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1. EFOUIR RO R OSNENC 1 5 6 R I B9 2 B b4

AL, SARS-CoV-2 DANRA I B Xy Eh a— KT 5 mRNA ZHET ETHT7F L THY
AT A=A EEATH 2377 1) KO T3 77 1§tk 5~11 M) 25, TSARS-
CoV-2 (2 K DBGEDTRG ] DINEE « IR T, LALEH 2021 4F 2 A KT 2022 4 1 HIZ & IR EAR
Mize AIFTIE S Ll L2551 EFE 2 5 B 2 & e SARS-CoV-2 U 7 F U@ D Hiu, 2022 428 A
8 HEF M CEERD §EILL LN 2 MEEMASE T L, 209 b, 5~11 %0/ ik 2 [AEHEsE TH 2 18.5%
Thoizl , A TIX, SARS-CoV-2 DZERIZ LY EH{L L TV 5 COVID-19 #iATiZ% L. SARS-CoV-2
U7 F @ 2 [ X D WESaE D%, 12 LA BB W CITBMseE & LT 3 BIHBEREA, 60 mkll
FomMmFESETIT 4 BIHERE D Ei ST\ 5,

/N D COVID-19 X HBIIRAE ©, FRELT 5 Z LT Eh e SN T0DH1? | ABGiRRE 42 B3 5 0E
Bl b —EEHE S, FECHDHRE I TWD (I Pediatric Infect Dis Soc. 2021 Sep 6;piab085. doi:
10.1093/jpids/piab085, Hifl =t = F 7 A L AEGUEXT R T R AL YU —AR—R (GF 86 [ ) ) , iz,
SARS-CoV-2 [ZJEYL L 7= —H D/ NRIZI W T, BEC S sl E 2 11 © MIS-C/PIMS (VN2 R S 1
FEWERE) DSdE ST b (/N COVID-19 B L Rt SIEMEMRE (MIS-C/PIMS) 2= vk ¥
AAT— KA R )P WAL A ST D (JAMA Pediatr 2021; 175: 837-45)

HEEE L, EM% 6 WA ~11 o/ NNz kige & U=psh s 1/ I/ AREER (C4591007 35R) (23T,
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BEOBIMBROVER 6 7 H~4 i oH L U CTARAI OB AR 5 BhE e KGR B EE 23T AT,

AREEIL, RPIEGRORFENR R SN TV D EELOBHRZOWNT (&) | (Bf447 A 21 H
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2. GnEICEET DGR OB IZ 36 1T % Fe A O
BT BICER D HEBIC B O, B RE TG L TH2/AINMER Sn D Z &b, AlRIE
IR LERMSE LTHHRFE S, mEICRLIEREREHSA TN D,

-~ o~

2.R HEREIZI 1T D3R A OIS

AFNE, 13474 (04mL) H720 FPF AT 20.040 mg 2 EH T HEHEEREF DAL T L TH
Do AHNE, T AT EGHRD ETDHEAGRDO 2 T T 4 HE S~ A LR TH, 13
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1 https://www.kantei.go.jp/jp/headline/kansensho/vaccine.htm! (Frf&Hez2 H : 2022458 H 9 A)

2) https://www.who.int/publications/i/item/WHO-2019-nCoV-Sci_Brief-Children_and_adolescents-2021.1 (i #&HesR A : 2022 4F 8
H9H)

3) ¥k} 3-8 : https://www mhlw.go.jp/stf/seisakunitsuite/bunya/0000121431_00348 html (Ht#HEsR H - 2022 458 H 9 H)

4 http://www.jpeds.or jp/uploads/files/20210916_mis-c_c_s.pdf (Gi&HER A : 2022458 H 9 H)

5 https:/www.cde.gov/media/releases/2022/s0618-children-vaccine html (t#&HERR H : 2022458 H 9 H)
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7.1.1 F1F—h

6 71 H ~4 ik DHERE/NR (BAE 64 61) (231T 2 ARF O, MM O MO BEHE 0N &
BRIE & B & UTe Sk LR I E 2 b FE a*ﬁuﬁ%ﬁzﬂ*l 7 MRk CHEM S vz,

Wik - HEX, P FT AT %2 3pug T 10pug BAT HAAIZ, 21 AR T2 E (Day 1 XU Day 19
~23) HINEERE & STz, BT L TR LN 2~4 D/ NRICEB T 2 REED T — 212 HES < G ok
R 6 WA~ TITHE 3 pg OADBER I N,

2~4 % TR, EAEALSNTZ 49 B0 5 H 48 5] (3 g #F : 16 1], 10 pg & : 32 5, LATIREINA) 23,
71 H~1 % Tl 16 BlEFINAAl Gug) % 1 BILL R S, BRI RGER E S, 20 ) %
FUE S Lo e M NI B R E ORERE R MG DR D o 7 2~4 5% D 2 IR TN 6 71 A ~1 %D 3 il
WONC 2 BB EfE A T e o7z 2~4 5% D 1 BilabR< . 46 11 (15 610 31 41) O 13 B 233FAT T 6E
P RMEAE R & ST,

BEMEIZOWT, AEFGLOEIEEIX FDA 51 % A [Guidance for Industry : Toxicity Grading Scale
for Healthy Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials| (2007 459 H) ©
HBEBICREKR O S L7z, BIEWIMIZ, LT LBV RESI NI,

O BUSEMEFES (RFTROSR RS RS) - IRBREA R 7 B (BB AR5 L0 IE)

o JRFTEL (2~4 B FEREMIEE . BARKOMER, 6 W H ~1 5% IR, BARE D
)
o BHRUL Q~4Rk: FEN G8CLLET ) | Sy, B, B WRM, FAL AR & ORIEN
Jh. 6 A~k : B B8CLLET ) | ARKEGR, EIRRAE K O i)
© AEFEFS ONEMHEFRRLERLS) - 1RBRIE 1 BB EERR ) O FofkHefdite 1 0 H
@ EERAEFFS BB 1 B A ERERE ) b ok itz 6 1 A/

6 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/toxicity-grading-scale-healthy-adult-and-adolescent-
volunteers-enrolled-preventive-vaccine-clinical (F#&FEFRH : 2022 48 H 9 H)
7 gEENE, 38.0°CEAE 384CEAF, 38.4°CHA 38.9°CLL T, 38.9°CHA 40.0CLA T, 40.0°CHAD 4 BEPRFA
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O BOSHEMEES
TR RS 7 A RNCER O DN RIS FRIT, K20 LB ThoT,

2 BE% 7 ARICBT A OREMERSR (et st G4 MH)
2~4 1% 6 1 H~15%
A5t B JugfE (N=16) | 10pug#f (N=32) s, bR 3pg#E (N=16)
n (%) n (%) n (%)
ST BUS
TR i 1 [8]H 5 (31.3) 23 (71.9) JRET R 1[EH 3 (18.8)
(&) 2 [al H 6 (37.5) 20 (62.5) (&) 2 [E]H 1 (63)
HESTEBALIE SR 1 [EH 5 (31.3) 20 (62.5) HESHEBALESR 1A E 0
2 [A1H 6 (37.5) 17 (53.1) 2 [A1H 1 (6.3)
FEIR 1 [a]H 0 9 (28.1) FEIR 1[EH 3 (18.8)
2 [ H 0 5 (15.6) 2 [B1H 0
Ji R 1[5 H 0 3 (94) JER 1 [AH 1 (6.3)
2[5lH 0 1 (3.1) 2[5 H 0
A5 SO
A5 1A H 6 (37.5) 18 (56.3) EX- AN 1A H 8 (50.0)
(1K) 2 [AH 4 (25.0) 23 (71.9) (1K) 2 [ H 7 (43.8)
FEEL 1 [a]H 0 6 (18.8) FEEN 1[\H 1 (63)
2 [a] H 1 (6.3) 6 (18.8) 2 8] H 2 (12.5)
9% 55 1A H 4 (25.0) 15 (46.9) BARRR 1A H 1 (63)
2 [A1H 4 (25.0) 19 (59.4) 2 [ H 2 (12.5)
GIEpE 1 [a]H 2 (12.35) 3(94) EN S 1[\H 4 (25.0)
2 [AH 2 (12.5) 5 (15.6) 2 [ H 1 (63)
TS 1A H 1 (63) 2 (63) Gy 1A H 7 (43.8)
2 [a]H 1 (6.3) 2 (63) 2 6] H 5 (31.3)
g 1 [a]H 0 1 (3.1)
2 [AH 1 (63) 2 (63)
T 1A H 1 (63) 2 (63)
2 [a] H 1 (63) 4 (12.5)
7 P9 1A H 0 2 (63)
2 A1 H 0 3 (94)
BE A 1 [a]H 1 (6.3) 0
2 [\ H 0 1 (3.1)

N : ARG (PR B RS THEOFRROBERAEIET 2RADRDH 726180 | n: FEHIEK

@ FEFZL (RSREMFEREZRL)

BEFGRORICORAEZITRIDOLEBY Thotz, 2 HILL EICEO DA ERERIIER 2~
45%  10pg BE2 B)) M OVERERALET 2~4 % : 3ug BE2 B, 10pgBE3 B)) Thotz, D55, Hl
B, PSR R ORI S 1B CTH Y . W biizifiEmE Th -7,

3 IRBRRAERER 1 ] £ TORFEFRRVRIE (ZeMEfr SAEM)

2~4 5% 6 77 H~1 5%

3pg i (N=16) 10 pg B (N=32) 3ug#E (N=16)
n (%) n (%) n (%)
HEREG 4 (25.0) 12 (37.5) 2 (12.5)
il Bt 2 (12.5) 7 (21.9) 1 (6.3)

@ EELAEFS
T—Hy hAT7H Q02147 A 16 H) FTICEERAEFRIIEO LT, LK ONEERF -
WCEST-HERLZ LB LR o T,
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FIEIRYEIZ DT, I AT RE S R PR SR S 36 1T D AAI 2[R H42FE 7 H %D GMT Liliffl] 95%CL] 1%
2~4 5% : 3pug BET 1350.4 [973.1,1873.9] . 10 ug BET 2059.5 [1679.1,2526.0] \6ﬁH~4%26ugﬁ)
T 1643.8 [1151.3,2347.1] Th o7z,

2~4 R ORIEIFVEIZ DN TE, WTFROAERETH SWHAPUA GMT 235380 bz, Zartkico
wf@\mgﬁfiuugﬁ’thﬁEﬁéEﬁ@%ﬁﬂA&U%ﬁLt%%@ﬁf&#ﬁw@ﬁ%
RUTz, Fio, 6 WA~ Gughf) OREFRMEROEFELHERINTZZ LD, HI/MHE— k
OHAEFWTHOERBIZB W TE 3 pg BRI N7,

