X T IHRLIERMROBERIT. UTDEeBY THoT,

*  MIRFERREL(AMED) : FHEBBEREL LT T -2 DEHET —AN—ROBEBLVEFET 7 7 OB - REMICE T 2EFN - ERRFPTMICE T 2MRMHRE FIRAEKE BRAFE)

#FEOOFT79F> (MRNAZ7 I FY) IEBEOFERTCDODY RIIFRBIITET R

f-

1) Takeuchi Y, Iwagami M, Ono S, Michihata N, Uemura K, Yasunaga H. A post-marketing safety assessment of COVID-19 mRNA vaccination for
serious adverse outcomes using administrative claims data linked with vaccination registry in a city of Japan. Vaccine. 2022 Dec 12;40(52):7622-
7630.

HAO—#HHICHE T 277 F  EBEFREERKLIZLE S T —2ZHAULT, COVID-19 mRNAT7 7 F U EBHOBEELREEERB L UL TICO
WA, IRIF184,491N (5 BB 1 87,218 A, T &G 1 64.25%. D H 1 [EIE#MEL36,667[E. 5 b 2 [EBEMEL27,322E], ) dF— FARKD
BEBIHEBTr — X — X247 (modified SCCS) oWwsFhicEWnw<TH, 1EEH - 2EEEEZOETCOY X7 ERIERD oA Hh -7 (IRR,
adjusted [95%EFEXME] : I+ — bR 1 [EIB#ERE0.27 [0.21-0.35] . 2 [EIBHHE 0.26 [0.20-0.34]. IRR, within-subject [95%fE3#EXMHE] : B
HERr—22 U - 1[EIEEE 0.38 [0.29-0.49], 2 [EIE#7E 0.43 [0.32-0.56]) .

2) Xu S, Huang R, Sy LS, Glenn SC, Ryan DS, Morrissette K, et al. COVID-19 Vaccination and Non-COVID-19 Mortality Risk - Seven Integrated
Health Care Organizations, United States, December 14, 2020-July 31, 2021. MMWR Morb Mortal Wkly Rep 2021;70(43):1520-4.

#EVaccine Safety Datalink(VSD)ZFIF L 7=CDCh b DR E, NZ1,1005 ADVSDEIIEA TSR, COVID-19 mRNAT 7 F > OEEE ICD WL TIE,

20215 5 A31H®BNT162b2 (Pfizer-BioNTech) 2,980,152 A ® 2 BB &%, mRNA-1273 (Moderna) 2,362,157 A ® 2 [A] B EEE A\ x5, 2020412
ABl4BH H2021F7A31H £ THNRORRAM, [HEERPR] 377 F rEERocMch Y. [SEEERR] 3. FERERUEEE OEE
RO, [HERPM] CoWT [SEEERR] SRl T FHCENREROEFETD Y X7 LR IEBO o LN o7 (IRR [95%EHE
X[ : BNT162b2 1[a]H0.41 [0.38-0.44], 2[8]H0.34(0.33-0.36). mRNA-1273 1[8]§0.34 [0.32-0.37]. 2[EE0.31(0.30-0.33) )

O AMEDHMIRIFIC L ZHMER OKEOBREHRO LT NICEWNTH, COVID-19 mRNAT 7 F #EEE DT D Y

XTI DOWT, BELGERER D oniah > 7,

N\




COVID-19 mRNA7 ¥ F VEBEE DY R DB RICDOWLTD

O HH. AMEDIFZRIE* (2 & 2 EIND BRI Tl COVID-19 mRNAT 7 F > ¥ E|EETE% DO LMD FhEBRE D >
TFILHABERINEA, KE - 77X - AXTITIIICEITA3HROBERHEICHELNTIE. WFNHCOVID-19
MRNAT 7 F VIEBZOMERICOWVWT, 2RV X7 ERIITZOONEL > 7,

