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- FETHRE 93 (100AEEEH =Y 2.114)
(EFLrd82m7 7 F> (BA4-5) ]
- REILES 251 (0.0023%)
- BLE AR EE 201 (0.0019%)
VY- P 774 N 1-5 0 (100FEEEHZYVOH) 774 2% 1-3 0 (1007 EEESH Y 0fF)
- DR 2 774 N 1-5 0 (100FEEEHZYVOH) 774 2% 1-3 0 (10078 EEESHZ Y 0fF)
- FETERE 14 (1007 EEEH =Y 0.94F)
R (B-11A) 27 2 F >~ (BA.4-5) ]
- REILES 14 (0.0009%)
- BLE AR EE 14 (0.0009%)
VY- P 774 N HFE1-5 0 (100FEEEHZYVOH) 774 F>o%E1-3 0 (10078 EIEESHZ Y 0fF)
- DR 2 774 N 1-5 0 (100FEEEHZYVOH) 774 F>o%E1-3 0 (1008 EEESHZ Y 0fF)
- FRTERE 0 (100 [EEFREH 7= 1) 0fF)
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O DEA/DAEAICEL Tld, 12-39RICE W THRIC2 D BEBROREERD ER 2R D7,

i & A — AR iltim)

by N Nicola Klein et al. Surveillance for Adverse Events After COVID-19 mRNA Vaccination
[Eﬁnﬁ'fa)mg] JAMA 2021, doi: 10.1001/jama.2021.15072.

o KEICEWT, FHEEREELEEILFEZELT —XX—XTH 5 Vaccine Safety Datalink (VSD) * 2\, Ao+ 77
FUEBRICEITA, EELAEREORIEY X 7ICDOWTHERBITATTHhNT-,

o RN REARIIZ2020F128 148 A 52021568268 & L. VSDICT — X #1RIHT 2 8 DOREEZRE~ADI2EA LEDOMA

FEHEWNRE L7y £7-. mRNAT 2 F > (Pfizer-BioNTech#t®BNT162b2 % 7= IZModernatt ®mRNA-1273) % BT ITHRD
ToFvE LT,

« TOTFUEER1-21IB% VX MM. 22-428 % HEHR E L. WRERICOWVWT, Fip, MR NESFTRHREOL RV
v [EE% AU TaRR (adjusted rate ratio, FEEL) #EH L 7=,

Vaccinated Comparison

. | - 42 >
KA RIS ‘ 1
MMM/ LR, MERIRCR IS RE, HEWTIEEEER. XA/ B/ INEBEA. 218 (FLEHARD)
DR/ IDANER . BRIRIMASEE. SREMEM/IVRBRAE. [FTUONA. B OHIEE,
FhMmAEiE. ~JUHE, FEMMEMZRR, HmMERMEZES, MR % 45 Mg, HEX., . ——
¥7 v - NUEERE, BEMMENREEEREE. )IER, 2ESFEENERX * ,ﬂ\/‘ -
. |
eFigurel(supplement) & ¥ %=
*VSD ( Vaccine Safety Datalink ) ICDWTIE TiR4 2R 21HE (VX7 HAM)

(IEARSFENBHER) KEOFRHEERZEMERS X T LICDWT  https://www.mhlw.go.ip/content/10601000/0007 /63 74.pdt
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6205 ANERE I N (FEpR(E ; 495, &M 54%) .

« NREBETUTHVWT, HER1-21HOFERIT, EBER2-2B LR L TEEALFEROonAah > 7,

o IDERR/IDARKICDWT I, ERF - BEEZROHEE XY - @A iTh s,
B 12mH039mICENT, BEERO-21IHBDLER/DANREXDRIENIMITERED o, 2 Bh3% N 1224, 85% W B
THo7= 2% TARE (ABRH#EDPRME ; 1H) Z0E L LA, REEZEICIE. ZIZE2ENEIEL TW s