7.1.2 FU/MAHS— b

6 71 H~4 %o/ (HEE 4,500 B8 A% 3,000 Fl, 77 &R 1,500 ) (205 DR DM, A
BNME R O R ORG24 H B9 & U7z 2 sk 2e R BEVE 2 (LB B Mk BR AN VEAt 65 ik © 3 S 7z,
PR | TEBREATEERN, AR ERIERR D A ¥ v 7 (RIS R O 2 TR <) R OVARIEE (3
ATELE SNV ARREBR ) DI Liz— DA % v 7 #Br<) XERE Sz,

ik - BRI (ORFI3 pg X7 71R) %21 HREFECT2E (Day 1 2 Day 19~23) . O
#B b SHEMRGE L-RIC 1B, HANERT 2 &L EShT,

2 [BIHEEFE | 0 A 1% OE RO I I\ T p4ﬁ@mmﬁi%ﬁﬁéﬁﬁfuyyy7ﬁéﬁ
ENiehroloZt (R 6) . £io, WHORBILRIN G A I 7 v VBRI 2 A MERR O 72 DIZiT
THNOEMBIZIBNTH 300D SARS-CoV-2 U7 F U NN L 725 2 &#Twéht_kwg %
O/MAR S — M2 3 EI HEREAN BN S e GRBRFEMFTEE 2022 21 H 4 HEGTEH 6 ) . 2B, &
JMAE S — N OBERMEEHERE L7z BT, 3 B HBEMORGFZEBMT 5 2 & &S,

2~4 % CITIEE A L &7z 2,750 ol ORAIRE : 1,835 . 77 & AREE 915 1], LAFRENA) 23, 6 1 H~
1 3% CITIEER b a7z 1,776 B (1,178 i1, 598 fiil) 73, T1RBR¥EA 1 [BILL L Sd, 2R PEMRNT 55
HH L SNTz, 2B, WTNOFERE S 9% OHERE S 2 Bl B AR 252 1) 7228, ERMMERATC 3 [ H
PR 22\ TR DOEIS 1 2~4 i TIE 32.2%, 6 WA~ TIiE32.1%TH o7,

BEMIZOWNWT, AEFROEREE K OBIEMMIZE [H/— b RSB SZ (7.11 28
LM R GRS T AIEBIE 3 BN O T —4 By A7 H (202244 A 29 H) £ TOH
SO P IAEIL, 2~4 KD 6 WA~ K TENE 1.4 B A (HPH : 0.0~32 B HA) KO 1.3 T H
(#iPH 0.0~32 7 H) Th-oT-,

O KISHEMEFES
TRBRAEAS RIEERE 7 H IR DN ROSEMERRIIR 4D LB ThH o1,

8) e er 7 ARSI TR BN T — & N 2 OB A T 5 - D OPIs L L TR,

6
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#F 4 BT ARICRY DROSRMERSR (L EVEART M)

2~4 % 6 1 H~15%
. ARHIEE 75 AR . AHNEE 75 AREE
FhA | SRR N (%) WN ()| TERA | N (%) N (%)
TR i JRPT B
JRETRS | 1 [E1H | 648/1,825 (35.5) 229/909 (25.2) |/RETRIG | 1EH | 279/1,173 (23.8) 104/595 (17.5)
(&) | 20EH | 645/1,779 (36.3) 205/878 (23.3) | (&) |21[EH | 248/1,147 (21.6) 79/591 (13.4)
3[EEH | 174/552  (31.5) 41262 (15.6) 3EE | 75/365  (20.5) 26/170  (15.3)
HEHEAT | 1 BIE | 559/1,814  (30.8) 186/905 (20.6) [E&HHEAL | 1 [EIH | 192/1,159 (16.6) 66/591 (11.2)
e 2|E | 550/1,772 (31.0) 178/877 (20.3) |JE¥E 2[\H | 171/1,137 (15.0) 50/590 (8.5)
3ElH | 146/547  (26.7) 351262 (13.4) 3EE | 58/362  (16.0) 20/170 (11.8)
TR 1 H | 160/1,825 ( 8.8) 77909 ( 8.5) |FAR 1[EE | 124/1,173  (10.6) 44/595 (7.4)
20| H | 202/1,779 (11.4) 50/878 ( 5.7) 208 H | 107/1,147 (9.3) 39/591 (6.6)
3EB | 60/552  (10.9) 9/262 ( 3.4) 3EA | 26/365 (7.1) 9/170 (5.3)
JERR 1[EH | 67/1,825 (3.7) 26/909 (29) |MEiE 1[EH | 46/1,173 (3.9) 15/595 (2.5)
20| E | 102/1,779 ( 5.7) 18/878 ( 2.1) 20| H | 45/1,147 (3.9) 9/591 (1.5)
3EE | 17/552  ( 3.1) 3262 ( 1.1) 3EE | 10/365 (2.7) 3/170 (1.8)
A5 S 25 G
EHRIG | 1EEB | 693/1,825 (38.0) 354/909 (38.9) |&& & |1 BB | 715/1,173 (61.0) 346/595 (58.2)
(&f&) |28 | 599/1,779 (33.7) 283/878 (32.2) | (&fk) |2[EIH | 640/1,147 (55.8) 298/591 (50.4)
3[EE | 170/552  (30.8) 77262 (29.4) 3EE | 188/365 (51.5) 77/170  (45.3)
FEEL 1EH | 951,824 (5.2) 48/909 (5.3) |ZEN 1[EH | 851,173 (7.2) 43/595 (7.2)
2@ 8 | 88/1,779 (4.9) 46/878 (5.2) 2|E | 85/1,147 (7.4) 36/591 (6.1)
3[EH | 28/552  (5.1) 11262 (4.2) 3ME | 25/365 (6.8) 10/170  (5.9)
Ty 1EH | 539/1,813 (29.7) 277/905 (30.6) |BAKEHE | 1EAH | 257/1,159 (22.2) 125/591 (21.2)
20[EH | 456/1,772 (25.7) 201/877 (22.9) 2B | 252/1,137 (22.2) 106/590 (18.0)
3[EH | 134/547 (24.5) 57/262 (21.8) 3B | 73/362  (20.2) 23/170  (13.5)
GIEpE LmEE | 81/1,813 (4.5) 44/905 (4.9) |[fEERIRAE | 1[BIH | 313/1,159 (27.0) 173/591 (29.3)
2@ 8 | 81/1,772 (4.6) 36/877 (4.1) 2| B | 271/1,137 (23.8) 125/590 (21.2)
3[EE | 27/547 (4.9) 11262 (4.2) 3EE | 72/362  (19.9) 22/170  (12.9)
mE 1EHE | 41/1,813 (2.3) 22/905 (2.4) | BfgME | 1\IE | 593/1,159 (51.2) 279/591 (47.2)
2 [AIH 53/1,772 (3.0) 23/877 (2.6) 2B | 539/1,137 (47.4) 240/590 (40.7)
3EA | 18/547  (3.3) 7262 (2.7) 3[EIH | 158/362  (43.6) 64/170 (37.6)
g 1EH | 54/1813 (3.0) 24/905 (2.7)
2[mIE | 611,772 (3.4) 29/877 (3.3)
3[EH 9/547  (1.6) 10262 (3.8)
T 1[EH | 139/1,813 (7.7) 72/905 (8.0)
20EH | 118/1,772 (6.7) 64/877 (7.3)
3EA | 28/547  (5.1) 13262 (5.0)
5 R 1[EH | 43/1,813 (2.4) 15/905 (1.7)
20EH | 46/1,772 (2.6) 21/877 (2.4)
3|A | 11/547  (2.0) 4/262 (1.5)
R 1A H 14/1,813 (0.8) 18/905 (2.0)
2@ 8 | 241,772 (1.4) 9/877 (1.0)
3 8] H 7/547  (1.3) 2/262 (0.8)

N : TR B (BRE A RE THBIOFROREIAIEIZET 2LAR LS 7FIE) | n o BEHRHEL

@ AEFSL USHEMEFESEZRL)

AEFRIT, 2~4 B ORAIRE 18.7% (344/1,835 %) . 77 BAREE18.7% (171915 1) 12, 6 7 H~1
R DARFKIRE 30.1% (355/1,178 B1) | 77w AREE 27.1% (162/598 Bl]) (ZFBD Haviz, JEBRIK 3 [A] H B4 1
AHABETIC, AFFETS FILLEICEO bR EAFEFRRLRZORISORIE, £50LBY Thol,

7
2 IFT A6 H A~A BT 7 A F PR RPIRRRICIR 5 B



K5 AAIRETSPILLEISRO SN FAEFRL L ORIKIE (L ENEMAT T REM)

2~4 1%
AHIEE (N=1,835) 77 2R (N=915)
HEES Bl SO HERR Il

n (%) n (%) n (%) n (%)
BRI 344 (18.7) 37 (2.0) 171 (18.7) 18 (2.0)
M - 50 (2.7) 2 (0.1) 30 (3.3) 2 (0.2)
T 26 (1.4) 4 (0.2) 18 (2.0) 4 (0.4)
FEEL 55 (3.0) 9 (0.5 27 (3.0) 3 (0.3)
e AL ST ] 11 (0.6) 10 (0.5) 5 (0.5) 5 (0.5)
W7 12 (0.7) 7 (0.4) 3 (0.3) 2 (0.2)
T L L — 5 (0.3) 0 1 (0.1) 0
LS 21 (1.1) 0 13 (1.4) 0
He 12 (0.7) 0 2 (0.2) 0
R 8 (0.4) 0 4 (0.4) 0
TS 5 (0.3) 0 3 (0.3) 0
FE 0 6 (0.3) 0 1 (0.1) 0
TR 6 (0.3) 0 5 (0.5) 0
KRG 4 (0.2) 0 5 (0.5) 0
NIk 32 (1.7) 1 (0.1) 12 (1.3) 0
X 19 (1.0) 1 (0.1) 11 (1.2) 0
5P 9 (0.5) 0 1 (0.1) 0
FRHEAE R 5 (0.3) 0 0 0
E AR 6 (0.3) 0 3 (0.3) 0
6 7 A~17%

AHKIEE (N=1,178) 77 2R (N=598)
HERR Il HERS Il

n (%) n (%) n (%) n (%)
EXUN 355 (30.1) 55 (4.7) 162 (27.1) 21 (3.5)
Mgt 47 (4.0) 8 (0.7) 29 (4.8) 4 (0.7)
THi 39 (3.3) 9 (0.8 17 (2.8) 5 (0.8)
Al 12 (1.0) 0 8 (1.3) 0
FEEL 54 (4.6) 6 (0.5 28 (4.7) 0
57 8 (0.7) 6 (0.5 2 (0.3) 2 (0.3)
HESHEBATALEE 9 (0.8) 9 (0.8) 1 (0.2) 1 (0.2)
PHR 19 (1.6) 0 13 (2.2) 0
T 9 18 (1.5) 0 13 (2.2) 0
BEW 20 12 (1.0) 0 8 (1.3) 0
LB 10 (0.8) 0 5 (0.8) 0
A 11 (0.9) 0 2 (0.3) 0
2k H 6 (0.5) 0 3 (0.5) 0
ElZES 5 (0.4) 0 0 0
TR 5 (0.4) 0 4 (0.7) 0
AR 5 (0.4) 5 (0.4) 1 (0.2) 1 (02)
Sy 16 (1.4) 11 (0.9) 5 (0.8) 4 (0.7)
B 26 (2.2) 0 10 (1.7) 1 (0.2)
U 19 (1.6) 2 (02) 6 (1.0) 1 (02)
£ 12 (1.0) 0 3 (0.5) 0
&5 8 (0.7) 3 (0.3) 3 (0.5) 0
A2 8 (0.7) 1 (0.1) 3 (0.5) 1 (0.2)
A2 5 (0.4) 0 4 (0.7) 1 (0.3)

