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DA IV ARBRREDREB S KUNA RS A VICBIFBEEITREBRERE—HIDAETERICOVT
T L ET A RBRIBBERESNBERIEHIEEBATUR, UIeh > T ERERFIRICEESZ
SOHBEIOF VAV ABRPENRSESN VLTI RER T ARICKD DI F VEEKRERERZ
RET 2 TDEBRIIHIEE Ao

DIOF VEEREEEDERKEFEELT . Th29 4/ TOREREBICEER T S FEIRKIBEZHFHET S
SUBREDFER. BROPILESZFEAEREBVTAENFCEBHRZNULTOAIVRAZYIOT7—Y
RNERWIAG Z DIEREV TRBERPREDEELENMBESNTNETY,
RORXZRAWVSARS-COVBLUMERS-CoVIIF Y DIERIKRAR YD  BS5TICAvhY S yh%E
FAWERSDAIWRDIF Y DIERARARO [CHNT. DI F VERBICHIKERDIBRNRESINTNS
CENSERNICHEIOF OAIVADIF ViEEE  FERME IO U1 LA ICRES N Bz
BICHBVTIRBRDEE, T RSERBRDIERZFREL. BEL I 2URENHDIEEISNTNET,

= BRRICBENWT. FEREICLD DI F VEERRIBEOFER YR TICOVTIFBHETIERWL ).
NI ETDERIEEFITOCTVF AN RERTTER D DT F VEEREIEROFEIRINRICH U T,
EAREONEEZREILE T,

1 EEENEOND T REBINTVRVIRY
%2 FREBIERE . RPEFHD I F UVERICKUBSNIETEEC K, LI ORRAX IR LLICELDIRENBERINDIRREER
SNTVFRIN RERTRAEREFOBRBFICEE>TLFE A,

1) #AR&ER: Monthly Safety Report 03, date of this report: 15 Apr 2021
2) Munoz FM et al. Vaccine. 2021; 39(22): 3053-66.

3) Graham BS. Science. 2020; 368(6494): 945-6.

4) Bolles M et al. J Virol. 2011; 85(23): 12201-15.

5) Agrawal AS et al. Hum Vaccin Immunother. 2016; 12 (9): 2351-6.
6) Openshaw PJM et al. Vaccine. 2001 (Suppl 1); 20: S27-S31.
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r 2
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ERE
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——) ) E— ’
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FRUSEOI0F 9/ IVADIF Y OBEER I L RICEEREIRNEZLEIEN BB BEY
DENSHBIHE (. 1 EECHERBUHEIOS IV ADIF YV ERBHHEIOF VAL
D0F V0B ICEEY BT (REHR) N TEET,

¢ ENRZICOVNT.BH. AF2 BEDEEHN 5P E< LH6NAFBLEEICIEEDEE (18
FIEB:0.25mL) Z{T3T &N TEF T, PIBREELTROIHEIOF OV RDIF V= EE
LTz ISR E U THFI0. 25Uz EB USRI RBL TV E B A,

o AFNEMDFELIOF DA ATIFVDOEIREICEETEHT — I FHUFE Ao

% [MENHDHEE]
- BENKRENMOBICEEZZ FHFRIOST DIV ATIF U OEADTEDRAPEREICKY  HZED20BCHX
FERIOFIACIVRADIFUDEEZZITBIENHBETHIHE
- BRI EFZNRMHS, EENREN OB [CEEZZ IR0 DIV RDIF Y ER—OFHELIOFIAIVADTIF Y
Z20BICEET 2T EN R TH D EHRLIZIBS
X% [RZEEEO-ERE]
- 1EEOHERENS27BMU EOBREZS WV TC200BDiEEEEIEL T EEL,
- AR I D FRIEREZTOHGIE. RAIE LTI 3HU LDERZH I L LU D FRHEEZRRICE—DEERIREC
FTUTITORRVTLIZE L,
FFEOO0F DA IV ARBRREICFRD FHEEDERICE I 2 EEMEREEITFS 1= (4.15R)
https://www.mhlw.go.jp/content/000834448.pdf)

EERLSIERERRATFIRELD &S BEEENDEEZSMILET
FEEBAZSOIHEIOT O L ABRFHIRBERAR CEFMINTLVFE Ao FTz
AAEEIC K> TTNTOWEES(CHAIOF IV RICKBBRED TN BB TES DT
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1% E 1%k SEEAEA
BPREEIR GERIBBGL) | =R (92.6%) 2 EER-TE#E (16.5%)2. | Z3FERK.CAME
FEIR-HIHE(12.2%) 2 GEFRMRIG (R,
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RRER TR (66.4%) SRREE |
AR it
uftes =0 1B (23.6%) S5
%
fh-BRER ERPYTE (60.4%) @) EAEiTE (44.6%) 2
KRB FZ
misk U INEREE (21.9%) 29D
ZOfth EH (70.6%)2 BE(45.9%) 2 . H# | FE@EER
(15.4%)2
a) BRAREERICHOVTEFHEEICKIINELEIRIGORITIEE (RIFEE 1 0% EDBIR D H58E =50 E)
b) EER7HBURIIRHESNDEN GBS
o) SEEIEBMIE R CAIDIRE DIEIRE = [E E7
E1) E f‘(f%ﬁl:g ntc. ?J;IJEI?’EEEI%J:U HRFEHEINBMEAN HONFE U (5.4 585N E2a0R R ER (201 558) /N\— B (ENIFRZ) |
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E2) [7. ZOMDERICDOWVWTIBIE (39R—Y)
ERNDERREERICHS VW TEROOSNIEIRSDDPIC(E., 1 D BEER LD 20BZELORREEN TN
HD.EEHMEBEBOANEHEINREEENEVDOD. X ZEDAIBELVERBEEN SVLHDH
FE5NFELRLY,
(XA ZAVWICERARRRICE TR MEROFFMIS. EASE1 /24858 14~ 19— /855348
BEREBR(F20~25R—I BN E2/3BHERF 26 ~29R—I B XUBNE2alR KRR /N— B
30~35R—=I&EITBRLIEEV),
[BFER/FRIRRICDWT]
BFRIRIGDIERIZ. Z< DIZE. AFIERE 1 ~2BRICHSONEF ITH. FNICERE BRLRICHS5HhNS
EBEMEOBFRG (BR. BRI RE) MRESINTUVE T, AEIBRERICCOISITEREDBAR
RISDHSONIZE THH>CH. LIBOEEIEARNICEOE T 2NEIFRL, [1.2 BEIEERADSFEL
[CEEEDESY  AFIEREDO OB ZHIML T EE L2,
UTeh' > T #iiEEE IC BB ICC O X IERZZSCRIR IS B SONIIEEF . RO DEiERI I CEAT
ZIHURADEIOIBLALIEE ), IFEEEMITIEM [RINA TN AFHFDBEZEZTDENICZDEZ
SEHEHULTVLET DT FBEEENDHBADRICT/ERLIEE L,
1) HRER: EREFTHEER
2) https://www.swissmedic.ch/swissmedic/en/home/news/coronavirus-covid-19/sicherheit-covid-19-impfstoffe-verzoegert-lokalreaktionen.html
(202178187 7= RE)
3) Blumenthal KG et al. N Engl J Med. 2021; 384(13): 1273-7.
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5. FEERKRIERICDNT

5.1 ENSE1/24HERRSHER (NCT044677660) (HIEI%E)

AEBESETEE AL (CTD 2.7.6.4) :EAE 1/ 2R B LU RERMEHIR(TAK-919-150155)

<gtEREl=>
B ® AH DR, RBEELE FSEREEEUTHET S
O # % 20 Ll D BAARRERAS % (20061)
E 5 st EAFIEE (1506)) F1z3 7S ERE (506]) [CEEBICEWAHT. ZNZN2E. 288D
E'Et “ R T TRRMICERELR,
&l
B SEEE:
S « DayS57MR/SA 79V NS RIGESTUAMEIC KW FHE U T- AR DS B S 6 T HE
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MBI oGl Z R E Uz, AEIBFTIE.Day 57DCGMTIF813.05. GMFRIF1009.25 8T 4.
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Day 57 DfEE MmO
TS5tnEt s
Ry 20~64i% 65mLlE Ry 20~64i# 65mLlE
N=49 N=3¢9 N=10 N=147 N=98 N=49
AN=2 | GMT 0.67 0.67 0.66 0.81 0.78 0.86
347 | (@A95% CI) | (0.58, 0.77) | (0.57,0.79) | (0.48, 0.91) | (0.70, 0.93) | (0.66, 0.93) | (0.66, 1.12)
GMT 0.60 0.59 0.66 813.05 810.61 817.95
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SCR n(%) 1(2.0) 1(2.6) 0 147(100) 98(100) 49 (100)
(m@95% Cl» | (0.1,10.9) | (0.1,13.5) | (0.0,30.8) [(97.5,100.0)(96.3,100.0) |(92.7, 100.0)

