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(MRNA7 7 F>) BEROBEEROFMBIORRIOLTD

EaBER—EYR)

O XKE77Fv&eT—4%Y ‘/7(VSD)%ﬁHL\f:%ﬁ’_ﬂ3Dﬂ"77d/-‘/ (MRNAT7 7 F V) EBEBROEELREREDRIE
UR 7 OFEBITOEETIE. 2 TORKREENCOVWTEBZLI-2IBD Y X7 BROREROEEL FEZRHH
M o7,

O AR/ ODABEXRICEL TIE, 12-39RICEWTHIC2 B HIERBRORIEXRD LR 2o 7-,

Pl =N Nicola Klein et al. Surveillance for Adverse Events After COVID-19 mRNA Vaccination
[Eﬁnﬁ'ﬁwmgl JAMA 2021, doi: 10.1001/jama.2021.15072.

KEICHWT, FRHERRELEERLHFKEZELT — X X— X TH 5 Vaccine Safety Datalink (VSD) * #RW, oo+ 72
FUEBRICEITA, BEELKREOREEY X7 OWTHERBTI THhiT,

BRI SREARE 122020128 14 B A 52021F6 8260 & L, VSDICT — X %19 % 8 DDBEBEREAD 12U LD IMNA

EAWNRE LT, 7. mRNAT 7 F > (Pfizer-BioNTechtt ®BNT162b2 £ 7=z Modernatt ® mRNA-1273) % IR D
77F e LT,

T FoEER1-21H%2 Y X 78R, 22-428 % EEbEHAfE & L. WREERICOWT, Fhp. MR, ANEFTHEOLE, RT7 Y
v [EE% AU TaRR (adjusted rate ratio, FHEEXL) #EH L 7=,

Vaccinated Comparison
42
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620 F A~BERE S N7 (FlnhRE ; 495, &% 5 54%) o

s WREBLTICHEWT, EER1-21IHORERIL., HEZR22-I2B LR L TEEALERIIROoNAEL -1,

o DEBR/DHMERICOWTIE, FR5 - BB OHEZ XY - 1T A TThn T,
B 12/ A 039mICEWNT, BEER 0-218 DOBA/DINRXDFEIEN 4B TR 5. D B53%H12-245%. 85% AW Bk
THhoTzo 82% TABE (ABBEARIE; 1B) 228 & L7h . BEEREICIE, ZEF2EPEEL TV,
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mMRNA7 7 F U EB%21BROEREBRIEY X7 &7 FIURA mRNA7 & F > EE%21 B DR/ DAEXRIEY X7 (12-39m 0BT
o= mE Af P <.0048 (95% {=#EX ) s (95% fS#EXFS)

M MR SR 6 (9.1) 2(5) 2.60 (0.47-2066) 029  0.23 No 03 (0610 05) 0-21 Torz 34 (1412) 4(35.0) 375 (138 to 12.84)  0.007 6.2 (231078

Bt 5% A AR 7(10.6) 3(8.2) 1.55(0.37-8.17) 059  0.41 No 0.2 (1.1 t0 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)

RIS 23.0) 127 145(0.10-47.73) 082  0.64 No (-1.6 t0 0.2) 2 24 (221.3) 4 (44.6) 407 (14510 14.18)  0.005 10.1 (4.1 to 12.4)

B2/ BE 2 /IS B A 16 (25.7) 5 (13.7) 1.27 (0.45-4.10) 0.69 0.44 No 0.3(-1.8t0 1.1) 0-7 lor2 29 (320.8) 4 (35.0) 9.83 (3.35 to 35.77) <.001 6.3 (4.9 t06.8)

B4/ DML 87 (131.7) 39 (106.9) 1.18(0.79-1.79) 044  0.25 No 2 (-2.1t0 3.3) 1 5(104.2) 3(35.0) 7.27 (1.29 to 50.15) 0.02 2.0(0.5t02.2)

B AR M ASE 626 (951.9) 327 (895.9) 1.16 (1.00-1.34)  0.05  0.03 No 7.5 (-0.1 to 14.0) 2 23 (565.9) 4 (44.6) 104 (354 1037.76)  <.001 11.2(8.9t012.1)

o AR 48 (72.6) 23 (63.0) 112 (0.65-1.97) 0.7  0.40 No 4(221021) 8-14 Torz 2257 4(35.0) 1.22 (0.14 to 7.74) 0.82 0.1 (-3.0t0 0.4)