N=FFHT e R B, n=FBBIE

© HEHENTHESFS
T—4Ky A7 H (202244 H 29 H) ¥TIZ, EELRAEFRRIL. 2~4 EOAHFIEE 0.7% (12/1,835

8
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B) . 77 B ARRE 0.9% (8/915 #i) 12, 6 A H ~1 K OAAIRE 1.4% (17/1,178 #i) . 77 B ARHE 2.3% (14/598
Bil) TR bz, KERE TROLNICEERAEFRIILTOLEY Tho7z (EEEFHY)
2~4

AHIRE © BERKOWIKSE 2 61, FH, FHE REMHEEEE, a2 U4V AEBIBR, UA LV AME
Ipde. TRIERY:, FROERY, WER, TADA, BRSO C AN A EFRIREES 1

7T AREE AR ILIEEE, BBR, 7T ) ANV AMBIGR, v X UL LV AEEE, (KNEY,
TADN, BPEREE & OKUE SSUSHETTHER 141

6 11 H~1 %

AHFNEE : RS VA NVARE K 4 6], HIFRLOMIRE 26, 7577 4 7% —is, PR, —
YTRUANAREGE, a BT ANVABIGR, UA VAR ER, RBEG, FROERG, U
ANVAETRGEEG, A X =2 —F A NVAEG, RS VA NWVREGL T4 7 7 A ARG
BRI AL, BV R YRR 1

7T RREE  MRE RN OTFT ) —EBE 26, W@, 7T 4 TxR—US, S U A VARG
K, BEUANVAFER, RS VA NVARE R, Rk, v A VARG 52 BEEVE, 5
G, BME, RN RmIE, KM, SERRE & O S 1 B

2~4 RORFIFEO R OVER, 6 TH~1 O T 7w RBEOTF T /) —B 2R, BRELE ORE
BEIERITAE S, Snlfi X TR Th o 7,

BB IEICE S To B FEFGUL, 2~4 EORAKIRE 3 ] B, TADABEBREROHREE 1 6]) |
772 AR B BEEER L OBLIREE) 12, 6 7 H~1 ORARE 2 5 CGEEA 2 Fl R OE 1 6 (EHE
FEGIH V) ) IZRBD B, TANAEBIKEZREARA L ORRBEMRIZH Y & S, WTiLbismiEE
BHThHot,

S EIZ DWW TR, GMR & FRURISE R 2 HIfEIE & L. LR OHIELEAEIZ LY C4591007 #A5R
& C4591001 B DAR Z L LT, ST U v ¥ 0 7 ORIl S vz,
¢ GMR : GMR DOl 95%EHEX ] D FIRAY 0.67 & EFYD | 7>> GMR O SHEEED 0.8 LI L (RBR
FEhigtEEOHE) XX 1 LLE (FDA OFEHR) THoHEIC GMRICE S GET Y v P U 7k
e L,

o PFHURISE R X=X T A (1 [EIHEFERT) 25 SARS-CoV-2 HFFLRANL 4 {520 B2 BA-L
B OBIEEZPURISER L ER L, X—RA T4 VERER FIME (LLOQ) KDL&, V7
T PR OED LLOQ D 4 5L LD & ZITHURISE & LT, GMR IZHEASWET Y v VU 70
BERR SISO T T RIS ZEFE O 2 O W] 95%E X O FERAY —10%% EEl> 7235812,
PRFURIGERICESSGIET ) v D TR & Lz,

G 7)) VT OFHIREMIT, GMR K OHF RIS E RO ELEL L 90%LL EOR
HCERT D7 OICIISEREOARIREE LT 25 fINETH D L SN EE25EC, 3 DDIE
g (C4591007 7RBR : 6 7 A ~1 3%, 2~4 k. C4591001 RBR (FLESHHR) @ 16~2571%) D, ThL
AUAKIEE 200~300 FIKX V77 BARE 50~150 Fl2MEAEZ ICh S 4. IEFRI UL D A /L AP
SARS-COV-2 ~OD YRS 72\ LB E DRI x5 & STz,

C4591007 FRBRD 2~4 1% 317 B CRAIRE : 218 . 77 &AREE : 99 B, LATFENE) . 6 4 A~1 5% 222
Bl (148 B, 74 f5) NEEAEBfH S, 2055 HE SNBSS RO RIE RS R 035 5
AR o T 3 [BIH 28 U720 o 7o AR FESFHE 2> & O B KRR OBH T, 2~4 5% D 21 #1 (14
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Bl 761) KO6 A~1mD 236 (16 6. 76]) ZEx< 296 B (204 Fi, 92 H) KUt 199 fil (132 fi,
67 i) A3 3 [B] H BEfE % Ol FTRE S JRMESER & Sviz, 3 Bl B EEfER% 1 7 A 1238V T SARS-CoV-2 &
YR D72\ 2~4 7% 202 i (143 B, 59 fil) K6 B A~15% 131 6 (82 fil, 49 fi) BRETY v
7 DT Rig & I,

#6 2 EIREM1 Y AROTRFKD GMT RINGER (2 B Bk Ol 7T A S 2R ¥ )

GMT PUEIRER
B N GMT Il 95%CI N n (%) il 95%CT
2~4 7% D 243 763.9 [ 688.5, 847.5] | 243 | 235 (96.7) [93.6.98.6]
16~25 @Y 252 1255.4 [1131.2,1393.3] | 251 | 245 (97.6) [94.9,99.1]
2~4 %k & 16~25 IO D ik GMR 0.61 [ 053, 0.70] = —0.9 [—4.3,23]
6HA~1#? 245 979.7 [ 893.2,1074.6] | 245 | 240 (98.0) [95.3.99.3]
16~25 &%2Y 238 946.8 [ 850.8,1053.7] | 238 | 229 (96.2) [92.9,98.3]
6 WA~ E 16~25 QD il | GMR 1.03 [ 090, 1.19] = 1.7 [—1.4.52]

N=FEHr*I & FI%, n=HEIEEDORD b - H5BEK

BET - RETY vV ORI EES ERET

a) 2 [B] B #Em% O TR S RS T, SARS-CoV-2 BILED 2 WHBRE 2 TR L L,
b) 16~25EDL 16~25 BOITEME L2VWER

#®7 3EEEEM1YAROPRFED GMT RUIGER (3 [ B #M% O NE TR SRR ¥ )

GMT PUEISE R
A (i 8 N GMT Il 95%CI N n (%) ] 95%CI
2~4i%? 143 1535.2 [1388.2,1697.8] 141 | 141 (100.0) [97.4, 100.0]
16~25 %@ 170 1180.0 [1066.6,1305.4] | 170 | 168 (98.8) [95.8.99.9]
2~4 iK% & 16~25 @Dt GMR 1.30 [1.13.1.50] = 1.2 [—1.5.42]
6 HA~18? 82 1406.5 [1211.3,1633.1] 80 | 80 (100.0) [95.5, 100.0]
16~25 @Y 170 1180.0 [1066.6,1305.4] | 170 | 168 (98.8) [95.8.99.9]
6 WH~1mE 16~25 @D | GMR 1.19 [1.00. 1.42] 7= 1.2 [—3.4.,42]

N=FEH*RFE, n=HEEEORD b HBRE K
a) & 6 ¢ 2 [B] B HER% O MRS RMEER & EE LA2VWER
b) ¥ 6 D 16~25 DO & EE L RVWER, 2~4 R0 6 7 A ~1 &L, [F—D 16~25 BODHEM & FnEnti Lz,

2B HEHE 1 W ABORERME (£ 6) IO\ T, 2~4K & 16~25 OB TIX, FRHEISEERD
ZETEANHE U7 HEITE L CUV2 23, GMR D3 ERNCHUE L7 gL S 3 7Y vy U 7k
ERIN o7,

SEIREAE 1 W A% OGRERME (R7) X, WTHOEREIZEWTHEANIHRE LI EEEZER L,
RETY v T ITER SN,

7R BT 2 EE OB
TR1 BRT—F Ry r—VREEDFHEHIZHONT

AL, BRT—F RNy 7 —IIiIZ2o0n T, UTFO XS IZHBA LTV,

AH ER—DEIRDE2EETDHIAITFTT AHECOVTIE, 16 MU L2 e LA
[/1/IM4H7BR (C4591001 RABR) DOF I /M/S— b T COVID-19 DFAE FBHZh R K& O &M % BEICHERR
LTW5h, MMx T, 20~85maxtgs Li-EANFH I /MR (C4591005 A8) 2FEML. BAANCE
i B RIEIRMEIL C4591001 RBROEERE IZB T H2RERMOBRLFARETH L Z L, B2z HO>NT
LREOBRSITERO LNV LR Lz, A TIX, ZThoo 2 RBROBREZRIL L LT, 2021 4
2 AIC 16 UL EOFEZMSR L LT T2 I57 ¢ k) BNRERFEAR SN (21T 4 ik FFEK
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AR HEE (FF342 A 8 HfFiT)),

INEBAFEIZIWTIX, 7V v P T OFEEZ AV, BRI CHIIMED R STV 24 & B
TR GROER & OIEIFMENFRFLE Th D 2 LIS & | BRMARMELZ TS5 2 & & L, YT
BT OEGSE TFRID 7 F o OFHE T H VS AL, BEFRBEINTEZGDRH D Z &b, ZNETIZ,
12~15 3% D/NR OV 5~11 5% O /NRIZ DU T 24 8 O 5072 [ 28 F8AE TR0 R 2 MGk L 72 C4591001
RERD 16~25 MOEH EFRE TH D Z &, KRB IS 52T OEDRED by Z
NS E | BRI GOERS| T (51345 H 31 BRHIRMSCERET) K= 2T 4 T 5~11
i OEGEIRGEAEKGEDRFRO L TWD (F T 7 1 i KRR 2 ®ES (441 H 20 A
F))e SMD 6 T3 H~4 5K D/NRIZKT 2AFOBFICE L T, hoFlnE TORIY & RRICHRE T
Uy Vv 7 OFEERCCERAEINEEZFHMET 52 & & L,

6 71 H~4 %O/ kET D ARFIOBRRIZB O TIE, 6 7 A~1 WA 2~4 Eo/NEoZnENICE
\F D G R R OV VR A R 2SN T/ I/ IMAHRRER (C4591007 #BR) % 320 L7=, 25 1 FH/S— K
TIHEAERFI 2TV, AREIO 2 B B % O 228 K OEFEOR R (711 28) 226, WIhof
EBICRBWTH 3 pg 2R L7, Z0%, f<HI/MAH A= MMIBWT, 6 BH~1 @M 2~4 %D
/NFE C4591001 FRERD 16~25 5% DER TH DI R RMET — & Z e i3~ 25l & Uiz, o~
U P TR D RRPFENE (BRIHUAM O GMR Ol 95%CI O FRMEA 0.67 % LAY | mHEEE X
0.8 UL b, MOPUKICEROZDTM 95%CL O FIRMEA —10%% EEID) 1%, EEYETDY 7 F - Ol
REHmIZBEd % 71 FZ A > (Guidelines on clinical evaluation of vaccines: regulatory expectations, WHO
Technical Report Series 1004, Annex 9, 2017”) <2, LOEYE T 7 F > D% < OEFKARBRIZ B T 5 Ik
B~ — U OFFTE (Vaccine 2015;33:1426-32) (212 T, BN OB% (27 1 ik FrEIAGR
IR WEE (B34 1A 2 BAHT)) 1280 5 BARRER CRE L 7o RIS MR D Eh S 55
WZFRE LTz, BB/ S— FOFER, 6 W H~1 kO 2~4 WOWTNOFREIZIH N T HRET Y
v U T D IEENER SN Z LD, 6 A ~4 O/NRIZBIT AARFOFANEITHIFRFTE D &
Ezl- IR2 M), £2. AR OLZEMET 07 7 4 VICEKRRBEITRD ST, 2RI
RaEniz (TR3 M),