N=5T{Hi 515 . n=4 A FFEHIEL
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GMT 79.9 79.9 79.9 1731.1 1727 .4 1738.3
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1EEEEE 2EBEiEE
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= ER2 3(6.0) 124(82.7) 1(2.0) 125(85.0)
- Grade3Id k 0 2 (1.3) 0 6(4.1)
e BR2H 2(4.0) 17(11.3) 3(6.0) 15(10.2)
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EEPY 0 3(2.0) 0 26(17.7)
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BiE 88(88.0) 36(72.0) 81(82.7) 44(89.8)
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*3: BEEEN EE (HEFHZHIFS) I LERSSNBEEER
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5.2 ;B9 SE3HERAREIBR (COVERER; NCT04470427) (IEISRE)

SREFEHMER) (CTD 2.7.6.3) SBHEIMREUS LURERIECR I )LFHER(MRNA-1273-P3015158)
Efficacy and Safety of the mRNA-1273 SARS-CoV-2 Vaccine, Baden LR et al. N Engl J Med. 2021; 384(5): 403-16.
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EREUTz. 65U ETHBIE BLUUTDSB 1 DU EZ R LT IEZTEILURTE
snmetmy | U ) BERREXGPSENSBEORS, 2) BANDEE, 3) EEOIE, 4) R,
MBI 5) BFiReR. 6) HIVERRYE, 158 BIEEURT D6 B HEREE25~50%BHANBHDELT,
DOF DA (VE) &, 20 E818H% | A0LIEICRET BCOVID-19FED/\ T — kit
DETFETESESN. BILCOXBIN T —REFILERNT, FSERELBULARIDVE
ZEHE LTz
Igmﬁlﬁa'caaévaawa)ﬁmﬁ (VE) [d.~— 7\74JE§0)SARS Cov- QRN BESN. 20
EETER | 4BLEICRELIZCOVID- 1 YR E RIS LT, TRIEATIECOVID-1 8RN
956 BRI 196, EFEUI B TEML . SARS-CoV-2IC K BRPEICH T B VEESHE L.
FEMTHISSRIT RO EHB Y,
SARS-CoV-2IC & BBREICH T 2EY
e IS tike VE(%)
(ELER
REATSISR(B) | COVID-198EGI(B) | MEHTIR(BY) | COVID-19REHI(H)
thRAERIR 13,934 5 13,883 90 94.5[81.8, 98.3]
EEHER 14,134 11 14,073 185 94.1[89.3, 96.8]
COVID-191ESI: RT-PCRIZERZMEN D2 DL EDEHAEIRF 2 IF 1 DL EDIIRSFIEIRZE T BAERECOVID-197T. 2EE
BENS 1 488 LR (ICFAE LT AES]
VEDEAICIFHIERR2 1 ~42BEOWREN SFN. ZD S5 HEM RN 25~35HE DRBRE N PRIMET TIF93.0% (25,861
Bll) =B TIE97.7% (27,5676) TH ol
a) BEB=EHZEELL. FimECOVIDI9ERELURT (18~64mN DEIE(LURTEFIRU. 18~b4mND DEFELU X TR FH 1.,
65 E) ZEBRIRTF £ Uz BRICOoXEEHIN Y —REFIVICKWER . DREEITIE9.1 BIEFEXE. T E/HEEI5%EFREXE.
20



=IReE d i

COVID-19d
FERNTOEFRT.EEDCOVID-19D30FIHEESN. IRT TS ERBETORIECTH I (TS
tREEI0HI. AFIEXOH) » AFID2EBHBEERDEEDCOVID-19RIEFHDOVEDRHEEIE
100%CdHolc,

3F¢%Eﬁ£$%h¥ 1IEILlizﬁ%ﬁ%oﬁszﬁ%zb‘hﬁ"\'C(D?ﬁ%ﬁ%%Sd%h_ﬁﬂﬁLJLO FiE%28H
BICHRESNISEREREBRICOVT. FSERECSIFZTU—RI(BEE) DIFFEFEER
DFIAE (1.3%) [FAFNBOFRIRIEE (1.5%) CEAREETH  ZREEVFREREERB LU

EERERSESEROAREEDEKTH o,
BiEEL28HMICERH SNIIFRERESR (X ZREHERE)

2FRE 18~64i& 65mLLE
JStR#E | FHEE | JSuRE | FHE | TSR | FEE
N=15,166 | N=15,185 | N=11,416 | N=11,415 | N=3,750 | N=3,770
ETOIFRERSER 3,277(21.6)| 3,632(23.9) | 2,463(21.6) | 2,674(23.4)| 814(21.7) | 958(25.4)
ERSIERERESER 89(0.6) 93(0.6) 46(0.4) 54(0.5) 43(1.1) 39(1.0)
SECICESIIFRERESR | 3(<0.1) 2(<0.1) 1(<0.1) 1(<0.1) 2(<0.1) 1(<0.1)
PREBULIERERSER | 1.465(9.7) | 1,372(9.0) | 1,051(9.2) | 991(8.7) | 414(11.0) | 381(10.1)
2EIEEEDODIEICEST:
R TEEES 80(0.5) 50(0.3) 62(0.5) 37(0.3) 18(0.5) 13(0.3)
HERNDOENPIEICEDT:
N TEEER 2(<0.1) 2(<0.1) 0 1(<0.1) 2(<0.1) 1(<0.1)
EESIERERESER 202(1.3) | 234(1.5) | 132(1.2) 156(1.4) 70(1.9) 78(2.1)

N=FFEBI%. n=FIRHIEL

n (%)

ASURRYRER O
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BiEER28HEATRREEDVTFNHIDETI LU LTHOILIIERERSER (ER. FERED)

JS5tihEt A HIEE
N=15,166 N=15,185
IS EESEROMSHE 6,0854 6,79814
IS ERAESERODMREHIE 3,277 (21.6) 3,632(23.9)
HEREE 622(4.1) 684 (4.5)
iEE 458(3.0) 466(3.1)
O FFIRES. B3R 3 & U HtMREE 583(3.8) 536(3.5)
= 1% 156(1.0) 164(1.1)
%E OB 203(1.3) 147(1.0)
5t SEEE 440(2.9) 478(3.1)
..Isg 5 162(1.1) 189(1.2)
S HERRBLURSHERE 617 (4.1) 671(4.4)
L RAE 167(1.1) 207 (1.4)
< T 181(1.2) 200(1.3)
—iR - EREEH LUIRSIBLIDIKEE 622(4.1) 1,006 (6.6)
my 336(2.2) 372(2.4)
FEETAB(IE 54(0.4) 151(1.0)
N=sHEiGI. n=FIR{E1% n(%)
1) BEEEEREM
BEEEERE. IO LLEREDEEZZ T B EEEERDT —INBOSNTEHEBRBETRIC
BifUlc, 2 TEEEER0D | OBEBERORIBEE (L. A8 87.8%. TS tzhEf 48.1%Th ol
20BEBEE TIIARIE 92.2%. S thEE 42.8%THolc.
EREOETEEEERD | OBEERORIREEL. AFEE 84.2%. FStREE 19.8%TH o,
20B#EE% TIIARIE 88.6%. S tzihEf 18.8%CTHholc.
2EMOBETEEERD | OBEERORIREEIL. AFEE 54.9%. FStREE 42.2% THol.
20BEBEE TIIARIE 79.4%. SR E 36.5%CTHolc.
BIER7EMICED SNISEEEER(AES)
e 1EBEER FIRGIE(%) - 200BEER RRGIE(%)
&t | Grade 1| Grade 2 | Grade 3 | Grade 4 SEt | Grade 1| Grade 2 | Grade 3 | Grade 4
VA | 13319 | 9,342 | 3,124 | 848 5 VA | 13534 | 4855 | 5781 | 2,884 | 14
7o IN=15168| (87.8) | (61.6) | (20.6) | (5.6) | (<0.1) [N=14677| (92.2) | (33.) | (39.4) | (19.6) | (<0.1)
WRAES| o) | 7084 | 5147 | 1770 | 361 | 6 PL | 6232 | 4354 | 1534 | 341 | 3
N=15,155| (48.1) | (34.0) | (11.7) | (24) | (<0.1) |N=14566| (42.8) | (29.9) | (10.5 | (2.3) | (<0.1)
VA |12765]10731 | 1,505 | 529 0 VA_| 13006 | 8778 | 3208 | 1020 |
Emte N=15184) (842) | (708) | 9.9) | (3.5 N=14,673| (88.6) | (59.8) | (219) | (7.0)
REAES| ol | 0097 | 2837 | &2 78 0 PL | 2735 | 2581 | &2 72 0
N=15151| (19.8) | (187) | (0.5 | (0.5 N=14562| (188) | (17.7) | (0.6) | (0.5
VA | 8320 | 5372 | 2946 | 447 5 VA | 11652 | 3723 | 5590 | 2325 | 14
gai [N=15167| (549) | (354) | (165) | (29) | (<0.1) |N=14677| (79.4) | (25.4) | (38.) | (158) | (<0.1)
REAES| b | 4399 | 4346 | 1739 | 308 6 PL | 5323 | 3526 | 1,512 | 282 3
N=15155| (42.2) | (28.7) | (11.5) | (20) | (<0.1) |N=14,585| (36.5) | (24.2) | (10.4) | (1.9) | (<0.1)
N=sF{@fI (EFBEC K ISHTL=HIED)
KEAEs: (U TRATE) 5. 4T (F577) . BE (BE6) S E1ERh & MR OB S 7= 13 (U SEE) . (U T2 8) 38CLLED
HE TER.EY . BNE. BEE. B0 Bt EREE5 UEFHEPEEICKV ZOEEETHIULCAESER,
VA AEE PL:FStRE
22