— #FEIAF75FY (MRNAT I F>) BREEOMEREDY X 7ICHRITET VR

*  HARFEREERAMED) | FHEBBREL LT M T —20OERET —2RX—XOBERBLIUVHRET 7 F v OGN - ZEMEICEHT 2EFN - EERFZTMmICE T 2HRER MHRAEE BXFE)

B

KE

A RZ7ITIL

\

BoMBr—x2 ) — XL,

fRth A=

@®aFk— FFE

@BedBr—x>U—X

JF— bR

BexWiRsr—x> ) —X

dR— MESR

HHRE

@D184,491 N (1 : 87,218 A, &It : 97,273 A)

2 H1st dose 136,667 A, 2" dose 127,322\

@BHE34A

D Blst doseBFAER 1 A, 2" doseBFIEH 1 A
ZMHE39A

5 Blst dosefR FAEE 5 A, 2" doseB FIAEE 4 A

10,162,227 A\
5% 1st dose 6,175,813 A
2nd dose 5,669,315 A

7,296 A\
5% 1st dosef& FEAFE 3993 A
2nd doseft FEAEHE 2889 A

937,116 A

SRR

BB £0-21H

BE£0-21H

BEBR1-14H

&R 0-42H

R
e L [95% S AR ]

@1t dose B4 :
2nd dose S -
1st dose Ztf :
2nd dose 24 -

@1st dose B4 :
2nd dose B4 -
1st dose %if :

2nd dose %4

1st and 2nd B4t

0.31 [0.04-2.30]
0.33 [0.04-2.38]
1.77 [0.69-4.56]
1.52 [0.53-4.31]
NA

NA

3.97* [1.18-13.32]
:2.24 [0.49-10.21]

2 1.01 [0.86-1.19]

1st dose 2% : 0.85 [0.75-0.96]
2nd dose 87z 1 1.10 [0.95-1.26]

1stand 2 B4

1 0.56 [0.21-1.15]

$ % — ARG, BEEERMCFFEERAR CREBEOHERAMZED2HELHD) OT VM HLOREXEZWET Z2HRT 4 TH 2,
T RALDRELIADAEBITHRERE L. B UCAOT THRERIRRHE & FFEERAMORERLZ RO DMRT A TH 5,

N

ke

NA : not available. (%N ZNFGEZERE
ARFELIZABD L ADART o722 8
2k %, )

A post-marketing safety assessment
of COVID-19 mRNA vaccination for
serious adverse outcomes using
administrative claims data linked with
vaccination registry in a city of Japan.
Vaccine. 2022 ;:40(52):7622-7630.

Surveillance for Adverse Events After
COVID-19 mRNA Vaccination.
JAMA. 2021;326:1390-9.

Myocardial Infarction, Stroke, and
Pulmonary Embolism After BNT162b2
mRNA COVID-19 Vaccine in People
Aged 75 Years or Older.

JAMA. 2022;327(1):80-82.

Safety of the BNT162b2 mRNA
Covid-19 Vaccine in a Nationwide
Setting.

N Engl J Med. 2021;385:1078-90.
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(BE) 79F EEBReLET b T—2%FHL7-COVID-19 MmRNAT7 7 F Y DEDLPE DR IICDOWLWT

O HEAWIZHIFBHCOVID-19 mRNAT 7 F i@t —T Al & TN UANDEBR DO U X 7 D& EFmIc L Y. COVID-19
mMRNA 7 7 F V Id—ICRETh 5, ERESINT,

« TIEEREEL(AMED) | FHEEER L L1 7 57— & DB T — 4 < X DS L UBET 4 F Y OB - RT3 EE - EREESHECET 3HREE FIRASE EAEL)
=
~ WX DEH \

[(BEf]

dAF— MRS LOCEOHEBS — 2> U — X494 (SCCS) (2& Y. COVID-19mRNA7T 7 F > (BNT162b2% U'mRNA-1273) #E&EH D
BELRRWERICOWTHAEL -,

[(5£]