PLEE D C4591007 FBRD 6 F1 A ~4 5% D/NROERNZ I 1T 5 iR O L SO RGE 2RIl & L
T, ARAIOREIRFEABRFE 1T o712,

BT, LT X225 25,

FDA @ [Licensure and Emergency Use Authorization of Vaccines to Prevent COVID-19 for Use in Pediatric
Populations] (23T, —#xAIZ/INRIE COVID-19 FIECEAEL DOBEE MK < . /N T SARS-CoV-
2 U F U OFIMEERGET 272D O ) & Ml U7 BRARRBR O RN N2 vlaetEn 5 Z &
FPUIRAG S SARS-CoV-2 U 7 F o DEIMEZHEN T 213, F~— N — LR VFLHMAPHFELNATND Z
& (NatMed 2021;27:1205-11) ZEE 2 T, AFEOROEMTY 7 F - OFNEBRHEES N TV D5
A FRHURMT O GMT R OBURIGERIZ L 5057 Y v ¥ 7 OFEE FWTRNE OG0 % HER 7]
HETHDHZLDWRENTND, AFITIBWTIT, BT DFRlamF oA L2 (SARS-CoV-2) V27 F
OFHIIZEET 2E 2 (W& 3) ERMEICE S an F oA VAT 7 F o OFMOE 2 )7 (FF
3410 H 22 BARSZATEOE NESE S ERES R AW D 7 F U S5EAH) O T, SARS-CoV-2 U 7 F

9) https://www.who.int/publications/m/item/clinical-evaluation-of-vaccines-annex-9-trs-no-1004 (Ji&HesR H : 202248 A 9 A)
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PR O PP, COVID-19 FIE TR EHHBEAMEAZ R T Z E RN RAICH LN R->TE TS
Z & (Vaccine 2021;39:4423-8, NatMed 2021;27: 1205-11) %755 & LC, HHHD SARS-CoV-2 77 F
DBRFEIZIBN T, BEAKGRD SARS-CoV-2 U 7 F % [l i & LT, SRt O fiRIc S & Aok %
Pl 50T ) v T OFEEIERTE S Z L 2R LTS, /NESOBEISIEROFARIZ BT,
S5kl EOEMTRRIZRET U v Py T OFEIC LV AIEPER I TWD Z b, 6 T H ~4 5
DEMICB T DARANOEIMEZRET ) v P T OFREER O T2 Z S L £ 2 5,

ClEaiE 2, B3, ORRRERT 6 1 H ~1 & O 2~4 5k D RGN 2 38 L. AP fess
ENTVDEREM & OB LD 6 A ~4 BO/NRICBT D2 ARFOFNEEFMT 5. RO@FHI

ICRRESNTIE TV v V2 TR DRI EMEC LS E M2 T2 &\ ) HeEE Ol 5 #1353
AIVATREE B R D, 7235, C4591007 sBROH I /MR ~— F Tl sBRFEmTIC, BRIV Ty
WIFE S VIZitili CTdo 5 2 [B H 48 1 7 A £ O 5% U O RHlRS R 42 10 T IRBRIEO BRRRI s 2 H
i, 3 A HEREE O RICESSFHEZIT) 2L LS (71258), 20ROV T, fndo &
B EROBYGURI O A X 7 v RIS T 2 AR R DO T2 OITIT T OFEREIZHB W TH 3 B0
SARS-CoV-2 U7 FUHHENNE L 705 Z E0VRB S, RRBROKMETH 3 BIEEESANTH S A
RRMERENEEx BN L. KOZEORIMEFMORaEZHE 2 | ARBROFEAEIZLY 3 EH
PREOFHliZ T 72 2 L 1IR U TH D EE XD, £o. REFVEOFEREOREIE, SR E DA
% b 3 8] H R ORI £ THERE R OBIREHEOEMMEDBHR S T\ 2 L E 2B E 2, RBRO AL
FEIC L0 AR OF R ATRE TH D B X D,

F/o, ARSI T2021 12 ANSA I 7 v URROFRITIC L W #8I1 L 7= COVID-19 BEHuL, 2022 4F
4~6H;*E@9Lkﬁ\7ﬂLADEU%M@WL%LTwém AHFTH . [A4E 7 HIZ SARS-CoV-
2 FrEGHEE S AT L TR0 1V 5 RO/ K LT ATREZR IR 0 RHIIZ SARS-CoV-2 7
7 F R REIRIE L TOMENR D D, ARIOBREG LD 6 7 H~4 O AARNNEHROE
WERRFRBRI LI S LTV R0, 20 sELh EA xR & L ENERIRRBRICI VT, BARANTORERNE
ROLEMERHERENTND Z L KCENTS 5 EOFITKT 2 HEERBRAEB I TNWD Z LI
Mz, EBD 5 @RMEO/NR~DT 7 F L AENARLBAMELBE L, f&H S 7ok C4591007 35k
DA IS E 6 T A ~4 %D/ T 2RO TR VLA i T2 2 & & L,

TR2 AEMEIZONT

FEEA X, 6 7 A~k 2~4 O/ NRIZBT 2 ARBN O O>N T, LFO X S IZHBI LT
el

6 71 H ~1 % L O 2~4 5 O/NRIZ I 1T D ARAN DA BRI I Tk, C4591007 38R D5 11 /ITAH /N
— NOTFEFHEEE & LT, YPNIAK Gug) 2 [BIHBHEE 1 7 AR SARS-CoV-2 (ZIK) 1Zxt
T AP (GMT R OWWURISESR) 23HIi+25Z & & Lz, LarL, C4591007 FERICI 1T 5 3 [H]
HEEROBEME & bz, AA] Gpg) 3 0B BER%E 1 4 AR O SARS-CoV-2 (R 1239 5 HFidt
(KAl (GMT R OWURIGESHR) 25l L, COVID-19 FAEFBAZhH 2 MGk L 7= C4591001 FABRIZIB UV TA
# (30 pg) 2 FIOFEFEZE 21T 72 16~25 s OWERE > b EEVEZA \THI U728 O Bk — & L i
T HFENCAEE Le (QRBRIFEMGTEE 2022 41 A 4 HUGTHE 6 ).

10) https://covid19.who.int/ (Fef&HEFRH : 2022 4E 8 1 9 H)
1" https://www mhlw.go.jp/stf/covid-19/kokunainohasseijoukyou html (FA&HEFZH : 2022 458 A 9 A)
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ﬁﬁ\ﬁﬁﬁﬁ?—&@mﬁﬂ%:owfi GIEFREDN RO ELZTH L EBE L, KV
VRO SEM] & T 572012 25 & BIR & U CRRE LTz, MiakBR oo S0 [E 3 —Bh 5 7 5 2312 | gl
@E&ER-%%%@@E%%%%E%T%OKOit\ iR 0 SARS-CoV-2 DIEYLE D 7o\ B
O DN MIEREZ AWT, F—OHEIC X0 FRRHCHRPUREZRIE T 5 2 & T, maRBRE %
FEIFMET — 2 O BRI AR & 5 % T,

C4591007 FRER O I /AR S — MMZIBWT, FERHMlIEE Th A4 3 B H fE% 1 7 H KR o
PUAATh 2 FRA% & 975 C4591001 FRERD 16~25 ik DM & DB OFER, GMR K OHUKIGERD AT
WT, WTILH FRNCERE Lo E RN ERlR S e (712 & 7 38), C4591007 #ABROE T/ MFE /N
— N & HES R D C4591001 FRBR D 16~25 1k DR O FEAT Al RE S MR IZ DU T BB 15 R
8DEEBHN ThH-oT,

# 8 WBEY A (B I /IAH S— FEE R RESRE R EAER) (R — R 5 A L IFFD SARS-CoV-2 J&H72 L)
C4591007 RER 4591001 2B
6 7 A~15% (A3 pg) 2~4 5% (RAKI3 pg)  |16~25 5k (K30 pg”)
N=204 N=132 N=183
n (%) n (%) n (%)
MRl |5 94 (46.1) 73 (55.3) 89 (48.6)
S 110 (53.9) 59 (44.7) 94 (51.4)
N HA 151 (74.0) 102 (77.3) 138 (75.4)
BN, T7UVHRT AV HAN 9 (44) 2 (1.5) 18 ( 9.8)
TIT AN 20 ( 9.8) 14 (10.6) 15 ( 8.2)
% Rk 21 (10.3) 13 (9.8) 7 (3.8)
Z DA 2« B 3 (1.5 1 (0.8) 5 (2.7)
(593 EANR= IR TT VR 24 (11.8) 18 (13.6) 56 (30.6)
v ANR=y TR T T RS 179 (87.7) 114 (86.4) 127 (69.4)
H] 1 (0.5) 0 0
s ® |50 11 (54) — 34 (18.6)
2L 193 (94.6) — 149 (81.4)
By bV 11 (54) 6 ( 4.5) 7 (3.8)
w7 L 193 (94.6) 125 (94.7) 176 (96.2)
REH 0 1 (0.8 0
N=FENT R RBIER. n=i%24T 2 Hl%k
* KA 30 pg & 3 WEIGIRE T 2 [EHERE 1 0 A%
a) TAVHRA T 4T v, TITAAFER, "TARER, & OMA T ER
b) C4591007 #B& : BMI /S—& > & A )LD 95 X—F » Z A VLA k. C4591001 385% : BMI 30 kg/m? L1 b

¢) N—RA T A D SARS-CoV-2 YR : Visit 1 © SARS-CoV-2 N #5A FUAMRET A 5L, B HIE AT 5. T COVID-
19 BABEOFEIZLVHE (WFRroRE THMAEXIE COVID-19 BERSH Y OHAIE THY ), WFhokEbE
PR O COVID-19 RAEEZR L OBZEIE 72 L))

Fro. BB OARA 3 B HEERE 1| 7 A %O FFHUAMEITR 9 DL B Thotz, —HOH M
TIHFEAR SN TEY . PRIFURM OFE ROMPRITITIEENLE TH 503, Rl AFEEROREIC X
5% GMT I3ERFERETH 572, N—RA T A EED SARS-CoV-2 EGRIBI O HRIHiA ML THv ) £
FAT 720 ) £ L0 b @ o 7o, WTFNOESEM T b HURISERITEm I o7,