2) BAEBEEEER
AHBE TR FMEREEEEROEEEREICTV—RIFLE2THY . |DES XU 20B#E

BEZNZTNHRET2.0BHKXU3.0BFHHUIC. ERBRIFEFBECTH oI
EER7HRMUAORFERERSSR

—— 1CEEERS RIRGIER(T) - 2EBEERE FIRGIB(%)
&5t | Grade 1|Grade 2 | Grade 3 | Grade 4 &Et |Grade 1 |Grade 2 | Grade 3 | Grade 4
VA | 12690 | 10,990 | 1,284 416 0 VA | 12943 | 9,498 | 2,841 604 0
- N=15,164| (83.7) | (72.5) | (8.5) (2.7) N=14,673| (88.2) | (64.7) | (19.4) 4.1
]
PL 2,658 | 2,549 54 55 0 PL 2477 | 2,378 59 40 0
N=15151| (17.5) | (16.8) | (0.4) (0.4) N=14,562| (17.0) | (16.3) | (0.4) 0.3)
VA 1,553 | 1,395 109 49 0 VA 2,090 | 1,737 286 67 0
Yyt [N=15163| (102) | 92 | 07) | 03 N=14,473| (142) | (11.8) | (19 | (0.5
B PL 722 668 27 27 0 PL 567 521 27 19 0
N=15151| (4.8) | (44) | (02 | (02 N=14562| (3.9) | (3.6) | (02 | (0.1)
VA 430 267 121 42 0 VA 1,257 442 528 287 0
I N=15,163| (2.8) (1.8) (0.8) 0.3) N=14,673| (8.6) 3.0) (3.6) (2.0
&R p | 67 | 47 | 7 B3| PL | 5 | 38 | 3 5|,
N=15151| (0.4) | (0.3) | (<0.1) | (<0.1) N=14562| (0.4) | (0.3) | (<0.1) | (0.1)
VA 932 605 245 82 0 VA 1,789 890 645 254 0
B N=15,163| (6.1) (4.0) (1.6) (0.5) N=14,673| (12.2) (6.1 (4.4) (1.7)
@D o [ 52 [ 39 | 7 6 o Pl o |9 | 9 | .
N=15151| (0.3) | (0.3) | (<0.1) | (<0.1) N=14,562| (0.3) | (0.2) | (<0.1) | (<0.1)

N=5T{I5I%1 (EFBEICKUFHE L H1%0)
BEAES BEE5UCEFHEPERICKII ZDEEZHIELICASER,
VAIAREIBE PL:SthE

|OE&ER. 20B8&ER/HURICERUCAFEICS T 2FHFIOBMEDHERESERIG

TEEDEBY,
1DB#EER 2OBEER

18~641% 6511 E 18~64i 6511 E

N=11,406 N=3,762 N=10,985 N=3,692
=i 9,908(86.9)2 2,782(74.0)® 9,873(89.9)% 3,070(83.2)°
U EhE 1,322(11.6)2 231(6.1)9 1.775(16.2)9 315(8.5)°
HIBE(53F) 344(3.0) 86(2.3)° 982(8.9) 275(7.5)°
AR () 767(6.7)° 165(4.4)° 1,389(12.6)9 400(10.8)®

N=FFiif5)%% (BFHEEIC KUFHIE LI FIED) . n=FIRHIEL
a) N=11,402. b) N=3,762. c) N=3,761. d) N=10,984.e) N=3,489

n (%)

ASURRERER O
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| OB&RER. 20B&ER/BLUAICERUC. FRIBCH I IBLADOBAEDRHRETEERG

REEDEH,
1oBEiEE 2o BiEER
B4 k-4 B4 k-4
N=7,913 N=7,255 N=7,644 N=7,033
=iE 6,413(81.1)2 6,277 (86.6)° 6,564(85.9)9 6,379 (20.7)®
C§> U I\BHEE 726(9.2)P 827(11.4)9 890(11.6)d 1,200(17.1)®
E FIHE(FEIR) 162(2.0)» 268(3.7)9 430(5.6)9 827(11.8)®
Eg» BEAR (BE5S) 422(5.3)D 510(7.0)9 726(9.5)9 1,063 (15.1)@
[ N=FFEBI2 (B F D12 R FRELI- L) . =SBl nGo)
a a) N=7,912. b) N=7,9211. ¢) N=7,252. d) N=7,643. e) N=7,030
T i
3) EEMREARSEER
KRB TIE. 2B EAEEROEEERFEICTU—RIFF2TH o1, | OEBEERICHEN KL
HFONEEEBMHRBEEEERFIEFDLVUERTHY ., 20EEFERICEENLLKHFONTEEHE
BEEEERE.ES. . BR.GRBE.EHBESLUERTH I, KEEICH IT22E5MHDORE
EEEROEHGRPRIE.  DBEEERS LV 20BEE#EDICHIET2.0BTH oI,
EER7BRLNDES R ERSSR
- 1DBEEEN RREIE(%) - 2OBEERE RRGIEB(%)
@5t | Grade 1 | Grade 2 | Grade 3 | Grade 4 ai Grade 1 | Grade 2 | Grade 3 | Grade 4
VA 115 74 26 11 4 VA | 2,278 | 1,364 | 699 202 13
o N=15164| (0.8) | (0.5 | (0.2) | (<0.1) | (<0.1) [N=14,669| (15.5) | (9.3) | (4.8) | (1.4) | (<0.1)
PL 44 29 7 2 6 PL 43 33 5 2 3
N=15153| (0.3) | (0.2) | (<0.1) | (<0.1) | (<0.1) [N=14,559| (0.3) | (0.2) | (<0.1) | (<0.1) | (<0.1)
VA | 5,635 | 3,599 | 1,885 | 150 ] VA | 9,582 | 3,432 | 4,722 | 1,428 0
o N=15163| (37.2) | (23.7) | (12.4) | (1.0) | (<0.1) |N=14,673| (65.3) | (23.4) | (32.2) | (9.7)
PL 4,133 | 2,709 | 1,319 | 105 0 PL 3,403 | 2,182 | 1,115 | 106 0
N=15150| (27.3) | (17.9) | 8.7) | (0.7) N=14,560| (23.4) | (15.0) | (7.7) | (0.7)
VA | 3,441 | 2,445 | 906 90 0 VA | 8,508 | 3,239 | 3,951 | 1,318 0
HE N=15163| (22.7) | (16.1) | (6.0) | (0.6) N=14,673| (58.0) | (22.1) | (26.9) | (9.0
PL 2,071 | 1,567 | 457 47 0 PL 1,809 | 1,300 | 457 52 0
N=15150| (13.7) | (10.3) | (3.0) | (0.3) N=14,560| (12.4) | (8.9) | (3.1) | (0.4)
VA | 2,511 | 1,846 | 604 60 1 VA | 6,284 | 2,802 | 2,712 | 770 0
RIBHTR N=15163| (16.6) | (12.2) | (4.0) | (0.4) | (<0.1) [N=14,673| (42.8) | (19.1) | (18.5) | (5.2)
PL 1,783 | 1,341 405 37 0 PL 1,569 | 1,142 | 383 44 0
N=15150| (11.8) | (8.9) | (2.7) | (0.2 N=14,560| (10.8) | (7.8) | (2.6) | (0.3)
VA | 1,262 | 1,048 | 204 10 0 VA | 2,785 | 2,090 | 674 20 ]
=i/ [N=15163| (8.3) | (6.9) | (1.3) | (<0.1) N=14473| (19.0) | (14.2) | (4.6) | (0.1) | (<0.1)
B0t PL 1,074 | 890 172 12 0 PL 934 756 167 11 0
N=15150| (7.1) | (5.9) | (1.1) | (<0.1) N=14560| (6.4) | (5.2) | (1.1) | (<0.1)
VA | 1,253 | 940 289 24 0 VA | 6,482 | 2,899 | 3,392 | 191 0
== N=15163| (8.3) | (6.2) | (1.9) | (0.2 N=14,673| (44.2) | (19.8) | (23.1) | (1.3)
PL 878 706 158 14 0 PL 809 626 166 17 0
N=15150| (5.8) | (4.7) | (1.0) | (<0.1) N=14,560| (5.6) | (4.3) | (1.1) | (O.1)
VA | 4951 | 3,953 | 727 271 0 VA | 8,602 | 4084 | 3,139 | 659 0
B N=15,163| (32.7) | (26.1) | (4.8) | (1.8) N=14,673| (58.6) | (32.7) | (21.4) | (4.5)
PL 4,027 | 3,306 | 525 196 0 PL 3,410 | 2,739 | 509 162 0
N=15,150| (26.6) | (21.8) | (3.5) | (1.3) N=14,562| (23.4) | (18.8) | (3.5) | (1.1)
N=5Fflif51£% (BFBEEICKWEHELZHIE)
BEAES . BE5UEFHEPESEICLVZDEREZTHEULEEER.
VA AEIB PL:StmEs
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|DE&EER. 208 &%ER7/BLUAICKRE U FEBECH T IFHFIDOEEEDHEFTEERIG