FunA 285 (431.3) 150 (411.0) 104 (0.84-129)  0.74 039 No 9 (-48105.6) 1 2 (48.0) 3(35.0 3.25 (0.31 to 29.64) 03 0.6 (-2.0 t0 0.9)

BRI 613 (935.3) 375 (1030.2) 102 (0.89-1.18)  0.75  0.39 No 2(-69108.3) 2 0 4448 0(0to322) 028 09(09t00)

FmiesE 503 (762.8) 290 (794.6) 101 (0.86-1.19)  0.92 048 No 4(-7.2106.9) 15-21 Lorz  3(419 4350 155 (028 t0 7.78) 058 03 (20t 0.7)

- 535 (821.8) 301 (6247 100 086-117) 099 052 No 0 L7910 67) 1 2 (52.3) 4(35.0) 258 (0.27 to 18.62) 0.37 0.6 (-2.7 10 0.9)

R i B 25 R 1059 (1611.8) 650 (1780.9) 0.97 (0.87-1.08)  0.61  0.70 No -2.7(-13.8t07.2) 2 1(29.1) 4 (44.6) 0.67 (0.03 to 5.64) 0.79 -0.3(-21.2 t0 0.5)

o i 2 B o 240 (364.7) 149 (408.2) 090 (0.72-1.13) 037 0583 No —23(-831t025) < e ]~ L e s e R e e

MR E S M 73 (112.0) 53 (145) 0.86 (058-127) 045  0.81 No otasrots | FUERS/ USRI DBIMBNTIC OV TIL, 1-21H T CO-2LATRITATHN TN 2.,

e 762 (1178.9) 491 (1345.2) 0.82 (0.73-0.93)  0.002 >.99 No 148 (-25.5 to -5.3)

¥I 2 - NLIEREE 10 (15.1) 6 (16.4) 0.70 (0.22-2.31) 053  0.83 No -0.4 (-3.0 to 0.5)

BEMNERREEER 30 (45.4) 25 (68.5) 070 (0.39-128) 025 0091 No 1.1 (4.1 10 0.6)

)i 0 2 (5.5) 0.00 (0.00-252) 016 0.1 No 0.3 (-0.3 to0 0.0) 18
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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

WTIFEBINTULAL,

Qutcome/ infection First Second Unspecified  Any First Second Unspecified Any

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

5-11H

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 930 - — — — 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)

12177

Myocarditis

7-day 50.1 22 22.0 16.7 129 23.0(5.3-99.5) 23(1.2-44) 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 84 16 75 17.8(6.4-49.8) 76(3.7-15.7) 5.5(2.7-11.0) 84(50-14.2)

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(23-5.8) 63(4.3-9.1)

Myocarditis, pericarditis, or MISS%

7-day 97.2 — - - — 36.2(11.3-115.5) 8.0(4.4-14.6) 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(213-488) 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)

DHIA— D2 EDIVWD I DD, RELZEH D I L TLAEDSENLITEZ L 72,
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https://www.cdc.gov/mmwr/volumes/71/wr/mm7114el.htm?s_cid=mm7114el w
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2022F12R 16 HEZE R ER

O AMEDMARIE*IC L 2 HAD—EMICHIFSHCOVID-19 mRNAT 7 F o EfEk—TEHE & e N UN OB DT Y X
7 DR R BADIRT DY X7 ICRLIBERAROBERIE. UTDEBY TH-7,

*  MIRFERREL(AMED) : FHEBBEREL LT T -2 DEHET —AN—ROBEBLVERFET 7 7 OB - REMICE T 2EFN - ERRFPITMICE T 2MRRRE @IRAKE BRASFE)
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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 270 F  EBEFREERKLIZLE S T —2ZHAULT, COVID-19 mRNAT7 7 F U EBHOBEELRBEEERB L ULRLTICO
WTHE, IRIF184,491N (5 BB 1 87,218 A, FHFHG 1 64.25%. 5 H 1 [EIE#HMELZ6,667[E. 5 b 2@ B#EMEL27,322E], ) 25— FARKD
BEEBSHEBYT — XU —Xo4 (modified SCCS) oW hiCHWTH, 1EIE - 2EIEEEZOFETOY RV LRIERD S NEn 57 (IRR,
adjusted [95%EFEXME] : 3F— bR 1 [EIB#ERE0.27 [0.21-0.35] . 2 [EIBHFE 0.26 [0.20-0.34]. IRR, within-subject [95%E3#EXMHE] : B
WEr—2> ) —X o4 1 [EB#ME 0.38 [0.29-0.49], 2 [E1B#& 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 > OEFEE ICD WL TI,