12 4591007 348 : K[EH, 74T K, B—F 2 RERAAL
C4591001 &R : KE., FAY., Mra, 7590, TABCFUOROET 7V A
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29 EROYEMBIOARK 3 B HBRE 1 4 A% ORfPAM (55 0 /I8, — kT AT AE ferk U AE )
C4591007 =B C4591001 =5
6 7 A~15% (KHI3 pg) 2 E~4 % (RA) 3 ug) 16~25 % (AH 30 pg”)
n GMT [l 95%CT1] n GMT [l 95%CT1] n GMT [iiff] 95%CI]
SIS 132] 1724.0 [1523.4,1951.0] |204| 1636.3 [1482.4,1806.3] |183| 1210.9 [1095.6, 1338.4]
o 3 73 | 1673.5 [1429.8,1958.7] | 94 | 1537.5 [1301.3,1816.6] | 89 | 1275.9 [1117.5, 1456.8]
S 59 | 1788.6 [1462.0,2188.2] |110| 1725.8 [1535.5,1939.7] | 94 | 1152.4 [ 991.2,1339.8]
B A 102| 1765.6 [1530.3,2037.1] |151| 1703.7 [1533.6,1892.6] |138| 1240.5 [1104.2, 1393.6]
BN TT7IVH%K
Ik %{J\ﬁi YHRT 2| 777.0 [ 30.3,19904.9]1 | 9 | 17262 [ 989.4,3011.5] | 18 | 1156.7 [ 836.2,1600.1]
7T A 14| 1994.1 [1461.4,2720.9] |20 | 1229.5 [ 705.3,2143.2] | 15| 914.8 [ 573.3,1459.8]
% Rl 13| 13344 [ 8283,2149.6] | 21| 1711.3 [1351.1,2167.4] | 7 | 1213.5 [ 878.3,1676.7]
B A/N= EA
5?;\1@ e 18| 1719.0 [1161.5,2543.9] | 24 | 1904.0 [1501.4,2414.6] | 56 | 1088.7 [ 879.7, 1347.3]
R EAR=v IR/ 114| 1724.8 [1511.7,1967.9] |179| 1604.0 [1439.2,1787.6] [127| 1269.1 [1136.3, 1417.4]
5o L ) 7, ) : 2, ) . 3, :
B BV 6 | 3794.8 [2669.6,5394.3] | 11 | 3474.9 [2515.2,4800.8] | 7 | 2468.4 [1214.9,5015.0]
Rime |7 L 125| 1656.0 [1459.6, 1878.7] |193| 1567.6 [1418.5,1732.3] [176| 1177.1 [1065.5, 1300.4]

* AH 30 ug & 3 IEEIRIRE T 2 [RIEERE 1 0 H %
a) #81EMRc) ICHL

C4591007 FREROFH I /MAH/S— h T, TAFKRERA I 7 a8k (BAL) ZxFd 2 FFgtiiffico
VN AN 3[BT EETR AT & A 3 I EHERE 1 W AR AT 5 2 & TR S e, 2~4 R O/NEKRTN6
HH~EO/NRCB T HRERIFIRI0DELY Thote, WTHNOERMIZKENTEH, 3EEFEREICLY
HRIFUARMG O _EF 2R ST,

F10 A 3 (6 B BERRRT & OWERR 1 0 A %0 SARS-CoV-2 OZEBERIT 5 2 stk (GMT [l 95%CIL])
(G5 I /TAR - — G o] RE S R E AR )

C4591007 75k C4591001 #XER
2~4 5% (RAI3 pg) 6 WH~1% (KF3ug) | 18~555% (%430 ug)
N=34 N=32 N=40

Sk 3 [B] B HEREAT 70.1 [ 51.1, 96.0] 103.7 [ 78.4,137.3] 339 [ 26.1, 44.1]
- 3SEIEHAFE 1 VA% | 4714 [344.6,644.8] 640.0 [502.6,815.0] 1067.1 [834.4,1364.5]
= bk 3 [B] B HERE R 68.0 [ 49.5, 93.3] 94.1 [ 67.9,130.5] 36.4 [ 26.5, 49.9]
SEIBEERE L D AL | 4714 [341.2,651.1] 606.3 [455.5,806.9] 1153.6 [886.4,1501.4]

F3I vy | 3B HERE 140 [ 10.6, 18.5] 16.3 [ 12.8, 20.8] 127 [ 11.0, 14.8]
Bk (BA.1) | 3WIEHAE1 VA% 82.5 [ 55.4,122.9] 127.5 [ 90.2,180.1] 340.0 [253.8, 455.6]

N =4t G 1%

C4591007 FEROEF I /MMAH X — hTlE, VEIZFED< COVID-19 FIE T BIEh R PRE IS RN S 4u7=,
202244 A 29 HIEE DA v NAT T —ZIZHEDE [ 6 71 A ~4 5% 1T 2 A G R] (RAIHE : 992
Bil, 77 BARRE 464 ) IZBWT, TREREE 3 [EIHEERE 7 HLLAKED COVID-19 FeEFI'Y 1IAKIRE 3 41,
T ERETHITH Y, BIEWMTHIHE L VE [l 95%CI] 1% 80.3 [13.9,96.7] % Tho7=, i,
ARHFND 2 [FIFEFRIZ T 5 3 [BHEFED RVE ([COWTC, BT CAAKI 3 FIHEEREL 7 B DL EfR L7z 1,212 4
KOTZ 2RO O L EMRMERBICAKZ 2 [AHFE L 7 AL ERGE L7z 516 i1 2022 422 A 7 H~A
4 729 HOBIKOT —2IZHDE | PERIICFHE S 7z, COVID-19 fEERNIIARK 3 [0 B #fE 7 H LA
BTl 46, A2 B BHHRE 7 BLBETIX 6 fITH Y, BIZHM T L7= RVE [lifl] 95%CI] X 76.2

13) COVID-19 28gebaL DM (BB, #1772k UMk D TEAL, 7= 72 BEIN SUT B YN OB, FEFE . 577205 R
SUTFHRR OEAL, 2R R SUIR R O, W, FFL R, SFEIRA U R FEECREN 1 DL ER
DHi, BYERT T TORBEIERAIZ LV SARS-CoV-2 NGRS NI-H L EFR SN,
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[—0.5,95.1] % Th o7z, Fhhld VEIZOWTIE, 2~4 53KV 6 I H~1mO/NRIZEB N TENER
82.3 [—8.0,98.3] %M 1755 [—370.1,99.6] % TdH Y., RVEIZDOWTIE2~4 L6 I H~1 5D/
TIZBWTENEIL84.0 [—11.8,98.6] %M 1N59.4 [—459.5,97.1] % Th-oT-, 7, 4 C4591007 3
BRCIIHIE BRI RIZ DUV T, COVID-19 #EERIR D72 < &b 21 FIEEFE L= Re il COfENT &, 3 [RIH $2
gD &b 12 7 AMOBHREZ TEL TN 5,

L E, C4591007 BRSO /MR N— S OFFR LV | C4591001 FBRD 16~25 DM & DGR T
v VU TR D N EER R S N2 2 & TR T — 2 TH AN A I 7 v R TR & S e R
(Z N L 7= AGRBR T\ VE R S, A2 7 a ik (BAD) IS 2o EF b GRS h
722 LB, C4591001 7RER THERE S 4U72 COVID-19 SJE TR R E B E 2D L. 6 B A ~4 % D/NEIC
BIAARFO—EOENEIHHFCEZDLEEIHND,

HREIL, UTDXoIcELS,

C4591007 FRER O I /MAH/ S— R D 2~4 K O/NRR N6 I H~1 5Eo/NRERM & C4591001 75k D
16~25 DL DORIEFIET — & 2 T 5 Z L I2OW T, C4591001 385k T i h gt o L5 &
U COVID-19 FJE T Bz R iR S 4, H 0 SR T b a5 2 o3& COVID-19 F9E T8
RDPHER SN TNWDZ EAREEEZ D L (2 IFT7 ¢ E FRIRRICR A HEE (A3 42 A8 H
£+1F). N EnglJ Med 2021; 384: 1576-7) WiE D% FMET — & O He#IEATEE &Il L7,

C4591007 FBROH I /MAFH/ N — MW T, AH 3 B H R 1 4 A RSO RGuAffio> GMR &Y
PURISE RO EIZONWT, &7 ) v Vv TR DRI EERER S - 2 & PRIFURME O£ M
RN CHRE T AT L A RERERITRD NN o7 2 EED D, C4591001 AR CHER SN TN D
COVID-19 3JE TRINRZ BN E 2D &L 6 B A ~4 % O/NEZB T HARAO—EDOHIETHFFTE D &
W%,

ARHFE TR SN RE RN T — Z 13IAH 3 M HEFER | VARRETOT—2THY 6 7 H~45%
D/NRIZ IS D ARFN R O RERIFE I AE 5 PRFURME ORI IR CTH 5, Mkfer 723 i3 T & S 4L
T D C4591007 FRERDIEIE TR RIZEE T 2 =0, PRS0 B 2 BRI 2 ARMEICBI T 2
TEMBE SNTEEITIE, MYUICHERRLT 20ER S H LB 2 D,

C4591001 FRBRSE CIIBERRL R RPUARM A RFFRE & IR T2 Z LRI TWH e (=3
T A R FPERGRIC AR D E (B 34 11 A 2 BANT)) . 6 WA ~4 o/ NRIZEB T B E R T
— X DRI OW I SRS HFHRINE L, 4%, FieREERBN6G N 561X, BN % Ot
BRERT DL ERD D, o, 4% b EREOFBERPLE OVEATIRIUCER L, ZRERICHT 5K
FIOHVERLIZ I OV THERIEE L, B ERIUCIE CTextib 2 it 2 HER B 5,

7R3 ZEMITONT
7R3.1 et 7 a7 7 A I onT

REEE X, C4591007 RBRICH 1T HDLEMEICONT, LFO XS IZHH LTS,
O BOGHRMES
2~4 %

F /AR S— b D 2~4 FRIZHT DIRBREERERER 7 B IR SN RINREFZIIR 4O LBV T
bV ARIFEDZ < OYEE TRFTBUS K OVES SORHGEO bivlz, FEROFBEIGIL, BFIGIC
DWTIEAAIREE 77 B R CRIBE CTH o722, RPTRUGIIARBETT 7B REEL Y bRroTz,
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BLEIAD 1%LA £ Grade 3 LLEDOFSITIFRD 517, Grade 4 DFZROFREILUL 2o 7=,
FEEADFEBLIRPLUZ DT, AREIFEO AR A O FEBLEI 5 1% 38.0~38.4°ClE 5.3% (97 1) (1 [A] H Bk 3.1%
(57 ), 2 [BIE$%FE 2.3% (41 f51) . 3 [A] H$ZFE 2.9% (16 B11) LA FIENE) . 38.5~38.9Ci% 3.1% (56 fi)
(1.3% 461, 1.5% 26 #1). 1.4% (841)). 39.0~40.0Ci% 2.0% (36 #1) (0.7% (13 %1, 1.1% (19
Bl) . 0.7% (441)). 40.0CHEIL 0.2% B HI) (0.1% (1#). 0.1% Q2 HF)). 0) Thoiz, 728, 40.0°CH
D 3B 1A HBFEZ S 1, 2 [ BRI 2 PICRRD biviz, ZH b OFREBUIARAIERE 2~5 H&RIC
FEHLL ., 1~5 H ke L7223 40°CLL B & 72 o = HIIE 1~3 BRI Th o 70, 2 BlITfREGE R Al 2 L,
IR T RHIEE Th o 7,

RFTOGIE 1 EH, 2 BIH &L, 3 [BH THERS UIRWRBE Th o 72, TS OB
(FIRAE) XD T ORIV T HAFIRERES 1~2 B TH Y. el (hofi) 131 B TH -
oo 2FROMT 1EIH, 2[FIH, 3 BEIHEFEOIATHREAFNENMELS R HMHE TH o7, 28 KL DORBURE
B O(PRE) XD TOBRERNICIS W T HARIEERR 2 HCTh Y, il (b)) (X1 HETH-
776