ASURRERER O

FEEDESBY,
1OBEER 2o BiEER
18~64i& 65mELE 18~64i% 65mLlE
N=11,4062 N=3,762 N=10,985° N=3,692%
FEH 105(0.9) 10(0.3) 1,908(17.4) 370(10.0)
&5 4,384(38.4) 1,251(33.3) 7,430(67.6) 2,152(58.3)
BAERTE 2,699(23.7) 742(19.7) 6,769(61.6) 1,739 (47.1)
RIEhT 1,893(16.6) 618(16.4) 4,993(45.5) 1,291(35.0)
i /IE0E 1,068(9.4) 194(5.2) 2,348(21.4) 437(11.8)
ok 1,051(9.2) 202(5.4) 5,341(48.6) 1,141(30.9)
55 4,030(35.3) 921(24.5) 6,898(62.8) 1,704 (46.2)
N=5Ffi51% (BFBEICKWEFHEUI=BIEL) . n=FEIRGIE n (%)

a) FEEEIN=11,404, ZNLUSHIN=11,402. b) F&(FN=3,760. ZNLIFHIN=3,761
C) FEEIEN=10,979. ZNLUFHEN=10,984. d) FE&IEN=3,690. ZNLIFEN=3,689

Flo. | DEEER. 2O0EEER/HUAICER U . FEBFICH I 2BLFNOEEHDEEES
ERIFTFEDESY,

1EB#EiER 2o BistER
S i S i

N=7,9132 N=7,255 N=7,644° N=7,033%
S 50(0.6) 65(0.9) 1,002(13.1) 1,276(18.1)
"H 2,667(33.7) 2,968(40.9) 4,692(61.4) 4,890(69.6)
BhPTE 1,761(22.3) 1,680(23.2) 4,221(55.2) 4,287(61.0)
RAERT® 1,306(16.5) 1,205(16.6) 3,119(40.8) 3,165(45.0)
Zibv/IENL 505(6.4) 757(10.4) 1,029 (13.5) 1,756(25.0)
BE 627(7.9) 626(8.6) 3,170(41.5) 3.312(47.1)
BAfE 2,217(28.0) 2,734(37.7) 4,028(52.7) 4,574(65.1)

N=5T{Eif51#% (EFBEEIC K UEHEL=BIED) . n=IRH1%K
a) FEEIN=7,210. ZNLISHEN=7,911. b) FEIIN=7,254, ZNUUSNIN=7,252
C) FEEEN=7,638. TNLISIEN=7,643. d) FEZIIN=7,031. Z1UASMIN=7,030
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ASURBESRER O

5.3 ;55 552/ 3tBEEFRERER (TeenCOVERER;NCT04649151) (MIERE)

AEFKEICHWNTHIZ, 700812 R(C, 552/ FMERER/LERES R T S ENHIREER (TeenCOVE
HER) BRMESN. 1 2B L1 7RUTICH T SRERE. BMS UL T —IhFHES NI

<sEREI=>
B FEI DR BB SUORLME TS ERELBL TS S
B & BRER/R1 2~ 1 76 D3, 7322 DHERE (12~ 151 2,773%.16~17#% 959%8)

5 & WHRE2: | DR TCABIB - E TS ERBICEERCEYGF. ZNZN2E. 28 HB D
§ BIfR % 317 TR AICIERE LT,
E i :

o EHVEIMERER (COVERER) D 18~25M(CH(F3.Day 57 CEEDERE%288) DAA
EIEEC BT B MBEPFTA MDA T H S L O FIARERICH T 2D

B4 ELREEEER) -
. 20 BEE% 1 4BLREICRAELI=COVID- 198 EHAl

Z2H(EEFMEER)

. BEBR7ABOBFRMtBLULEHDIEEEER

- BEBR2OMOIEREETEER

 EEREOSZEETIAESER

cEEREEER . EEEEOSSEETIEEERBLORIEETRNEAESRELT
INR 2 B AEMEEIREE (MIS-C) *

(i) MBRFAIFUAEA COVID-19 DRAHIBEN L E B HBREBDEIS. FelE. Z DL
BAHIRHMENZRO STURK GG, (i) AFIEAERED (o) MBEFAIFTMEDRETTS (GMIBE) H&KV°
(b) PFFUAINEEDIm D' BANFEIBERARER (COVERR) [CERSNICEERA (18~
251%) DARIEEED ST/SNCBDEHRUCHFSZMTHIIEZRI EICKN. DITFY
DEMMEEHRI Uz, D7F 2 OBEMME (VE) 3. AFEN TS EmeE0 [1-BEE (AF) | Dk
ELTEESINT.

FHEIRE

FISREFiE

* IS NEMAEIREE) (MIS-C) (/DL B, Bl B, 528, B BIS10 & R REMUINIEZEC I 5E T BB UIC/IVE(E, 2k 188,
IBlt. TH. BEDMRE» . HORMPENP T EREDRLMERZET D, RAFTHETH DD MIS-COEEIFSARS-CoV-2
RBEEHLLFCOVID-19ZENFRICOL I FHTe BB,

1) https://www.cdc.gov/mis-c/index.html

12~1 7F2®$mﬁ¥k?3b‘é¢ﬁﬂ®ﬁxﬂ I*EEEEEH%‘Q“%T_&J Kufc%ﬁl;as‘b‘émlﬁEP}MZKWODA%{TFH
(GMIB) BXUPIITAINEET A D. BNEIBEREER (COVERER) [CHIFD2EEMAFRE
(18~25i%) [T T BIELMEZETRT TEICKD.COVID-19DFRHNR=ZEHERILT.
KBRTRPINAEELTY2—ROA IV AP T v A [CKURIE S Nz BRI (1Dso*)

ZRIE Uz, SERDMINEETHDEM T ICE DI L MF FELHET—I VN .5T. hh D[
FEHDORFEEMENO.8LU L. PFIFERISERDECEDIELHEFIELET—IVNI0%T. hD
PAIMERERDEDRHEEBH —5.0 L&UT,

TBERDEEFDOMREE>IPer-Protocol@BREME Y Ty b3 200 A EEZT T L. RN—X
54 VEEDSARS-CoV-2DRT-PCRIEBES LU MBERENIEMETH  R—AS/4 2V (1HE) BKXU
57HEOHRMARAEZTV. 7O I—ILASDEXRGRFENBZH SR EBTERINTVD,



—7.COVERBRD S DREREEAFZEESNIEBERA (18~25i%) D305 7Z TR
ELTe. RAERICH I FAEERFE . COVERERE O MBPAMAE DA FHLE1.077
(95% CI:0.939.1.236) T. 1.58DIHMRAEZHZL TV (TROEE[FHEDI5% ClD
TBR>0.67) . 57THEBDARFERICH T2 AAZEEFLCOVERRFEDODPHRFLEERDZEIF0.2
(95% Cl:—1.8.2.4) THY. 10%DIEHMEEZmI Uic FURILERDZEDIS5% CID TREIE
>—=10%) . 22DFEFHHIEBFV T NOBFICHRE LIS MDEECEH UL ) . REFEED
TURRAVMEZER SN,