B 2FENRE LIETTIIBERRaRRO LZIFRO oNED > 7h. 12mA 039m e R E L7cBEITTIE. aRRO LR
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mRNA7 7 F U EB#2IBROEBHREY X7 &2 7 F VIR mRNA7 7 F #EE%21 AR O OFs%/ DAMERFIEY X7 (12-39m DB HNEEHT)
o8 WA B@E P <.0048 (95% fSHEIXA) ee (95% f=HERX )

migH MR KSR 6 (9.1) 2 (5.5) 2.60 (0.47-20.66) 0.29  0.23 No 0.3 (-0.6 to 0.5) 0-21 lor2  34(141.2) 4 (35.0) 3.75 (1.38 to 12.84) 0.007 6.2 (231t07.8)

i 5% AR L A2 FiE 7 (10.6) 3(8.2) 1.55(0.37-8.17) 059  0.41 No 2 (-1.1t0 0.5) 1 9 (70.4) 4 (35.0) 3.67 (0.92 to 17.35) 0.07 3.1 (-0.4 to 4.0)

BT T B2 2 (3.0) 1(2.7) 1.45 (0.10-47.73)  0.82  0.64 No 0.1 (1.6 t0 0.2) 2 24 (221.3) 4 (44.6) 4.07 (1.45 to 14.18) 0.005 10.1 (4.1to 12.4)

A2/ BBl A /AN B 2 16 (25.7) 5 (13.7) 1.27 (0.45-4.10)  0.69  0.44 No 0.3 (-1.8to 1.1) 0-7 lor2  29(3208) 4 (35.0) 9.83 (3.35 t0 35.77) <.001 6.3 (4.9 to 6.8)

D2/ DONER 87 (131.7) 39 (106.9) 118 (0.79-1.79)  0.44  0.25 No 2 (-2.1t03.3) 1 5(104.2) 3(35.0) 7.27 (1.29 t0 50.15) 0.02 20(05t02.2)

BRI ST 626 (951.9) 327 (895.9) 116 (1.00-1.34)  0.05  0.03 No 7.5 (-0.1 to 14.0) 2 23 (565.9) 4 (44.6) 10.4 (354 t0 37.76)  <.001 11.2 (8.9 0 12.1)

o T M 48 (72.6) 23 (63.0) 112 (065-197) 07  0.40 No 4 (2210 2.0) 8-14 lTor2 2(257) 4 (35.0) 1.22 (0.14 to 7.74) 0.82 0.1 (-3.0to 0.4)

FLiLA 285 (431.3) 150 (411.0) 1.04 (0.84-129) 074 039 No 9 (-481t05.6) 1 2 (48.0) 3(35.0) 3.25 (0.31 t0 29.64) 0.3 0.6 (2.0t0 0.9)

LB 613 (935.3) 375 (1030.2) 1.02 (0.89-1.18)  0.75  0.39 No 2 (-6.9 t0 8.3) 2 0 4 (44.6) 0 (0 to 3.22) 0.28 -0.9 (0.9 to 0)

e 503 (762.8) 290 (794.6) 101 (086-119) 092  0.48 No (7210 6.9) 15-21 lor2 3(413) 4 (35.0) 1.55 (0.28 to 7.78) 0.58 0.3 (~2.0t0 0.7)

NOVRERE 535 (821.8) 301 (824.7) 1.00 (0.86-1.17)  0.99  0.52 No 0(-7.9t06.7) ! 2523 4350 2.58 (0.27 10 18.62) 0.37 6 (271009

R ch 1059 (1611.8) 650 (1780.9) 0.97 (0.87-1.08)  0.61  0.70 No —2.7 (<138 10 7.2) 2 1@91) 4 (44.6) 067 (0.03 to 5.64) 0-79 03 (21210 05)

o 4 B 2 240 (364.7) 149 (408.2) 090 (0.72-1.13)  0.37  0.83 No ~2.3(-8.3t0 2.5) RN e N - o=

M/MREA % 45 figFE 73 (112.0) 53 (145) 0.86 (0.58-1.27)  0.45  0.81 No ~1.0 (-4.6 to 1.4) * BRI DINRADBIFATIZ DT, 1-21H T CO-21HTRTATTHO M TL 2,

BTk 762 (1178.9) 491 (1345.2) 082 (0.73-0.93)  0.002 >.99 No ~14.8 (-25.5 to -5.3)

¥5o - NLERE 10 (15.1) 6 (16.4) 070 (0.22-2.31) 053  0.83 No ~0.4 (-3.0t0 0.5)

EEUENEAREERSE 30 (45.4) 25 (68.5) 070 (0.39-1.28)  0.25 091 No ~1.1 (-4.1 t0 0.6)