202098 A 52021 F9R £ TCOHKDH ZHHICHIFHCOVID-197 7 F UV EBEFIC v /sl v T M T —4R—X&EFERL T,
1I8HBUL D RNHEEREMAZZIFE LTz, 70 F U EEPM LB L7z, mRNAT 7 F U #B%2IBUNICE T2, UTOT7 7 FH LA
DY R EFML 7,

S OEBEE, REX, NIUWE. [TUNA/TAN A, BEENERNREEEE. SRMEO/IVORAE. MESE, HmERKZE$.
FEIMMERZES, ERIRIMEERE., L O0RERET

Ok— AR TIE, HRL Fh. BELOF v -V UHEFEREEZAE L LT, ATV VERICK > THERAEELE (IRR) &, EATITF
BRANZEEFICE > THREERE (IRD) Z#HE LT, 77 MLAIKET 2BERZEVICART 27-DICEBEBESHEBT —X ) — X547

(modified SCCS) 7TH 4 v Z@EAL. EAMFIFREMGERT V EIBICE Y FEEANFREEXL (IRR within-subject) Z#E L7z, F7-.
B@ErE LT, M- FWMCBALIE-Y 77 L—T8TH1To7=,

[iER]

184,491 N [HB14 @ 87,218 A, ZlE @ 97,273 A, F¥9 (BRERE) Fip : 64.2 (19.5) ] A, 136,667EI0F)[alEE &£ 127,322[0] 0 2[E] B
BiE% <1772, Modified SCCSTIZ M THIHERBRZR ICHERED Y X7 HBINT 5 Z & HAUrRE 7z (IRR within-subject [95%{E#EX
M1 :3.97 [1.18-13.32] ) #'. ZNLAIE. WITNOAHTET VM ALDY R 7 ZEMEZRDH D > 7=,

(ERE)

COVID-19 mRNA 7 0 F it —fMICEELTH D I ENTBEINT, BH, BINORBRIENITD S H. modified SCCSOAIZEWNT, &
k'l‘étm)] ERESBICHERIED Y 7 FIILHER I N,

J

Takeuchi Y, lwagami M, Ono S, Michihata N, Uemura K, Yasunaga H. A post-marketing safety assessment of COVID-19 mRNA vaccination for serious adverse outcomes using administrative 10
claims data linked with vaccination registry in a city of Japan. Vaccine. 2022 Dec 12;40(52):7622-7630.
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TABLE 2. Incidence of cardiac outcomes among males aged =5 years after SARS-CoV-2 infection or mRNA COVID-19 vaccination and risk ratios,
by age group and risk window — National Patient-Centered Clinical Research Network, United States, January 1, 2021-January 31, 2022

Risk ratio (95% CI) SARS-CoV-2 infection versus mRNA COVID-19 vaccination
mRNA COVID-19 vaccination cohort

Incidence® among males
mRNA COVID-19 vaccination cohort

Age group, yrs/ SARS-CoV-2

Qutcome/ infection First Second Unspecified  Any First Second Unspecified Any

Risk window cohort? doseS dose® dose’ dose** dose® doseS dose dose**

5-111t

Myocarditis

7-day 12,6 0 0 0 0 NC NC NC NC

21-day 17.6 4.0 0 6.5 3.2 4.4 (0.5-35.7) NC 2.7(0.3-22.7) 54(1.1-26.1)

Myocarditis or pericarditis

7-day 126 0 4] 0 0 NC NC NC NC

21-day 17.6 4.0 4] 6.5 3.2 4.4(0.5-35.7) NC 2.7 (0.3-22.1) 54(1.1-26.1)

Myocarditis, pericarditis, or MISS§

7-day 93.0 —m — — — NC NC NC NC

21-day 103.0 — — — — 25.7(3.5-187.0) NC 16.0(2.2-116.0) 31.7(7.7-131.2)

42-day 133.2 — —_ — —_ 33.3 (4.6-240.5) 28.2(3.9-203.9) 10.3(2.5-42.3) 20.5(7.4-56.7)