TRBRSRBERRIZ L © FER ORI )T U CREAR Al A 1 BIDL EGEH L7 E oFI& 1L, 1 BIH T
VEARAIRE 10.8% (197/1,825 fil) . 77 AR 9.1% (83/909 i) . 2 [B] H Bfd TIXAAFIRE 9.9% (177/1,779
B) . 772 REE8.4% (74/878 f51]) . 3 [B] B HFE CIIAKIRE 8.5% (47/552 B1) . 77 &AL 6.9% (18262
W)f&otoﬁﬁ C4591007 FRB5R CIIMEEEEIE A O TP 5137 R ST\ iRino iz,

B MBI O SISFHFERSROFRBEAI1THR 11 OLBY THY ., WAL D05 172 RILR

b} %ﬁ’biﬁﬁ\o 77

11 IRBEA R 7 ARICR T D OSEMEFES AEE, 2 BEXUT 3 EIEOWT DY) B EEfET
GBI /AR S — b 2V e SR )

JRPT RS BN
AHIHE 75 AR AFNRE 75w AR
N (%) /N (%) /N (%) /N (%)
EXUS 981/1,833 (53.5) 348/913 (38.1) 1,044/1,833 (57.0) 493/913 (54.0)
MRl |5 444/899  (49.4) 164/469 (35.0) 476/899  (52.9) 248/469 (52.9)
Ly 537/934  (57.5) 184/444 (41.4) 539/934  (57.7) 245/444 (55.2)
AR [HA 795/1,469 (54.1) 274/719 (38.1) 828/1,469 (56.4) 399/719 (55.5)
BA, 7T7UA
27 20 A 43/92  (46.7) 13/40 (32.5) 36/92  (39.1) 18/40 (45.0)
TIT AN 59/127 (46.5) 33/76 (43.4) 69/127 (54.3) 38/76  (50.0)
E2ENIS 79/131  (60.3) 24/69 (34.8) 75/131  (57.3) 32/69 (46.4)
—
Kk ;j ;\/ +/ 7 & 122/264  (46.2) 32/120 (26.7) 118/264  (44.7) 51/120 (42.5)
;:;\/ ; Lj ; 857/1,566 (54.7) 316/793 (39.8) 895/1,566 (57.2) 442/793 (55.7)
T Y HY 118/231  (51.1) 37/124 (29.8) 110/231  (47.6) 62/124 (50.0)
W [ L 860/1,597 (53.9) 310/782 (39.6) 900/1,597 (56.4) 426/782 (54.5)

N=MEHT RS B1EL, n=FBLBIEK
a) RX—A 7 A LHFO SARS-CoV-2 JESIRPL : Visit 1 1O SARS-CoV-2 N #5 S HUAMALAS S, BRI IE M ARG R, 3T COVID-
19 BEFEOHEIZ LV HE (WTNLOMATHEXIT COVID-19 BEFEDL Y OHEIT THY |, WIhomi bz
M OY COVID-19 fABER LOGAE e L))
6 71 H ~1 7%
SBIL/IMAR S— b D 6 1 A ~17RICB T DIRBREHTER 7 A RICERO DN OSIRMERERIIR 4D LB
DTHY . FAREDZE < OPERFE TRATBUS R 2L BUSH 0 b,
BFEROBEBEEIE, FENCOWTIIARAIREE 77 AR CRIBRE TH o203, ZOMOERIZHON
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TEHARFECTT 7 BRBEL Y bEho Tz, BBEIG D 1%L LD Grade 3 UL EOFST, AFIHAE 3 [ H
B ORPBOR 1.1% (4/362) OHTHY . Grade 4 DFEROFEBUIRN -T2,

FEENDFEBUR B DN T ARFIFEDORIER] DO FEBLEI A 1% 38.0~38.4°ClL 6.7% (79 B1) (1 [0 B H2FE 3.6%
(42 ), 2 [BIE$%FE 3.6% (41 f511) . 3 [A] H$%FE 3.8% (14 1) LLFIENE) . 38.5~38.9°Ci% 3.7% (43 fi))
(2.0% (3%, 1.7% 0%, 1.4% (541)). 39.0~40.0CiZ 3.7% (44 f5) (1.6% (19 %), 2.0% (23
B . 1.4% (561)). 40.0CHIX 03% 3 H) (0.1% (16, 0.1% (1 fFl). 0.1% (1)) Thotz, 7
B, 40.0°CHO3IFNT 1 EIHE, 2[HH, 3 EIHEMHEEZICENEN 1 HIT OO LI, 2D ORETHE
FlE1~3 HERICHBE L, 2~5 HIEAEG L7223 40CUL L L o2 IIE 1 HOBRTH 72, 2 B CfifEhda
Az L, i epiEE ch -7,

JRFTRSIE 1 EIE, 2 [BIH &L, 3 BIH TIHEWREEIEG Th o7, KT OFRBREE] (i
) 1TV TOBEREIZS O T HAFIBERE 1~2 HTH Y, PR (b)) 31 Al ch -7, &
HEONE 1 EIE, 2 [BH, 3 [\ H % OIETHRAEIEMELS 2B Th 72, B IS OF TR
(R fE) TV TN OB W T HAFIREREZ 2 HTH Y, Frgeiil (FFRfl) 1 X 1~2 HfTH -
776

PRSI O SOSFMEFLRIT, 77 B R CTIIESMA R 2R & 1 BIH, 2[EH, 3 [ HEHEEOIET
FEBIEIG DMK T L7z Dzt LT ARFIRE TSR & OB ABER O FBLEI A 2 bR 1 Bl B $EfE
2 [Bl HEEFERL . 3 18] H #EREE CIRICRBUEIS IR T Lz,

TRBRSRBERRIZ L R ORI )T U TR Al A 1 BIDL EEH L7 E oFI& 1L, 1 BB T
TEAKIRE 24.0% (281/1,173 ) . 7° 7 & AREE 19.7% (117/595 B1]) . 2 [0] H B CIIAAKIRE 21.2% (243/1,147
Bl) . 77 B AREE 18.8% (111/591 ) | 3 [5] H HfE TITAAIEE 19.2% (70/365 i) . 77 & AREE 16.5% (28/170
Bl) Tdholz, 72¥. C4591007 #Bk CTITMEERAIO PRI GITFFA S T\ o Tz,

HAEMBIOMKSFEMEESORBEEAITER 12 0OLBY THY | PREEFRICL WO MR
OO T,

F 12 ARSI 7 AMICR U D ROSEMESESR A EE, 2 BIHE 3 FHOWS ) F LT
CF I /IAR S — b 2V o 5 4L )

AT EOG 5 it
A 7T AR A 7T ARRE
/N (%) /N (%) /N (%) /N (%)
K 434/1,177 (36.9) 161/597 (27.0) 906/1,177 (77.0) 435/597 (72.9)
PR | B 214/588  (36.4) 79/291 (27.1) 459/588  (78.1) 208/291 (71.5)
S 220/589 (37.4) 82/306 (26.8) 447/589  (75.9) 227/306 (74.2)
N HA 352/921  (38.2) 131/480 (27.3) 722/921  (78.4) 354/480 (73.8)
BA, TT7IUAR
SR BN 13/42  (31.0) 6/23  (26.1) 25/42  (59.5) 15/23  (65.2)
TIT A 24/91  (26.4) 10/40  (25.0) 64/91  (70.3) 26/40  (65.0)
EZENS 44/117  (37.6) 12/49  (24.5) 91/117 (77.8) 35/49 (71.4)
e (-
Kk Eff\:?%%/ 55/160  (34.4) 17/64 (26.6) 124/160  (77.5) 48/64  (75.0)
VAVANE
S— o <.
;;C;Q;ﬁ/ 376/1,014 (37.1) 142/529 (26.8) 779/1,014 (76.8) 385/529 (72.8)
J& Y HY 31/88  (35.2) 6/43 (14.0) 69/88  (78.4) 30/43  (69.8)
W2 |72 L 398/1,078 (36.9) 152/541 (28.1) 827/1,078 (76.7) 396/541 (73.2)

N=FENTRI R BIEL, n=FBHI%L

a) N— R T A D SARS-CoV-2 JEYLRIT : Visit | 0 SARS-CoV-2 N fi &L AR B R IR AR 5. X3 COVID-
19 BEBEOFEIZL VHE (W FROAORE CTHBEXIL COVID-19 EEDHV OBAIT THY ), WTFhoRELE
MK TN COVID-19 FEB 722 LAt T2 L))
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S5 /MAR/S— R CYRERIE 1 [A] B #Afi % 0 O IRRIR BT 1| 0 A £ CORAFFLRORIEIEIL,
AHFIEE18.7% (344/1,835 ) . 7T BAEE 18.7% (171915 f51) TH Y, WMEERICEIT o7z (712 %
5), 7o, IRBRE I EHEMEO LT =Xy A7 H (202244 H 29 H) £TIZROLNT-HFEF
LOFBLENIG IIARAIRE 18.8% (345/1835 i) . 77 B AREE 18.9% (173/915 f5l) TH Y, WS- FE
X Bk OIRBR IR | W A £ TICHE SNZELR L MRRETH - 12,

BEAGRD 277 4 ik a7 s iiE S~ HOEBERFFEINTZV AT ThbHva v,
TFTT7 4 TF = DR, DIRE, ROEERFENY 27 THHFT v - NU—ERIEO WA I372
Mol

HIE COVID-19" (IAKIRE 6 B, 77 B REE 1 BICHE Sviz, 2BIAARHF 2 [b] HBEFE% ORBLTH
V| FIERE IR 32~208 HE Ch o7z, AAFEDO S B, 561X 1 SOEA (2 BT OHERYE
D03 BIERER AN 12 K 0 HE & S AL GO X v EE &Il S vz 1 60X 2 Bl COVID-
19 EYEDREAE 23RO T2, 80 O 1 FNTAEETAHE (L3, FEREIEM, SpO2 KX T) 12 & v HEiE &
TS AL, RNTA TN W L DRRFEEDHER SN TWD, 77 2AREEO 1 1T SpO K FIZ kY
FIE &P S, N— R T A TMIEFEAIIC SARS-CoV-2 DIATRYLMAHER STz, 723, MIS-C
K OBEARD 3 27 1B W TEHERIEAEN Y 227 Th5H VAED/VAERD % /RIBT 5T BT A4
LIV,

6 71 H~1 ik

01 /IIAH S— R CIRERE 1 0] B Bl ) DI % | U H E CORAEFEFERORITIGIT.
AFHIEE 30.1% (355/1,178 1) . 77 B AREE27.1% (162/598 ) T -7z (7123 5), £/, BRI 1 [A]
HEMEGENOT —2 1y A7 H (202244 H 29 H) F TIZRD LA FERFRORELEIG I IAKRE
30.3% (357/1,178 f5l) . 7' Z B AHREE 27.3% (163/598 B)) Th 7=, EibOIRBREEMKERE% 1 7 H LI
T—%J v M7 HETITBEMTHE SN oA EFRRIT YT RE O —RERIC LR b HIER (T
A NVASERGE, BB ROZFOMORRER) NMEEAETH- T,

BEAGRD 2 27T 4 fHiER N2 2 FT 4 fh1E 5~ A0 BEERFESNTLZI A THDHYa v,
TFT7 4 TR — DR, DER, ROEBERBERN) A7 THLX T v« NU—EBEREO WA 1L
MmoTr,