* |Dso: S0%PEERIRIEE

2a21—=F941 IV APF7 v (IDso0) [C3 T D MiEPFl i (i & PFI AL ER O 57 B E OEF R

COVESRERBE(18~258%) FHEBRB(12~171)
N GLSM2 N GLSM2 GMR
[FE95% CII [FE95% CII [RE95% ClIbe
e e i
(1Ds0) . 1301.312 " 1401.670 1,077
[1176.979, 1438.780] [1276.300, 1539.355] | [0.939, 1.236]

N % N % RS E0E
IS : [Ff95% CI1 n [Ff95% CI1 [Ff95% CI
(IDso) DS HT=
IS RO 98.6 98.8 0.2

292/296 [96.6, 99.6] 336/340 [97.0, 99.7] [-1.8, 2.4]

Cl{EHXE GLSMEIR/N"RFY GMREMFHL

a) IIAEHNEE TR (LLOQ) RiEDIHE . BIT(CIZ0.5XLLOQDEBARLS NI

b) FELMDRINEAE:CGMR (12~175%18~25i%) DERAI95%CITRE>0.67.h 2. GMRO=HEEN>0.8

o) FUAEHEE TR (LLOQ) KN SLLOQM EANELUEREDEIS K ERN—R 51 VD53 . 3BULE LR U KRS
DEIG

d) FLUOMIHERE PUFALERDZE (12~17%—18%~25m) DEAI?5%CITR>—10%. i 2 ERERDEDFHEERE
h>-5%

e) BRIRELER CB51E52/ 35 ER. /BH B 3MEHER (18~25m) ) ZBEEMRELIZANCOVA

mU/AuZFfﬂﬁIEQ'CZ‘JS%UQ?/O)ﬁxJJ 14 (VE) & R— Xj%/ﬂ%GDSARS COV 2BRENBESN.
20B#ER 1 4BLURICEELICOVID-19tEENZRRICFHELZ. T—F Dy bF THRRD
SARS—COV-2[CKBRBRPEICH T BVEFTRDESY, BH.T—IHYh A4 TRRT, 208 #E
#DIEHHIR (PRIE) (£53B7Eofc.

TS5tREt AHIEE
B R COVID-19 R R COVID-19 VE(%)
(&1) i1 [CT)) (&1) A2 [CT)) [[@f95% Clil
100
1,042 4 2,139 0 [28.9. NE]

NE: SHE7R8E
COVID- 1987 EHl: RT-PCRIZEMBIEM D251 EOLEHERE (3 1 DL EOIHRESER EE T HERIECOVID-19T. 208
B8NS | ABEIUEICREUIER]

ASURRERER O
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<ZElH>

KEERICIF AHBRICBNUCTRTOEBREDREMT —INZEN TN, AREMT —I(C(F.

20B#EEE. 2hnADHEN T

TUIAEERE 1,56 161 (41.9%. AEI8%:1,0876l. S mEE: 47 461) h

SEN2OBEHBER | nADBRBRNTE T UIRERE (I3, 62561 (97.3%. AHKIBE 12,4526l FSEmEs:
1,17361) T&HoTeo

4%Eﬁ£$%la* ’“B(t%]IEIL,U: %ﬁ%@&fﬁ’&xb‘ 4%&755%%0)7 S iRHUIcTRTD

WERE ZERRICEET U,

1) BIMtRERESER
BREBEAEERO | OBEEERORIRAE IARE?4.2%. TS ERE36.8% TH oI
20BEER T . AEIBF93.4%. TS EREE32.6% THol.
RIFEEODEN > EBEAMHEEEERIGEHEMRET. | DB EEROREIRBE(FAAEE
93.1%. PS5 NE34.8% THofc. 2OEEERDRIRERE (. AHEF?2.4%. TS REH
30.3%C&Hofc.
AHFE TR BAMRERASEROEEE R ECTV—RIFEF2TH o,

BHE I OESKLU2O0BEEER | ~2BTHIRL. ZNENDHRIETIBHF#F U,

EER7BAICROSNI RIS ERESER

1o B#EiEE 2oBiEiEE
TS5t iREE AHIBE TS5tihE AHIBE
N=1,238 N=2,482 N=1,220 N=2,478
=iE 431(34.8) 2,310(93.1) 370(30.3) 2,290(92.4)
Grade3 1(<0.1) 133(5.4) 3(0.2) 126(5.1)
Grade4 0 0 0 0
N=1,238 N=2,482 N=1,220 N=2,478
FIHE(FIR) 8(0.6) 334(13.5) 11(0.9) 484(19.5)
Grade3 0 21(0.8) 0 72(2.9)
Grade4 0 0 0 0
N=1,238 N=2,482 N=1,220 N=2,478
HERR (BE5E) 12(1.0) 403(16.2) 12(1.0) 509 (20.5)
Grade3 0 27(1.1) 0 56(2.3)
Grade4 0 0 0 0
N=1,238 N=2,481 N=1,220 N=2,477
U I\BREE 101(8.2) 578(23.3) 61(5.0) 519(21.0)
Grade3 0 10(0.4) 0 7(0.3)
Grade4 0 0 0 0

N:FHEiFI%% (BFBEHICKUEHE LI BIE)

n (%)




2) EBMHEREER
EEMHEAESRD | OERERFRIRARE(F. £FI8¥68.5%. TS NEE55.5% TH oz, 208
BB TIIAHIBE86.1%. TS EMEE46.0% TH ol
FEB T 2GMREEEEROEER I EICTU—RIFE2TH o1
FHBOEHMHIEREER(G . FEED | ~2BR(ICHIREL. FHinlE I RET2.0HTH ol

EER7ERICROSN 2R HREREER

1oBiEiEE 2O BiEiEE
TIS5tihE AHIBE TS5tihE AHIBE
N=1,238 N=2,480 N=1,219 N=2,477
FeEh
2 38.0C 12(1.0) 63(2.5) 12(1.0) 302(12.2)
38.0to 38.4C 9(0.7) 36(1.5) 6(0.5) 162(6.5)
38.510 38.9C 2(0.2) 18(0.7) 4(0.3) 93(3.8)
39 to 40.0C 1(<0.1) 9(0.4) 1(<0.1) 46(1.9)
>40.0C 0 0 1(<0.1) 1(<0.1)
N=1,238 N=2,480 N=1,220 N=2,478
FEE A 477 (38.5) 1,106 (44.6) 370(30.3) 1,739(70.2)
Grade3 17(1.4) 56(2.3) 14(1.1) 112(4.5)
Grade4 0 0 0 1(<0.1)
N=1,238 N=2,481 N=1,220 N=2,478
5 453(36.6) 1,188(47.9) 353(28.9) 1,679 (67.8)
Grade3 18(1.5) 33(1.3) 10(0.8) 188(7.6)
Grade4 0 0 0 0
N=1,238 N=2,480 N=1,220 N=2,477
- x b 205(16.6) 668(26.9) 153(12.5) 1,154(46.6)
Grade3 10(0.8) 24(1.0) 3(0.2) 129(5.2)
Grade4 0 0 0 0
N=1,238 N=2,480 N=1,220 N=2,477
£5)-E 143(11.6) 371(15.0) 113(9.3) 716(28.9)
Grade3 5(0.4) 15(0.6) 2(0.2) 57(2.3)
Grade4 0 0 0 0
N=1,238 N=2,480 N=1,220 N=2,477
/et 110(8.9) 281(11.3) 106(8.7) 591(23.9)
Grade3 0 2(<0.1) 0 2(<0.1)
Grade4 0 0 0 1(<0.1)
N=1,238 N=2,480 N=1,220 N=2,477
BE 138(11.1) 456(18.4) 97(8.0) 1,066(43.0)
Grade3 1(<0.1) 4(0.2) 0 11(0.4)
Grade4 0 0 0 0

JEﬁEﬁEE%IE{ 1 IEILU:/E.‘%%%UD&E%,QUL?’\Z DIREREZEXIRICEET LT,

N:FHiEifI£ (BFBHICKIFHIE L= AIED)

n (%)

BEER28BBICRESNIEIRERSEREAAFF20.5%. TS ENE15.9% TCRAEREETH .
ZEEZBEUCGHRTEEEER (AHIB#:6.3%. TS5 MEE6.5%) EELBEHEER (AFIB. TS e

EBI20.1%KiE) DREIMRE BRER THolc, IBRBZEL T FETH FUNESRTRAEMEAEIR
ElIBHonighorc,

ASURRERER O
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5.4 ;BN E2aHEEAREHER (2015K52)/ C—MBGENISIE)

