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KEICEITAFE OO FT7I9F U EBBEROOBHE « IDERICRIBSIKAZFICOWLT

O #FBIASFT7I7TF U EBREDOLOHE  DEXICRIAKEOEFORSE - WEKRIZUTDOELEY T
B %,

AIDER « IDEER TR 2 BADORSE - HIDIKR N
[KE) BESTEONTWAIET X IZLNIE, mRNA COVID-197 7 F v B & i A - DEXOERBREREATRINS,
mRNA COVID-197 7 F v @B R OEMFEEE 1 BFELRICER L TE Y., VRJZIIFTFREVEFEICELW TR S,
PgeElFEECIE 1IEBE LY 2B BEER TEL. FLaELUVBETEVL, YRXRJZEFRIECLDITEET L, BREIFRA
ICN& <D, VAERSNDRERF 2 A EHFERICEL S <. 1EEEEZH D WII3EBEBE TCEN T, BREATAF
AIBE/R B TlE. mRNA COVID-197 7 F U EHERICUDE R ZRIEL-EDIT L A LIZ2HH ©3~84 BRRICOLE AN H[Al1E
TEHIENTRENTWLD,
20225826 HIRTE. ULAIA L L THREINT/-5T1,8364FD 5> B, 51,3214 A COCHOE#ELE/- L 7= (1R BEEER © 257
. 2[OlBEfEE  962¢F. BB © 1024, BMHI60HF. ZE3614F) . T D5 BbIRTEFL214F (1 [EEEER @ 64
2 M B - 134, e BEER  2¢4F) | EMTREEFSISHE TH o7, 21D S b 1HIET 7 F VY HUANDRRIC L 508 %
THo1. AHERFBENBERAGFE L, 1I5EEOHAICESAEVWERTH 7. 1HIFTHET 2 DICIBERATE L T,

FDA: Vaccines and Related Biological Products Advisory Committee (VRBPAC) =& & X} 2022&6H7H
https://www.fda.gov/media/159007/download

BINEBEROLHRICOVWTIE, ETALFTHT 7 F U EBROIE~24mDBEDORSE (8.74/100KEIEET) AL H - 7%
ETNFHTOF o 2 BEEE L 25E (56.31%/100 0 EIEEH) LV HMEBEIFED 57,

Morbidity and Mortality Weekly Report (Early Release, Vol. 71, No. 44) 202228 11H
https://www.cdc.gov/mmwr/volumes/71/wr/mm7107el.htm?s_cid=mm7107el_w

T HEMEECOEHE (2021F9822H~202242R6R) tt: ARREEOSEXNI TCOEHME (20205128 ~2021%F8A)

T AT FUBMEERDI2-1THREMICE LT, COCOLEADEAEA S L -EMOREHEE1211.44/1005 ]
EE*CTHY., RIT77F 2R BEEEZDOI2-1IDEBMHICHE T 2MEBE (70.74/100 5 [EEFE**) | 16-1TREBMUICHBITH2HRE
$8E (105.9/100 5 [E3EfE**) & LR TED > 72 o VAERSICFHRTHIDOHE L7545 H - 7=,

Morbidity and Mortality Weekly Report (Vol. 71, No.9)  2022F3F4H
https://www.cdc.gov/mmwr/volumes/71/wr/mm7109e2.htm?s_cid=mm7109e2_w
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https://www.fda.gov/media/159007/download
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KEICEITAFE OO FT7I9F U EBBEROOBHE « IDERICRIBSIKAZFICOWLT

O FHFEIAFTITFUrEREDOHE - DEREAICHRDIKEDEFORSE - WICKRIEUATDELEY T
B %

IDEAZE « IDERRICRDBNDIRSE « IR \
[KE]) 3EBEBEEOLHADHBREEEIZI2~29BDEEEUTEL L. TOREBEEIIEARAFKLEXRS R ->7-H. 2[EH
EEZEOREEE LR T 2 EEN -7, IEBEERDUVBERXOBREIZOLHAELYHBTHY . - FiICOWTIE, WU
FIZHomLTW =, DEBRDEHIZ, DIEXDEFELERTAREAGSD 7128 FEAEDARBEIZ 7+ O0—T v 7*OF
sTEEL TW,

N\

* 74 0—7y TERERFR, BEVAFAERIEINICLY BLED

70 FUEMEES (ACP) ICH T ZRERBFHEER (CDC) =FEER 2022545208
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-04-20/03-COVID-Klein-Shimabukuro-508.pdf

77 AY =, ETIFHT I F v DFact Sheet P BEMITHEEMZIT UK - DEXZEWICET 2RI/ LBIHINTLD,
mRNA COVID-197 7 F VEBHICOH K - DIBXDHERY X714 HY) ., BEERRUVEESABHICEWT 2 BEEER 18
FMUARICEREHZ < A oiD, mMRNA COVID-197 7 F U E#BE O LHADREXRIZ, B ICEROEBEICEVLT, T8
SN2BERREHZ LR>TWSE, WCONWDOHRET — X OBERIDITICHE W, BA] - AR I N7=fttdmRNA COVID-19
TIF e, BETIFHT I FO2E|BEEZDIS-39RDBIEICEVWTLEHK - DEXDYU X7 EEATRBRINTWNS,
COVID-19 mRNA7 & F VBRSO EHRIELIFEAEDEE VT, ARIZEHETH -7, EEMEEL TR E
LY —RAZVRADEET—RICEDE, ODHEADZHEIOHU ERBHZDS-29MDBEDIT LA EILOLHAED HTEIZE
BLTW, 77T v#MZEES (ACIP) RUCDCIE. MRNAT 2 FVHEBDONR T 4y MET 7 F VEBHZD LA « DK
KDY Ry % EMZ EFERBIITTWD,