FJE COVID-19 [IAFIRE TIIHE SN, 77 BAREE L BICHE SNz, 4 16T, OhEko E5-
IZR Y ESE LW S, =T U A NV ADRIRHSEGE AR S 7z, 7eds, MIS-C K UOBEAR O =2 I
T LB W T HEBERBIERN Y 227 TH D VAED/VAERD 2 /RET 5T 5 o A 3G LNR -7,

@ HEELAEFEZRLORHIEH T REAFEFESR
2~4 3%
HBIFAAN—=F (F—F Dy bA7H 202147 A 16 H) TITEELRAEFLRLIIRBO LN -T2,

W LT 5 5oL EOREENTRD 65 COVID-19 e E i
- EE A H MR B TR T D 2 O BRI (VRN DB, SpO2 I T X i PaOy/FiO, 1% )
RS (EEERRERE, MR R RS, B S SUT IR AR A TR & B iR A B 5)
Cva v 7 URDARR, AHEBRAE, RS U AR EPaE~D AR, T
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B/ NN— R CTROONIZT—F >y A7 H (202244 A 29 H) ¥ CTOEBERAFEFRIT, K
FIFET0.7% (12/1,8356)), 77 HRBET0.9% (8915%1) THo7- (7.1258), /=, WTho/—
FCHIETHNIE D DR o7,

FRlCHERTREFEFEFG L LT, OB IR RIERO RS, U7 F 8 & B0 IC B4
% H4: COVID-19 FBIERI THELT 5 2 & MEE SN D FRBFM S iz, WT o/ S— MZBWTH,
DR, DS~V BRI RREL, B A 2RE) . 77« 7% v — 3@ biienoiz, 6
I /MFE S — b OARFIFEZ I T Y 3 EHE 1 R OB EESR 2 fldlE i, U o EED 1 2N T
IIAKIEERE & ORFBENEE S e h o7y, IFIEREE ThH o7z,

6 1 H~1 %
FIMSN—b (F—%HBy bAT7H 202147 A 16 ) TIIEBERAFFZIIRD NI o7,
FEU/MANN— R TROONIET—F >y A7 H (202244 H29 ) $TOEEBRAEFEFZIT. K
FIFET 1.4% (17/1,178 Bi) . 77 AREET 2.3% (14/598 ) TH o7 (712 2M), 72, WTFho
— FTHIETHNTRD IR o Tz,
FICER T REFFFRIIONT, 2~4 s OEMH] & RRROFHIAT DAL=, WT o/ — MZBwn
Th, Ok, DIER, ~VRE OB RE B A 2RH) . R, 77 ¢ 7% —I13580
SNZeinotz, HBI/MA/ S~ FOKRFIFEZBNT 26DV U REIENRE S, U o/ HIED 1 #ilC
DNV TIEAKIBERE & ORRBRAEE SN2, 20 1 FlotRIZEE THh - 7=,

P EODO~@T/RLIZERD, C4591007 RERD 6 70 A ~4 mEOEMIZI T, KA %2 B S - H0R
FH D% TGRS (RFTEOS LK ORH KS) BB b en e A SITREIFEETH Y,
FERFEBLERFR THAE L THY . ZRETI S ETHRIh T b7 e 7y A VLR CTH -T2,
Tz, KNEHERUNAOEEEGZORBAEI SR IZ LA L IREIPEETHY, EELRAESR
BRONEBRTIEICE s - EERORBEG LI o722 & R TR AFERGUIDEH th&bﬁgm

TEISRHAN & DEE D)% bh57f747%/~¢umx DIRRITFRD GIIRIN o T2 Z LEN D Bl
RT 6 W H~4 mo/NRIZE T 5 AH| D (CERZRIER &I %@%hf%%fxﬁﬁﬁm%ﬁéﬂk
EERD,

HREIX, UTDXoICEXS,

C4591007 FREROHERE D% TR DN USREMESES: (RFTSOG K OV EH L) DIFE A SR E
ITHEETH Y AEENBO TV, £2, OS] i%%u%®ﬁ$$%@%’%ﬁ%ﬂé\m&<w
LA E ;ﬁxfxiﬂlﬂ f“fzb;%) CEEMER L, B THEON TV DIEENSIE, 6 A ~4 B0/

-

Bl HARAD WCE ARSI D STV E T L7z,
=77 L 6ﬁﬂ~4ﬁ®¢ BT ALZEMERIZBE LN TWD Z 50D BUERRTEZICIT Y BZEE
JBO/NRIZBT 2 ARFNOZEMERAINE L, S5 NBRICES X @I 22 KB ONE &

ﬁpﬁ"zgi)!%é Fo. RIS 2T G % < OFRFIZRD b D Z LTz, BHREEG O
WSRO CRR IS IC DWW I, [EREEE . S o2 ORGER S 1Tk L Tl bz G
AT 20 ERDH B,
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7.R3.2 BUEIRGER OLZEMFRIZOWNT

HEEE 1L, MBSO HFFTSELIRICE ST 6 1 H ~4 mo/NRICEB T D 7S SIc OV T, LUF
DEIITFHAL TN D,

6 A H ~4 K D/NRIT T A AN O ANE 2022 42 6 H 17 B CREIOBRREEMFF ) %SG S,
Bk A CRE I ERA R S TR Y | MAMNUEIRTER OB RICOW TR - FHET TH 5, 2022
7 A 15 BETOABEREICBWT, PEIAZED SARS-CoV-2 V7 F > ThH U A7 L LTRREIN T
Hyavl  TFT74T7F%— DHRFITROOLNTELT, 6 1 H~4E0/NAFFEOREERIZ
O LTV, 6 B H~4 1D /NAZI T 5 LB DN TIE, C4591007 RO 7 + 1 —7 v 7't
BURGEPOERE I O N DRI IE D & | JEFRHE. TR R OV 7 T it &2 5l e E AT #r
TR EOBENRODERZIT Y, B, 6 BH~4 SO/NE~OBERICEE L, BRAER (05
K. DEROIERG D) 220 ZENHLWERETHLZ L biEiE 2. 5 WL Eo/NRIZET 5%t
& & R, WS OFHEE N RO LEIC L BIICK S &, BEIDS U TR T 5046
NeENDEIIC, BMEICTHERIBIET 2 P ETH D,

HREIX, LTFTDX2ICELS,

HEAMZF T, SARS-CoV-2 1ZxF 2% mRNA 7 7 F U BERE 4 DD i 28 UL DR O X, 2 [0 3 #
FEBICE L BB O BYED 2 (A HEEREHRICS 0 2 L A STV 5 (N Engl T Med 2021; 385:
2140-9, Myopericarditis following COVID-19 vaccination: Updates from the Vaccine Adverse Event Reporting
System (VAERS) '9) , ARFLCld, BUEMTEESR D OOHREEELEL DN OREVDEHINT-Z LD,
2021 4 12 H 6 HIZ DR M VDR Z BSOSV IR E AL LTED, UL 2 72O TESIR
M M T TN D, 5 81 BIEARFHRES PUIHERE - U 7 F U pRISOSHR GRS, S 4 55 6 1]
FE - R EFEESORSERNEL SRS Z e (BRI T\ TRIERTEESR LY
Wil ST DR B OV B\ MBI D 100 J7[IBEFE S 72 0 OEER (774 oL~ 4 RO
UL S B ELAWREFR) X, 2 I 7T o R e S GREEWIR - 2021 452 A 17 H~20224F 6 H 12
H) TIXREHTOM 0.6~32 1, LR 04~131F, 2257 ¢ i 5~11 ] 2 Befits GRE
Ml 22022 4E2 H 21 H~2022 46 A 12 A) TIXOMHR 2.3~2.6 F, DIEK 0~1.7 1 TH Y . BIFFHAT
X, S UL ED/NREED, U7 TF o OBRERHIC R L 52 2RO BRI Hivleu &k
S,

FHERBIZBT DU 7 F UAERBE O LK « DIER OFRABEE L COVID-19 (24 0F9 5 0 7% B F5
DOFAEME LD B, FBELLZE LTHIFE A ENEIER XITESE TH S (Circulation 2021; 144: 471-
84 %), MA T, = IF7 1 itk 5~ 11 HEFEER OB RN EZEEE R 5 &, BIRFET 6 7 H~4 0/
RIZBWTHFATERWY 27 Z23R-B T 2B RIIFONA TN RNEZ XD,

FTo. DK - DIRRUSADRISOSIZ DN T, BT 6 W H~4 so/NRIZBENT, vavy s 7
T 74 TX—OWMER, UTFRB IR DY AT AR 5SRO LTV, 72750 6
H~4 i O/NRIZE T 22 2MERIZ. AMERLED, SISHESIET LI ENEETHY, Hoh
T EMICES WU RIS 2 T 2 NN H D, 7285, 6 T H~4 s O/NRITRISOSEDRER D B 7 & FF
APEELNT LD PERE ORER X L, BURRIZRIEIR 232 O BN 2 B TIE i35

15) ACIP Presentation Slides: October 20-21,2021 Meeting, https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-10-
20-21/07-COVID-Su-508.pdf (& H : 202248 A 9 H)
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& DHGFER ORI & & 2 %,

7RA4  ERIRAINLESHITFIZONT

AENIDEERINLE TN T, LI T X 51282 5,

AFTIE, 2021 4F 12 H~2022 43 24 7 v UROFATIC X B0 L 7= COVID-19 ki, [A]
A 4~6 HIC— B L7223, [F4E 7 H1T SARS-CoV-2 HHLF MBS ABICHIM L W, 5 R o/Ng
HE O TETOERTERERDOBMMNBRD 5N TWD (Fif = a0 A )L ZRGIESH T AL H Y —
R—F G 92 =) , BUEOTATRIL., KOS % bHio e ZBEO HEBIC J 0 BYIERNE Z 5 AlHE
PEEH D,

/N D COVID-19 [TELEGFIHAE T, B LT 5 Z LIXENE STV D D, BEYHE OB, 4
PET VAR V—TEOAIHE LR b, ABBESCHECHbRESNL TS Y, £z, A
ROfE 2 A9 B/ COVID-19 OFEJE(LY A7 BEnE STV MCKETIE—E0EIE CTHIE
FILFE T HI A S 4TV 5 (Lancet Child Adolesc Health 2020; 4: 653-61)

F 72, HIE COVID-19 & ITHIIT, SARS-CoV-2 [EYLt% 2~6 I HIE L, B L AR E 2 1 5 MIS-
C/PIMS DI BN HES TEEERE SN CH Y (Eur T Pediatr 2020; 180: 2019-34, JAMA Pediatr 2021; 175:
837-45 %) . AFL T HIEF A STV D (Modern Rheumatology Case Reports 2021; 5: 442-447 ., IDCases
28 (2022) e01493 %), MIS-C/PIMS % COVID-19 DJEIR DA IEIZ23hvd0 BT FIE L, FEIERFIZ T2 WAL e
IZEL T2 THRBMICIERSEL L, ETIRRSSCOERELLEL T 256030 | A Tl
FEIHERNH O DSRS0 D (NE COVID-19 BE# & AR RIEMEIEMERE (MIS-C/PIMS) 2%
arverPART—h AV RY),