IS 0 2 (5.5) 0.00 (0.00-252)  0.16  0.16 No -0.3 (-0.3 t0 0.0) 20

o BT R A 2 (3.0) 0 NE (0.07-NE) 0.66  0.66 No 0.2 (-2.5 to NE)
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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

Incidence* among males
mRNA COVID-19 vaccination cohort

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

Age group, yrs/ SARS-CoV-2

AEDOHZHO— KHADLCELWBZ &N

T, BEERHDZWNIRELY R ZICOWTIEERINTULAL,

Outcome/ infection First Second Unspecified  Any First Second Unspecified Any

Risk window cohort? dose$ dose$ dose’ dose** dose’ dose$ dose' dose**
5-111t

Myocarditis

7-day 126 0 0 0 0 NC NC NC NC
21-day 17.6 4.0 0 6.5 32 4.4(0.5-35.7) NC 2.7(0.3-22.1) 54(1.1-26.1)
Myocarditis or pericarditis

7-day 126 0 0 0 0 NC NC NC NC
21-day 176 4.0 0 6.5 32 4.4(0.5-35.7) NC 2.7(0.3-22.1) 5.4(1.1-26.1)
Myocarditis, pericarditis, or MISSS

7-day 93.0 —n — — — 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)
12-1777

Myocarditis

7-day 50.1 22 220 16.7 129 23.0(5.3-99.5) 23(1.2-4.4) 3.0(1.3-6.7) 3.9(2.1-7.0)
21-day 59.0 33 26.7 204 16.0 18.0 (5.4-60.6) 2.2(1.2-4.0) 2.9(1.4-6.0) 3.7(2.1-64)
Myocarditis or pericarditis

7-day 56.0 22 26.7 223 16.0 25.7 (6.0-110.3) 2.1(1.1-3.9) 25(1.2-5.2) 3.5(2.0-6.1)
21-day 64.9 33 359 29.7 216 19.8 (5.9-66.2) 1.8(1.0-3.1) 22(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 1593 — — — — 48.7 (15.2-155.7) 4.4(2.9-6.9) 5.4(3.1-9.4) 7.4(5.0-10.8)
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(3.7-19.1) 7.9 (3.3-19.0) 12.0 (6.4-22.5)
21-day 63.7 36 8.4 11.6 75 17.8 (6.4-49.8) 7.6 (3.7-15.7) 55(2.7-11.0) 84(5.0-14.2)
Myocarditis or pericarditis

7-day 85.5 2.7 121 220 1.5 31.8(9.9-102.0) 7.0 (3.8-12.9) 3.9(2.3-6.6) 74(48-11.5)
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 (4.4-14.6) 4.4(2.6-7.4) 85(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 (4.8-10.1)
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)
230

Myocarditis

7-day 57.2 09 0.5 3.0 13 67.2(31.4-143.8) 115.2(42.6-311.7) 189(11.2-31.7) 45.7 (30.2-69.2)
21-day 63.0 19 1.2 42 22 32.4(19.3-54.3) 50.8 (26.7-96.4) 15.1(9.7-23.7) 28.3(20.4-39.3)
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 7.3 20.1 10.4 15.6(11.8-20.7) 15.6 (11.7-20.7) 5.7 (4.5-7.1) 10.9(9.1-13.1)
Myocarditis, pericarditis, or MISSS

7-day 109.1 — — — — 289(19.9-420)  35.1(233-53.0) 73(57-94)  17.4(141-215)
21-day 123.0 — — — — 16.8 (12.7-22.3) 16.8 (12.7-22.2) 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)

b, AEZEH DI ETLEHIEDSENLITEZ L7,

Morbidity and Mortality Weekly Report (Vol. 71, No.14) 20225 4 B 8 H 2 1
https://www.cdc.gov/mmwr/volumes/71/wr/mm7114el.htm?s cid=mm7114el w
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O AMED#HZEII*ICL 2 HAD—#mIZH T HCOVID-19 mRNA7T 7 F > EiEk —E8E & T NUNDOHFE DT Y R

7 DB R OBADIETD Y X7 IR L2ERMEOFBRIT. UTDEeHY THoT,

*  HAREAFKREEL(AMED) : FHEBEBHRLL TP T—ROERET —AR—AOBRELUVBRET 7 FrOBFME - REMICET 253N - EEREFTMICET 2MEHE MRAREKE BRASFE)

f

FEIAOF77F> (MRNA7 S F) BBEROETCHY R ICHBITETY R .

serious adverse outcomes using administrative claims data linked with vaccination registry in a city of Japan. Vaccine. 2022 Dec 12;40(52):7622-
7630.