Interim Clinical Considerations for Use of COVID-19 Vaccines Currently Approved or Authorized in the United States (2022%F6 5 30H E#7)
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
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https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-04-20/03-COVID-Klein-Shimabukuro-508.pdf

REICHIIAFHEIAF T/ F U EBROOBHE - DERERICERIBERAFICONVT

O #HEAAST 7T EBEBROOHE - DREIRIREOEFORE - MITKRIEUTDELY TH 5,

DK - DIERICHR S BAOERE - WK

(RE] 774V -—HROETLVFTHTIFVICEVTOHE - DEARVOREMA L MERL —B L THEEINTE Y., BHICSEEICHREL TW5,
T77AF—HROTRAZEXTAET 7 FICENWT, 1 - 2EIEEER TREXRIAKTH S, BRNADT —2ICLY, #bLULWEROSZ 3EREERTH
DIRICRELTWS, 774 F—HROETALFHTIF v OBEIBERIZENT, 0% - DEXAZVOEFPOZN S DERAGERADTBEMEATZEHI N
TWb, 77 A —HRPETALFTHT 7 F > TIHIS~29FDEMBICEVTLHL - DEXRBRVORERNARLEL, TR IERAET I F o TIELY
LHBEOFHEICE LD >TWVEA, WITNDT I FriamE CRERICHMEMA R oNS, BE. IBERBICE T 7AF—HT 7 F U HEFE L LD,
BRROT — X TIEFEFERAN EERTEHEZEBRE ICEWTOHL - DEAEVORERIBINERERINTOAEL, 5, 5-115%, 12-15/%. 16-17/%ICH
FRMERIE, IRESLVO2RIBEBERDIS-2MOBERL YEWL, EETIE, 1EMICI005AEEH 7Y K606 D08 2 & OFI1005] 0 LIRS O FHRE
BINZHT SN TWEX, /2, DEHAIZCOVID-19BRICHEIET 2 L MbNTH Y, 1005 ADCOVID-198E H 7= 1) ¥91,5004 D LI RERI A E LT W 5,
EER - EERGAHT (MHRA) IHEI0F 77 F VICBT 205K - DEXEVOREICOVWTEIEHREFHEL TN,

MR - “it is estimated that in the UK there are about 60 new cases of myocarditis diagnosed per million patients per year and about 100 new cases of pericarditis diagnosed per million patients per year.”

<HBEOOFTIFICEELLZOEE « DEEZVAREONS, 100FEEEH/-Y DRIRISHESEE (~2022F68158H ) >

EHp 77 AY¥—it 77 4Y -4t 774 ¥4t EFNFH EFNFH EFNFH TREFERNR | TREFERHU
(1EAE, (2@B) (3EN B & 7= B NHETE) (1EH, (2@B) GEE & 7 EniEE) (1EA, (2EE)
BHEERTH) BHEERTR) BEEERTH)
<18i% 14 11 REH* ZEm L™ ZEW L™ ZEL L™ ZEW L™ ZEWL™

18~295% 26 29 17 61 69 21 10 16

30~395% 23 24 16 59 54 21 14 12
40~497% 20 19 12 45 31 15 13 9
50~597%% 8 17 8 REH* KEH* 8 8 8

60~ 697% 7 14 6 REH* ZHa L 7 7 6
70 E 4 5 4 REH* FZHE L™ 2 4 4
HEEEAR SN TS, ERIA SN DIREEA DR WEDERICL Y, T—2T+0D7-8 (MHRA Coronavirus Vaccine - summary of Yellow Card reporting (202246 8248))

\**%EZE%EUJ%LCBL\’C\ DD RIENRHONDIHRER L https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions 1 9

2/



https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions
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O #HBIAST7 7T EBEDOLOHK  DREXICRIBMNOEFORE - WEKRIZUTDOELEY T

Hod,

Y

WEAR « DRRICHR D BAOIRE - WK )

[BRM] EMADZ2MZEES (PRAC) IEMRNAT 7 F U EBH OO - DEXFEVOBEROY X 712D WTHHEL 72, &
ABENRICIZ, 77> ADEpi-phare L LMD L P X b 7—2D 2 DOMINDOABEZRZHTASENTW S, BAEERIL
DK - DBXOY R EZFLTEY ., DK - DREADL Y FEMRBERAERIERCRET 2, AET—XICLD L,
PRACIZ/DERZE - (DEXR DY X0 % "very rare” (HEEEZE 1 AAH-Y 16)) LWE LT, £/, 77/ F  EBBROLHAD
VX7 BEFBUETRDLEV, PRACIIRECHICEHRBEREWRETITHL 2R LT, 77V XDOMRICLD &, 12~29%FHE
O 2 O B#EE®R 7T BUADOLHAORSEIE, FFEBELLEN 7747 7F > TLRAADHZY0.260, ETINFHT D
T TL3FZ D o7, IERDARTIE, 16~24mBMED 2 BIBZEER28BLUAND LA DIWE T, EEEE L, 774
YT 7F v TLIREABHLYOSTH. EFILFH/HT I F > TLIFZ D > 7z, COVID-19RUBEELERD Y X 7 (Z8 A, EMA
X7 7 F > DORZTT7 4y MIFIEHREY RV ERBB & =fER LT L TW3,

(EMA: COVID-19 vaccine safety update, Comirnaty-December 9, 2021)
https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-9-december-2021 en.pdf

(EMA: COVID-19 vaccine safety update, Spikevax-December 9, 2021)
https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-spikevax-previously-covid-19-vaccine-moderna-9-december-2021 en.pdf
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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

PHIO— FHOCHEL DI END

WTIFEBBINTULALL,

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)

CAEEEH D ETLAEDSENLITEZ L 7,
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