12171

Myocarditis

7-day 50.1 22 22.0 16.7 129 23.0(5.3-99.5) 23(1.2-4.4) 3.0(1.3-6.7) 3.9(21-7.0)

21-day 59.0 33 26.7 204 16.0 18.0 (5.4-60.6) 2.2(1.2-4.0) 29(1.4-6.0) 3.7(21-64)
[yocarditis or pericarditis

7-day 56.0 22 26.7 223 16.0 25.7(6.0-110.3) 21(1.1-3.9) 2.5(1.2-5.2) 3.5(2.0-6.1)

21-day 64.9 33 359 29.7 21.6 19.8 (5.9-66.2) 1.8(1.0-3.1) 2.2(1.1-4.2) 3.0(1.8-5.0)

Myocarditis, pericarditis, or MISSS

7-day 150.5 — - — - 69.0 (16.8-283.2) 5.6(3.5-9.2) 6.8(3.6-12.7) 9.4 (6.2-14.4)

21-day 159.3 — — — — 48.7 (15.2-155.7) 4.4(29-6.9) 5.4(3.1-9.4) 74(5.0-108)

42-day 180.0 — — — — 4.9(3.2-7.4) 4.6 (3.0-6.9) 5.4(3.2-9.1) 4.9 (3.5-6.7)

18-29

Myocarditis

7-day 553 0.9 6.5 70 4.6 61.8(8.5-451.8) 85(37-19.1) 7.9(3.3-19.0) 12.0 (6.4-22.5)

21-day 63.7 36 8.4 1.6 7.5 17.8 (6.4-49.8) 76(3.7-15.7) 5.5(2.7-11.0) 8.4(5.0-14.2)

Myocarditis or pericarditis

7-day 85.5 27 121 220 1.5 31.8(9.9-102.0) 7.0(3.8-129) 3.9(2.3-6.6) 7.4 (48-115)

21-day 100.6 8.1 15.0 278 16.1 12.5(6.2-25.2) 6.7 (3.9-11.7) 3.6(2.3-5.8) 6.3 (4.3-9.1)

Myocarditis, pericarditis, or MISSS

7-day 97.2 — - - _ 36.2(11.3-115.5) 8.0(44-14.6) 4.4(2.6-7.4) 8.5(5.6-12.9)

21-day 1123 — — — — 13.9(7.0-28.0) 7.5(4.4-13.0) 4.0(2.5-6.4) 7.0(4.8-10.)

42-day 140.8 — — — — 7.2(4.5-11.4) 8.4(5.0-13.9) 4.5 (2.9-6.9) 6.4 (4.6-8.8)

=30

Myocarditis

7-day 57.2 0.9 0.5 3.0 13 67.2(31.4-143.8) 115.2(42.6-311.7) 18.9(11.2-31.7) 45.7 (30.2-69.2)

21-day 63.0 19 1.2 4.2 2.2 32.4(19.3-54.3) 50.8 (26.7-96.4) 15.1(9.7-23.7) 28.3(204-39.3)

Myocarditis or pericarditis

7-day 100.2 38 31 15.0 6.3 26.6(18.2-38.7) 32.3(21.3-48.8) 6.7 (5.2-8.6) 16.0(12.9-19.8)

21-day 114.0 73 73 201 10.4 15.6(11.8-20.7) 15.6(11.7-20.7) 5.7 (4.5-7.1) 109(9.1-13.1)

Myocarditis, pericarditis, or MISS%

7-day 109.1 — —_ —_ —_ 28.9(19.9-42.0) 35.1(233-53.0) 7.3(5.7-9.4) 17.4(14.1-21.5)

21-day 123.0 — — — — 16.8(12.7-22.3) 16.8(12.7-222) 6.1(4.9-7.7) 11.8(9.9-14.0)

42-day 136.8 — — — — 10.7 (8.6-13.4) 10.8 (8.6-13.5) 5.4 (4.4-6.7) 8.7 (7.4-10.1)
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