<P EREIE>
- AR ETEREELT2EERELE (/S—MA) HERE TR UL T AR B lREE LT | BEE
LIt 2 DRLUB LU RBEMEE U
O # o= 18 LD RERAEL
E 5 % MEsEE UTARI0.25mL %1130, 5mLE 2 EEE U wERE (. 20EEED 6~81 B
1__5!% - [CAFI0.25MLEENREE LT | OfNAEEL. FEE R T ealiiLTc.
&l
L2 22 (EEFHER):
'_3 . EEE7EROBFtS LUSEHOBEEEER
x . EB%28AMDEETEEEER
z . DERPROZBEEELIEEEER (MAAE)
. « SERPBOEEREEESR
ESHERE |\ o) v onr0BGme
SEEY (EEHEEE):
SENEE2aBEERERER (20 1 SRER) TIENISEEE (Day29) B LUSEHEI1BEEFRRER (COVERER)
DYEREZDE—T8 (Day57) [CBIF DSARS-CoV- 245 BRI thFlHA D & T4
(GMT) Dt (GMR) B KUHIHAIGE S (SRR)
BHGEEDSARS-CoV-245 R M hFIFAD AT EHAME (CMT) B LA ESE
(SRR) DV T WO B %D 2R B ZHE UTc 7 — 9 &AL T AESRKICKT I B hiliiA(m
DOMTB&LV'SRRE X EHHIEE & L. BN B 310EERRER (COVERER) [CH T BIEL %
RIS B5E T UvI VIR EERE U,
YL E 225 (201 8/ Y—MB) DAFIEEDay 29DRBINE &, BN EIBIERTER
sugstgs  (COVERER) ODay 57ORBLEDEEFEY 27 HAMMT (ANCOVA) E5)L%
e ERALE. EFILICIE. 201588/S—MBDDay 298K 0301 58/ S—~ADDay 57(C
B DA MOT KT IREEREBE L, BRI A HIAZTHE U 8 (658, 65881 L)
THEUE, SEBRRODNNAMOLER/N\"RTFHEE (GLSM) BLUZO™EAIV5%
ClEEHRUz, EFIVICEDCLIMBLUHT 595% ClOHENE AT —IL) &
TR, FTED R T —ILICHBIF RTINS OHEEES:, EEREEEHET 31=5IC. GLSM
O SHEULEGMRBEVZDmRIF5% ClERUz.

* PIOREDESRHEIZ0.5mMLTH D

<zZ2H>

#FO%ZE0.25MmL+HEIRZEO.25mL. #FEIRZEO.5SMmL+ENNREO.25MLB KLU TNSDHETF —9

ERYI.

1) BRIt EEEER
ZeMT—IDETWREFADS 5. HBREBHEICIVFEEEERDT —IHWBESNIHEEEIC
BVTOENGREELT I OEREE7BLUAICHSNIZBRMMEDREEEERZRT . HHET20]
HER/V— ARV COVERB CHIEREE U TAF 2B ERE ORI ETT .

BilfEg. RbRIFEENEH IO EEEERIIKRE (86.3%) THolc. BFIEDISE
BEERDOEEEIIABONI U—RI1FIFITU—R2THY. T U—RITCROREFEENEH oIz
ERIIEE (4.0%) THole I U—RAOEBRIFHS I NBH ST,
Bt EEEEROAE D . EER 1 ~2BLAICRKIRL. HHn iR REIX 1 ~38THh o1,
U NEMEIE. YIOlRER iR U T RIFEEN S VMER N HS5 NI, EiE®R I BELEICHEIRL.
B DD RIBEF2HTH o,

30



EnREER78LUAICRD SN RIS ERESER

201558 COVEHE
IN\—=BA I\—NB
AEREEE | AE%HE0.25mL | HMERE0.5mL 'g‘fgfﬂ%"fﬁf NERE
e + BAIRE0.25mL | + w0 25mt | JZMLOSML | omEigs
N=198 N=163 N=167 N=336 N=14,691
N1=198 N1=162 N1=167 N1=329 N1=14,688
B 169 (85.4) 144(88.9) 140(83.8) 284(86.3) 12,964(88.3)
HU—K3LLE 1(0.5) 7(4.3) 6(3.6) 13(4.0) 606(4.1)
N1=198 N1=162 N1=167 N1=329 N1=14,687
TR (5e7) 15(7.6) 10(6.2) 8(4.8) 18(5.5) 1.274(8.7)
HU—K3LLE 5(2.5) 2(1.2) 1(0.6) 3(0.9) 287/(2.0)
N=198 N1=162 N1=167 N1=329 N1=14,687
BEER) | 21(10.6) 12(7.4) 9(5.4) 21(6.4) 1.807(12.3)
T 1(0.5) 100.6) 100.6) 2(0.6) 255(1.7)
N1=198 N1=162 N1=167 N1=329 N1=14,687
UvItEEE | 20(10.1) 35(21.6) 34(20.4) 69(21.0) 2,092(14.2)
HL-K3LLE 0 0 100.6) 100.3) 48 (0.5)

N=5FHfifI£1. N1 ="88RZENEES N EFHEICKIZE T 2EEERDT —IHMESNIRERE . n=FIRHIE

n (%)

ENlRZEER7BUAICERUCABEICS T 2F R OBAMEDRERSTERIE TELDEY.

18ELA L5 5%k 55 E
AERBE0.25mL | MERE0.5mL 'g‘fgfﬂ%”'?gf AERBE.25mL | MERE0.5mL 'g?gﬁnﬁ%’?:f
+ BNI%4E0.25mL | + ENIRIE0.25mL | . ‘ + BII%E0.25mL | + ENRE0.25mL | .. :
+ EI%4E0.25mL + EHl%4E0.25mL
N=73 N=79 NeT52 N=90 N=88 K178
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
=% 66(91.7) 68(86.1) | 134(88.7) | 78(86.7) 72(81.8) 150 (84.3)
SU-K3E|  4(5.6) 3(3.8) 7(4.6) 3(3.3) 3(3.4) 6(3.4)
N1=72 N1=79 N1=15] N1=90 N1=88 N1=178
MEEF) | 4(5.6) 5(6.3) 9(6.0) 6(6.7) 3(3.4) 9(5.1)
HU—-K3E 0 1(1.3) 100.7) 2(2.2) 0 2.1
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
BE@ER) | 569 5(6.3) 10(6.6) 7(7.8) 4(4.5) 11(6.2)
HU—-K3E 0 0 0 o 1.0 2.(.1)
N1=72 N1=79 N1=15] N1=90 N1=88 N1=178
UVIERE | 17(23.6) 22(27.8) 39(25.8) 18(20.0) 12(13.6) 30(16.9)
HU—-K3E 0 101.3) 100.7) 0 0 0

N=5HifI%1. N1 ="85RENEES N EFHEICIIZE T 2EEERDT —IHMESNIRERE . n=FIRHI

n (%)

ASURRERER O
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2) EBEMHREREER
ZEMT I DFEMNREICHE VT EER/BUAICHON2BEHDKERTEERZETRI .
HHET201 7B/ N—PAS KLV COVERBR THIOREE U TAR OB EER DRI ZRT .
BERERICHONICERBREBMDIREEEERIIES (61.1%) 587 (57.4%) HARE (51.1%) H XV
K& (41.0 %) THofco EHUDHEBETBRIGKREDON T LU—RIXBITL—R2TH o1,
EHUDREEEEROKE D EER 1 ~2BLUAICHIREL. AR PREE 1 ~38TH ol
ENlRER7BLUAICEHSN2BEREREER

201588 COVE§fEs
JS—RA JS—NB
NEREEE | VERE0.25mL | #IERE0.5mL 'g’;’gfﬂﬁf,”‘?ﬁf NERE
BiE® +BIIRE0.25mL | +BNIKWO.25mL | e SR | 2B
N=198 N=163 N=147 o N=14,691
N=330
N1=198 N1=162 N1=166 N1=328 N1=14,682
) 26(13.1) 13(8.0) 11(6.6) 24(7.3) 2,276(15.5)
HJU—K3LLE 4(2.0) 0 2(1.2) 2(0.6) 216(1.5)
N1=198 N1=162 N1=167 N1=329 N1=14,687
R 104 (52.5) 97(59.9) 92(55.1) 189 (57.4) 8,637 (58.8)
HJU—K3LLE 9(4.5) 6(3.7) 2(1.2) 8(2.4) 666 (4.5)
N1=198 N1=162 N1=167 N1=329 N1=14,687
ia) 128 (64.6) 103(63.6) 98(58.7) 201(61.1) 9,607 (65.4)
SU—K3LLE 18(9.1) 13(8.0) 7(4.2) 20(6.1) 1,433(9.8)
N1=198 N1=162 N1=167 N1=329 N1=14,687
AR 104 (52.5) 86(53.1) 82(49.1) 168(51.1) 8,529 (58.1)
HU—K3BLE 15(7.6) 9(5.6) 5(3.0) 14(4.3) 1,321(9.0)
N1=198 N1=162 N1=167 N1=329 N1=14,687
RAEhIE 77(38.9) 66(40.7) 69 (41.3) 135(41.0) 6,303 (42.9)
HU—R3BLE 8(4.0) 8(4.9) 5(3.0) 13(4.0) 775(5.3)
N1=198 N1=162 N1=167 N1=329 N1=14,687
/1B 41(20.7) 29(17.9) 19(11.4) 48(14.6) 2,794(19.0)
HU—-K3BLE 0 0 0 0 22(0.1)
N1=198 N1=162 N1=167 N1=329 N1=14,687
=5 78(39.4) 62(38.3) 59(35.3) 121(36.8) 6,500 (44.3)
HU—K3BLE 1(0.5) 2(1.2) 0 2(0.6) 191(1.3)
N1=198 N1=162 N1=167 N1=329 B
RE* 6(3.0) 6(3.7) 3(1.8) 9(2.7)