WTHAE, RIF184,491AN (5 BbFEM : 87,218 A, FHIFh : 64.25%. 5 b 1O B#EFEL36,667E., > H 2[EBE#E127,322[E, ) aFK— FARKD
BEBSHEBYT — 22U — X2 (modified SCCS) oLWIFnicEW\WTH, 1EHE - 2EBHEBEOETCOY X7 ERERH LN h 57 (IRR,
adjusted [BREFEXE] : 25— MR 1 [EB#FE0.27 [0.21-0.35] . 2 [EB#ERE 0.26 [0.20-0.34]. IRR, within-subject [95%EFEXE] : BS
W —X U —X o4 1 [EIB##E 0.38 [0.29-0.49], 2 [E|H#%#E 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.

20214 5 A31H ®BNT162b2 (Pfizer-BioNTech) 2,980,152 A @ 2 [E|B#&EE, mRNA-1273 (Moderna) 2,362,157 A 2 [B] B EfEE AW SR, 2020412
BlABH 52021 7A31H £ THANROBHERMME, [EBEREAR] 3777 v EERoafiFch Y. [FEEHM] 3. SFEEERUERE OER
AOBEZEE, [EEREE] ICowWT. [FHEERE] chBL T FHCHaREROERTOY X7 EFERD o -7 (IRR [95%5E
Xf] : BNT162b2 1[E1H0.41 [0.38-0.44], 2[a]E0.34(0.33-0.36). mRNA-1273 1[8]80.34 [0.32-0.37]. 2[]E0.31(0.30-0.33) )

1) Takeuchi Y, lwagami M, Ono S, Michihata N, Uemura K, Yasunaga H. A post-marketing safety assessment of COVID-19 mRNA vaccination for

BAD—#HEICE TRV I/ F U EBEGEERLI-LE T T —42%2HWT, COVID-19 mRNAT 7 F U EBROEELRBEERB L LI TIZO

(EVaccine Safety Datalink(VSD)% %] L 7=CDCh » D&, NZ1,1005 ADVSDSIMEA ISR, COVID-19 mRNAT 7 F >~ DEEHIC DL TIL,

N

O AMEDWFZERIIIC L 2HERPKEBOBEEMETOWT NICEWLTEH, COVID-19 mRNAT 7 F VEREZOITDO Y
RTIZDOWT, BERERIEIR DO o NEH -7, 22
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$ O — MRS, BERIRE & FEBRIAN CREBEOHEAHZE® 55

HRE

@184,491 A (B : 87,218 A, %M : 97,273 .N)

5B 1st dose 136,667 A. 2" dose 127,322\

@B 34 A

S BlstdosefBFAEE 1 A, 2" doseteHAEE 1 A
ZMHE39A

5 Hlst dosefB FAEE b A, 2" doseBHAEHE 4 A

10,162,227 A
55 1st dose 6,175,813 A
2nd dose 5,669,315 A

7,296 A
55 1st dosefé FEAFE 3993 A
2nd doseft FHEAEE 2889 A

937,116 A

SRR

BERER0-21H

BRE%0-21H

BERER1-141

BRER0-421

e S

FERE[95%EHX ]

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

@D1st dose B :
2nd dose B4 :
1st dose Z4 :
2nd dose & :

@1st dose B :
2nd dose B4 :
1st dose %/ :
2nd dose Z4 :

1st and 2nd B4z :

1st dose $% : 0.85 [0.75-0.96]
2n dose H# 1 1.10 [0.95-1.26]

1stand 2n B 1 0.56 [0.21-1.15]

NA
NA

2.24

3.97* [1.18-13.32]

1.01 [0.86-1.19]

"%

NA : not available. (%hZh Az
EFRELIZABPN L ANDORE T2 &

—_—

I2&%, )

A post-marketing safety assessment
of COVID-19 mRNA vaccination for
serious adverse outcomes using
administrative claims data linked with
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