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
AlABH 02021 7TA31H £ THANROBARAR, [HEREAR] 377 FrE@tociich Y. [FEEERH] 3. FEEERVEEEOERE
AR e, [HERPM] Co\WT. [SEEERR] SRl T FHCENREROEFETDO Y X7 EFIEBOoNah 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 AMEDMIERIEIC L B HMERPKEOBREBMEZOWNWTNICEWLTEH, COVID-19 mRNAT 7 F VEEZOIRTD )
2ATIZDOWT, BEREREITEOoNGD > T, 20

N




BIRICEEVERSICHEDME - FRANOHEERHO-HDOHERERBOMEICONT

O #FHAEOF T I/ F U HEBBEDE - FmAlOEEEERKOS B, I 7007 7 F > D&
AR I NT2022E 9 B30EBUBRICHE T2 774 ¥ = (12BULER) ROETFTILFHT I FVIC
BRAZMEFEBRIZIIOWLWTIE, UTOLSITHEL TW3,

AS OO HHBDIF > DIEERIEED T 7 1 F—HRUEFINFHIIF > LRI RERBENEHICHEDIERS |

(

O 774 —% (12BULER) RUOETILFET7FrOfEERBRHIZOVTIZ. (1) kBT 7FV %
OCF o0 vEEn7 7 F v EHEE - EHROMEERRBLY (2) I 70VBET7 7 F VIZR-
7% - FEpRlOEBREKEEH L TW5D,

S TFAY-—HHTIF>
EHHEEWebY 1 B TRAFREINTWET—2 LY, 774 = OUNER) | 12U EBORERET
SFUROFIIAVERIGT 7 F > FNEFNDT 7 F EBRIKRIORERGH (D) 2#EH,
<ETIFHTIFV>
EHHEEWebY 1 MW TAREINTWET—2 LY, 1I2BRUEAOREE T 7 F > ROA I 70 X
IS8T 0 F v ENTNDT 7 F EERHBA OREREGR (D) Z2&8H,

O VRST—4%hwn, 777 EERERIC, HEEBRKOEYE - FRHODHIEREE, -
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£ - FinpDEEZERERIZICOVT Grqy—nvs7y @)

O 7749 =7 7F> (%) Q2mULE) EEICR Y - FpOHTERERZ (2023F1822
ARFS) ICOWTIUTDESBY TH -7,

=1 - Fiph|OHFEERL (3EIEEE)

2 [12-14]15-10120-24[25-29]30-34{35-39(40-4445-49/50-54)55-560-64/5-69]70-74{75-79] 80- Juz-1) ez

%’l‘i 558,507 1,292,358 791,536 872,654 949,281 1,098,959 1,288,301 1,657,415 1,744,102 1,552,441 1,502,956 1,716,413 2,242,536 1,871,715 2,794,202 1,400,556 1,241,845

ﬁ’l‘i 543,071 1,332,551 1,016,531 1,133,223 1,182,214 1,406,926 1,693,373 2,138,842 2,234,269 1,977,269 1,870,410 2,058,851 2,753,661 2,422,945 4,878,801 1,393,456 1,498,697

‘é’g'l' 1,101,578 2,624,909 1,808,067 2,005,877 2,131,495 2,505,885 2,981,674 3,796,257 3,978,371 3,529,710 3,373,366 3,775,264 4,996,197 4,294,660 7,673,003 2,794,012 2,740,542

=2 M- Fiph|OHEEERE (4 BIEEE)

£ [12-14]15-19120-24125-29130-34{35-39(40-4445-49/50-54)55-560-64/5-69170-74{75-79] 80- Juz-1) sz
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