N=5HEiBI%1. N1 =1RBREEFICLVEZE T DHEEERDT —I DESTURERE  n=RIZHIH
*EEREE R COBMINEICSH ) T U —MERZEINELTLIRL

n (%)




ENRER7/BUAICERLUC. 250K EREERDFAFICH (T IFHBIDEESRIT T

D@k,
18 L5 5%k 55 E
AERBE0.25mL | AERE0.5mL 'gfgfﬁ%'?ff AERBE.25mL | MERE0.5mL 'g?fnﬁ%”?:f
+ EMRE0.25mL | + Enlgm0.25my | %:25mL/0. + EAISE0.25mL | + EMfE0.25mL | O:2omL/0.
+ E%4E0.25mL + EHl%4E0.25mL
N=73 N=79 Nel5? N=90 N=88 K178
N1=72 N1=79 N1=15] N1=90 N1=87 N1=177
s 4(5.6) 6(7.6) 10(6.6) 9(10.0) 5(5.7) 14(7.9)
HU—-K3E 0 1(1.3) 100.7) 0 10.1) 10.6)
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
B 41(56.9) 45(57.0) 86(57.0) 56(62.2) 47(53.4) | 103(57.9)
HSU-KE|  2(2.8) 101.3) 3(2.0) 4(4.4) 100 5(2.8)
N1=72 N1=79 N1=15] N1=90 N1=88 N1=178
P 44(61.1) 46(58.2) 90(59.6) 59 (65.6) 52(59.1) | 111(62.4)
HU-KE|  4(5.6) 3(3.8) 7(4.6) 9(10.0) 4(4.5) 13(7.3)
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
BN 37(51.4) 37(46.8) 74(49.0) 49 (54.4) 45(51.1) 94(52.8)
HU-KWE|  4(5.6) 3(3.8) 7(4.6) 5(5.6) 2(2.3) 7(3.9)
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
RIBHT 24(33.3) 34(43.0) 58(38.4) 42(46.7) 35(39.8) 77(43.3)
HU-KE|  4(5.6) 2(2.5) 6(4.0) 4(4.4) 3(3.4) 7(3.9)
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
BO/EE | 17(23.6) 12(15.2) 29(19.2) 12(13.3) 7(8.0) 19(10.7)
HU=K3LLE 0 0 0 0 0 0
N1=72 N1=79 N1=15] N1=90 N1=88 N1=178
=5 28(38.9) 30(38.0) 58(38.4) 34(37.8) 29(33.0) 63(35.4)
Hu-KE|  1(1.4) 0 1(0.7) 10.1) 0 1(0.6)
N1=72 N1=79 N1=15] N1=90 N1=88 N1=178
R 4(5.6) 101.3) 5(3.3) 2(2.2) 2(2.3) 4(2.2)

N=FHEiBI2. N1 =tREREEFEIC KV E T DEEERD T — I D RSNIIRRE  n=RIRHIH
HRERE B COBIRINEICH ) T L — NERZEINEL TLIRL)

n (%)
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ZOMDOEESR

IRERSERE . ZER/BUAICHONTRHERTEERZRI. INTOHEESREER L.
EER/HUBROMEU R EEEER. EREDERICRIUVRHETEBRICOVTHIHFERS
FEROEETTSHI

BER28BUNOIFRERSSROFERHEEIL1.3%TH ). MEREDHAE (0.25mLB KTV
0.5ML) B TREREVIRLBH 12 (ZNENI 8% B KUV 12.9%) . IFEEETERDIZEEIF. IXT
BEXEPEETH). . EEDFEATERLEHSNBH2fc. EREBREEBRBIUTEBRSI
DHRIEICESCBAEERFEN oI, BRBEEICIVARBE RS CHMSNISBHREEESER
(BAEER) &, Z SFAE WIORE CAFI0.25MLZEEBSNIRERE 1 6l) ZIRE. LW NBHERS
BRICBENDBRTH Ol

ZEMT—I DEAIRFREFICEWVC. ERZEUVCEESROARER(E5.8% CH Y. )O%E D
FAE (0.25mLBKV0.5ML) B TREREWVFBRD oI (ZENEN4L.6%B KUV7.0%) . BREIR D
DEHIBENICBEBREF VERECTAFIO.OMLZEBSINIHERE 261 (1.2%) DHTHS
NARIF. TU—R2DERBKITTLU—RIDRETH oI,

BH.2021FE8H 1 6BE TICHTHIFHRE TN TLIRL,

<ERE>

2015 BRTHIORZELTHEIO.SMmLD20EEZS T Ui GENMRRZELTHEI0.25mLITE
BREUR1 7161055 ENlkZa#DREREFHH AN REBIITONTC 1 496172 R ICHERT U,
PHAARELTY 21— FIAIVAPR 7 v A ICKVAES NP ITREZRAEUc, 20158k
IN—hrBDiENRZE%ECOVERBRDYIE R EE O PHFAMIE DRI &N _5F (GLSM) DL
(GMR) DR#EEIEIFT.755(95%CI[1.496, 2.060]) T ol

F1c. 201 HER/N— B DENREE ECOVERBR DY DO RZ % D hFNFUAMICE I E . hilFik
INEE (SRR) DEZFHEH LTz, 2015K52/V— B DEN R ZE# DHAINE R (Bl Za D Hi A
EDHE) ECOVERED¥OIRZRDSRRDOZEIF—10.5% (95% CI[-16.7, —6.1]1) T&H T,



22—FI1 IV ABF7 v A (IDs0) IS5 T 2 chilinidili & P F R E R T DR

(201585%/ \— B DENIRE R & COVERRDYIEIS iR & DLLE)

SENIG B (AHERE) YES % (COVERIRE) GMR
[95%CI]»
GLSMa» GLSMa» ENRE
B [ 95%CI] N [ 95%C1] vs MEISRE
A0
Inidii 149 1802.426 1 053 1026.854 1.755
[1548.020, 2098.643] ! [967.880, 1089.420] | [1.496, 2.0601]
N % % SRRODZE
n/ [FI95%CI] n/N [FRI95%CI] [95%Cl]
thAI
%o
87.9 98.4 -10.5
1317149 [81.6, 92.7] 1.033/1.050 [97.4, 99.1] [—16.7, —6.1]

N=5H@i5I#. n=chFIFUANED B SNIARERE
GLSM: o/ "5 ClI{EEXE GMR:Z#OFHE LLOQ: EE THRiE
a) MF@ENLLOQRFDIHE . FETICIZ0.5XLLOQDBEN AL ST,
b) ERPREHER OB SR 2a185ER. /B 53185 ER) ZEEZNR. ks (65m UL, 65mAiE) ZHZEEE UIANCOVA

o) HFEENLLOQRFEN SLLOQDAELU EANEILUTRBREDEIGHCIRN—R 54 D SAEL E LR URBREDEIE

ASURRERER O
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6. EXBEREIRIHICOWNT

6.1 23vo.7FI745F—I[cDONT

avoI.7rI74S5F—
ARIEEL(CYavT . P F IS5 I— D HBSDNETENBIET DT BEETHIC
TU) RS A SN S C B RUBET>TLEE L,

B FERDEESIA
O FRlEER CBREDEESFICRAT HREZTATOTIIESE .
® FHI DRI L. BEDBBEDBEENDHZT5(C(. FHIDEBFTHEN T T,
® FEIDEE T3V, P F T4 SFI— D RIBUIAICIR LIEDBBRATORNTZE L,
® FHEECSEMRBEDT UL F—ZRSERES U EN HBHBLUFRIDRSIC
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(https://www.pmda.go.jp/files/000231682.pdf)

2) 7 I745FV—HARSAYV (BE7VILF—ER)
(https://anaphylaxis-guideline.jp/pdf/anaphylaxis_guideline .PDF)

3) FBIOFVAIVRADIF VERBICEDIRSEE DB (7 F T+ 5+ —%) OER-22H-J6%&
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(https://www.jsaweb.jp/modules/news_topics/index.php2content_id=546)
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ZRVWTEHUc—REAN SRS ND DR DIRRDFERKREZHR U LIS YO%RE
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WEBEANOHADBRICTTFALIEE L,
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(https://www.cov19-vaccine.mhlw.go.jp/qa/0079.html)

1) Clinical Considerations: Myocarditis and Pericarditis after Receipt of
mMRNA COVID-19 Vaccines AmongAdolescents and Young Adults
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10. XK BATEHRICDOWT

ED FRORERICHUEEDBREDEEENDSIELIFEFNICEDLSIESEEIEL
FTHh?
YD OFFIORS GFIZESR) (CEEDBREDHEINHDH. FFoUdns (1 EEF
EE) EECEEDBREEELEATT. BEEOBBESE. FIZEUTOLSHRIRETT,
PFI45F—
LB DRE - AEEAER . IS, [EIRESE . S50R. MR TZED 7+ TS5y —5Rht 218
DER

) “FRADOER"EHDFTH. EFNICEDLSBRESICRERFNEFLNTTH?

V) FEOHD FRALEETERLLEET WV, AFFBYBERRS BHEEIOFXOY —)b. BEBIC
STwIRAFERLTBUEE o IRULFBIRRUIFLYZUI—)L(PEG) ZZELTL
F9. PEGIREBETMTH (EETI—IL®) OXBLED TH Y. BIBARBIRBEOIINE. $<
DEZEBOTEEMDPRTER. ZUTEE (LZEEESE) DABENIRENETHIZHOD
RIEBEFENZ FOCRATHVLSNE T, ISICPEGERUVILAR—K (WKDHDTITF P
SBEEORERICALSNTVD) [CERERBENRHSNET .

GO RUIFLYHVI=IV(PEG)PRUVILN—NMIEDKSEEER . IDIF VICED
nNTuLFEIH?

%) PEGPRUVILAR— M EERICZENTLBD I IETCRANTEET,
FERREBEELEEE (PMDA) DYTTH A NCHORENTEET, PEGIHLIESR.
PP — EBEEHRECHERINTVRIENBUET,
BATEREINTVWBIPEGEEIIF VIE AFDM. I=FT48EN HWET . PEGED
RERMEDNBZEINTVBRUYVILR—RESATVBBCERINDIF VIR EHEE
LET*,

K TPUNRF—13KMEREGE. AV ITIVIVHFHADIF U [E—=H| ImML. A—IVILKEREFHETVU VY . TveNvIETER.O957vT

RER. A ENYIZARUF R TERE, &fc. PEGERBARBREFICTHELCTERIZEERZ VD RO BREERICHRINFIELT
SENTHU RV ILR— B ERICERDERRICEENTVET,

@D HUPEGPIRUYILR—MIHUTPL I E— D& HI88 SR EBETEETH?

D) RUVILR—BRAFNCFAS>TBUFERAD RUVILR—NCEEDBHAED 355, PEG
[CHEEDBBEZTRYT TEEMNBIET . PEGICEEDBBENRHOSNIAFERULLEVT
LREV, RUYVILR=MIRUTEVWT UILF—RIGERI LI EN D DANDEES FPE
(LR BDBREFHEE T F T4 SF Y —RBEDBEDBBERERDTHBHIEN TEDERHDB
ETIIITENEBFLLEETNTLEFET,

CD FRUACTLUILE—DSRDHICEETEETH?

0D em7UILE— SBEXHE. FRE—HREER. PUILE—HERBRPIEME. CARKE. ZUI
F—FRERENHDEVSEBER T EEESISNBUDIFTREBIER . Tl B
TRIIFVOEADICEGROBRVEDICHT B 7 LILE—EE DA BERIFTRETT. 220,
CNETIC . BPBREEASHOYET. 7F I«4SFY—RBEEST. EVFUILE—RIGE
RIURTED BB EBEEVEL (BE%R309RIEE) BB TRHEL TH5>TIRE L,
Fl EENENECEBEEIEEICMELB VI ERBRIHERL T,

NSURBBANSIAN O

41



NSUREBHNSIAN O

42

D FRIEERICIEGENEREH PRINBEORES LU ZOMDFRADE(LEZERZ T
BEEENZRUBAICREDLISBEHEHRETT H?

WEEE N EEGREHBICDIVRZ S BRRP S FSFOREREDEHNWREERICDONT.,
AHEORREFEMET BT ERFBHTHRBTT . WEBEERENB BBV TER DL EE
ZFE5NBESEELTVRE ERNDOHBIFTEZRITECHBLTLRE WL, ZESH

BEEVTZEREMBET 2SN BUVESE SMEREEANDBNEZRIL TR,
BTN BN EEEEBE TOEAENRET 55 CRrEAEF > CCEE TREERE
LTWR KSBBLILET .,

NERECSVWT. EFBETR . FASOHFYIOFICINWRADIFVEEICED
DR PDEROURIHBEVNEHNTWET . EFEBHOFFEEBEERETIH?

[FWVe FRIOOFIAILRICRRLIESCHOER P DIENERIET 2RI B BREEIC
KBDDEE - DEXDEEICHRUTDIF VEBELODHE - DEXOEEIEV SR
SNTVET, FERIOFTIAIRTIFVRREETFHINRREDERDX Uy M BIRKIGD
FAUYREWHAZTVENERINTSY. CHA (FFFES) OBBICEDVTEET S E
HHEET. BRPERED I OEICAFZERBLLAHIERED2EEIC T 74 ' —#0D
DOF VEEEEIRT 5T EIFTEETT,

@D DD IFV ERABICEETEETH?

) D DIF v EDEFEEICDOVTOFEF — I HUERADT B TEET 345
[CLTL RS,
(B8 B4 HEHEQIA]
WRIOOFIIFVEZDMDIITFUE. EVNC EBDIIF U ESFTHSLEMLICERE
TEFT,
#) AR BICHEIOF DI F U EEBULES. 0D I F U EBETE20DE. 48158
(2BERBOECEEOE) U&ICRIET .

CD 15FDED . EERATVWBARDIFVESIBTERTEETTH?

CX) s28MATVBREDIC. DIFUHRZIFSNBEVNEVNSTEEHUEEAD  EREEDH DA
Tl BEREDHEAPLRRDNEVNABE  BEEES(CRILEADNEVESH BUET .
BRI ENEPERE RS LY LBV EFRRIHERLEEW, e ARESR (Wb
[MEYSYSICTBE|D—ETYT) ZERATVNSHEE. DIFVESIFE. 29U ELohY
XX TIREW,

@D FEIOF I ABRREICEREUECED D HICTREEEBTCETITTH?

(XD BECHBEOO0F 94/ L RICERRLAD. FEOOF 9 IR DI F U EEBT B EN TEET,
2L BN E PEEE T EE (LN UV &R R 2T W,

ED FRPFELCVWSTEEND S B HIC. SR EBETCETTTH?
(YD) FphEE roaRED EREZ O S HBENDESCOHERBLTIREW,



@D #HSEENRADOEBES FREBETEETTH?

(YD) B t0aEMRSLUBARBEOEEEN BIRME O3 EHMINZIBSICOHERELT

INR A RICAF ZZETEETH?
(B 12@KBICOVTOED M. RLEFEIIINTSIEL A

CD #AFEEQ1EDEE2BEORREH .. 4B EZVWC LIS EIBSR . EDLSIC
ThIEEWTTH?

(D) c=2RUEPHIC2EBENEEEERUT TV (RAXYED7.1 2EEIBRIIETV),

@D FRICERFHIRIESDFTH?

(XD AHHEREIC LTI R TOWERES(CHEIOF V1 )L RCEDBREDFHH BE TE20(F
TlEBIER . Flo BHAEKRARO T EFMIERD FRLTHDE TR R BIETIERT
LiebDTI DT, AEIEBG D EANBLREOBEESEL L ZLET,

ED FHOEEFIRICPCRERE. ERE . RMIFRBERIRETITH?
HEHIER o

NSURBBANSIAN O

43



HMEHOZH O

2y O

r

CEIE

b1 {geg1)

44
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URL https://take-care-COVID-19.jp/
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ALK LT, PEEETNEICLDEARES I LTERE
T2 &, Fle. BEERNROONZEITIF. HEITIG
U CTFHEEAICE D <<BIRMZEVRSHIESICEDER
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