AHTIE, 2022 428 A 9 HIKF AT 4 3% LA N /NI HFE P EEZR SARS-CoV-2 U 7 F U E7evy, —F
WAL CILRAE 6 H RS CICKIET 6 71 A ~4 s /NI 2 AHK 0 SiE IR 58 4GRS E A FF A 23 70 S
T, KECDC X, V7 FU8/ICL 0 /NED COVID-19 257925 Z & T, /NEHZED COVID-
19 12FE 5 ABE, SE1C, MIS-C/PIMS, #IBREZED U A 7 [FIRER, /NG & 72 2 FREN L TORK
YERBA IS N CE D L L, 6 W AU EORTO/NRICKTT DT 7 F oA HERE L T D,

ARHFEICIBW TR 472 C4591007 REBRO AL D . AAID 6 71 H ~4 56T 5 —EDAH M
FEIFFCE (TR2ZH) . ZRMICHO VT HERF A TERRBRITERD b T RWn W L7z (7R3
2,

ULEEY . 6 1 A~4 o/t LT ATREZRR » RN ARH 4 S/ rTRE 7 RBBIC T 2 W E R & 5
EHIWr9 5, SARS-CoV-2 U7 FUHEREIZ LV HIRFSND KT v & U AT ONRT R, YLk
FTRDL, BeEEfEE ORI OFREIZ LV B 5720, EFRMEESE . WS L OZ Of#EE N, K
RIBEFRIZ L0 /NR TR SN DR 7 ¢ v b ERIIEED U A7 2R LTz BT, BERE OB A 1T
TEDLE). THHICHERBRRR2INDZENEETHD,

7.R.5 ML - AEICHOWT
AENL 6 B A~4 So/NEHORAN E UTBR I, HaEEFHE - HEIZ, 13 02mL (FUH AT

16) iz} 3-2 « https://www mhlw.go.jp/stf/seisakunitsuite/bunya/0000121431_00348 html (G:#&FEZR H : 2022 458 H 9 H)

17 https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions html (Fz#&HERS H @ 2022 4
8H9H)
18) https://www.cde.gov/coronavirus/2019-ncov/vaccines/recommendations/children-teens html (F#&HERR H : 2022 48 H 9 A)
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YER3ug BA) AEt3 B HRNICERT S, 2 B EIZEE . 3EMOMET, 3EHIX2 [ HOEE
DAt 8 KR LRSS D & ST D, BEEE 1T, AR E &R O RAERIZ OV T,
UFOXIICHII LTS,

FHERRERER & LT3 L7z C4591007 REROE [ A1/ 8— R Tld, 2~4 i O/NRICAH] (3 pg X% 10
pg) & 21 AR T2 B L2 & & 0 et, AR R OERIEIZ DWW TRET LTz, BRI O
FEFEIRE X, BEARROD 5~11 ik LL EOF I3 5 LA BLICRE Lz, T ORE, 10 pg BECIEAUSFUEF
LOFRELENGOEIE LD @ MEIAIARD B AL, FIARFIBREE ORFEURMIL, 3 pgBEL 10 pg#EL T
RIFECH-T-Z s, B/ S— kD 2~4 G O/NRITRT DARFI O - AEiE, 1\ 3ug %
21 kG GFAMIRIX19~23 B) CT2EEEFTHIZLLERELE (711 58),

Fro, BREREICOWTIE, B/ S— - 2 BIHEERE 1 7 A% OREREORER R (F6) T2
~4 HO/PNRTIEIHRIET Y » D0 T ORRNEEL R S22 -T2 2 L L B OWATREN S, HFEEDY
N TIEA I 7 1 URRICKHT 2 80E TRV R Z IR T 572 DIZIT 3 MIHREENMNE TH D Z L BRI X
NTW5DH Z & B (MMWR 2022; 71:139-45, UK Health Security Agency. COVID-19 vaccine surveillance report
- Week 27, 7 July 2022'9 %) | 2~4 s O/NRIC S 3 [B BRSNS & L7z (7.12 208),

3 B B OHERERIEIC OV T, A E CICHIfZ2ES 2L 52 2 BIEEE D2 L
8 WM LI=BICITH b L, L, R EEL T2 L RBIEENLETIHENH D &
WD SRIEFR I — IR, oV 7 F o oBREMRA S L L, #ERERRIC ERRITERE L TW RV, 6 7
H~1EO/NRIZ T 2ARBOHE - HEIZHOWTH, 2~4 0 /NE & RIBRICERE LT,

/AR S— M2 DR EMEORE RS 6 B H ~4 ik o/NRICB T 2 H M EFIFRF T (TR.2
ZMR) . AHIO 3 [EERICRIT AR R ORI A R L2t (TR3IBH), 6 1 A
~4 R O/NBITKIT DAFIO AL - AEZ 1110 3ug /53 1, HRWNICERET 5, 2 [0 H 3@, 3
HEORFE T, 3EEIX2 BB OB &b 8 HFRIE L kIcEMT 5, ) ERELL,

MirElx, DLEOHEFEOMBA, WONZ TR2 XN TR3 OMatZEsE 2. 6 T H~4o/NRIZBIT S
AFRNORE « HEZHBHBENEDO LB VICRET D 2 EIXATHE & HIkr L=,

7.R.6 BUERRGEH ORFTFEIEIZ OV T
7R.6.1  HEIRGER OFRHAIZ DUV T

HEEH 1L, BERFBHOBMEICHOWVT, UTOEIICHHAL TV,

C4591007 FERIZIUVNT, 6 I H ~4 5k D/NRIZE T 2 A HFN DR AP BERZ2BEITFRO H T
28 (TR3ZM) | YiHElE o B AR NNRIZE T 2 AR OZ 2B RITGE LN TV RN EENL | K
I ORGERGERITITE A FERE T TOREMHEFTROME, FHIL OFRZETIEE L EZX 5, L)
5. EHZEEE ISR D ARHIBERES O EMEBROIEICE L i, B7ARO 2 2 -7 ¢ % L Rk
CETFEEORESENEMIN D AREMELH D, RENRSCHNENEERT 2HEO LML T HE L
FEZXTHBY. 6 A~4 Wo/NRERE LT AR OBEFRIZ BT 5 E 38 0 fi 4 5% o 5 o A HE5%5 %
FZ2 . AFNORGEMRFEE A S OBIMNOEEGLZEVEBERFTEIZOW RS Sk &, Mg & ik - e
L7z, EFEOFRA SO EfiA L WA IR LT, 6 71 H ~4 5K D /N % RS A A%

19 https://www.gov.uk/government/publications/covid-19-vaccine-weekly-surveillance-reports (F#&HERR H : 2022 458 H 9 H)
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HRIZRO N DLAFEFL, SOSKEMNE (BETEISKR CEHIE) FOZEVFEREZIET D 12D DR E
(P ETLENAES IMSIANE T 5 N UNIA I eI Va7 f TR VA Sy

BEREIE, 6 I A ~4 %D BARNNRIZET 2 RABFRE OB BTG O TWRWZ & Yi%FinEIcE
J D AFIERR O R EVEFRIIR O TV D Z e, BUEIRFERICIT, YZEREICR T D2t
HWINEEZ B & U7 R O FEhi e OE R OB RIS B & B 2 5, E HEO A% O K 78 %
BEEZTRBETIRET DI ETHELEZARWEBZ DN, EhTet oV AR, AHI O RGEIRTE% A
DEHERONRERGFT 2 & &Iz, EPPITHENRBETE 2 L) RHZEL TR L NEELEE
25,

TR.6.2  AH & BEAFREA & OFEIC X 2R L IC >N T
6 1 7 ~4 5D /NICHE$ 2 4K & WEAGRRA (S~11 OFTHER T2 T2 257 ¢ ik 5~11 %
AL REUEOFIHEATS T3 57 (fik) ) LT, ARG, SRR, RERRENRARD

T Ehn, HEEIE, BERERENIERICOVWTU RO X S IZHI LTV,

AF & BEARGRBIHA & OFEIC & D HEBROBRAICK L, BUYEFEM D OxE & R, LR O

L T A

o MAIOHGEZHIEEE LT, XA TADF Y v T RN T~LOEIZE DB M B, iR
% D2 U v DI B TRE AR — L & fRRR LA T 2.

o FRUF OB RS OB ORISR & LT, RAIOSMEL, AR, FRAE (REED
SEFE ORI | A IESOENLED, EHRIRIEH A ERT 2 & L blo, EREE
FHTORPALEEN L. ERTSE~EYIC SRR 5,

S5z, LEOMEEMILT 2720, BERBEOEN L 2 ORI BIT D RIS O Rk & 12

fik D Fffi 2B LT B,

HWHEIZ, UTFDLoI1cExS,

BEARBIANZ VT, ROFHRL, (RFEE, HREEEVICRIBEARE S TRY, WE#AIC
B3 2 B E@airbn g ( THfaa U s 5o OfhEOEEREEH No.l & (X No.2 (22|
(BF 348 A 3 AAHTIRA A R R T s g . (27 ¢ fidd e A
g 28R (2021 45 A7 7 A4 F—kAath) 20 0 T2 IF7 o fHEsS~11 A, 237 1 ik
I EERRR I O BEV) (2022 4F 4 A 7 7 A P —#kUath) 2V) , MEEE ORET 2 BARAL (1R
DIEUNHERET D L 5 . AFI KR OBEAGREA OSSR 26 L RIS 2 X0 | EREEESOR
REGD Z LN, MEHOEELEZZ D, £, Ak, HFEEFRP LR OB OV TH s s T
WD, BT BAIN RIS Z Enh BEEEBFROBAIK LTI I E T RICHEET 2 025
HY ., HEEOTEL TWDIFEIOEMIZMA . AFNO@EELEHIZEET 2 1EF R MHGIZINET D & &
HIZ, BEIS LU TERDZERNR LT HZEDNEETH D,

20) https://www.pmda.go.jp/files/000240928.pdf (
20 https://www.pmda.go.jp/files/000246187.pdf (

HTEZRH - 202248 A9 H)
HTEZRH - 202248 A9 H)
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8. FEMEIC X D/KERHIEE TSIRMT I~ S B RHIAR 2 8 A VERR A R M OEAE b
8.1 A T AR AT R A9 S B o0y
HfE, MAEERT THY ., TOMBEKOEEOHNIIRE 2) THRET 2,

8.2 GCP SEHFHA RS Kl k7 2 Bhs ¥ W
BE, RAEFEEFTHY ., TOMEROEEOHIWIIHRE 2) THET D,

9. Wi (1) 1ERRRICE T DA T

M SNTZERD D, £tk 6 WA ~4 0/ T 2 AK5H H O SARS-CoV-2 12 XV EYED T F5IC
D —EOAMETIFHFTE, BEMICERLBRTFEDOLNTELT, FAAREEX D, RivH
IAFETHIO TD 6 7 H~4 1% D/NRICKT D SARS-CoV-2 (2 X ZEYYED T2 AL+ 7 7 F
ThHY, MIHESNLEIIRT7 4 v "NEBEZ 2 ERMBOBKRNER IS D EE 2D,

M COMFI A E 2 TRICIBER 20 L HIBC X 2354101, REBBEZER L TELI X2
EBEZD,

ULk
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Rl AR D (2)

SR44E9H 14 H

Bk 72 4] =aIFT70MiE6» H~4%H

[— & 4] =2 UALZEMfTY P RNA U ZF 2 (SARS-CoV-2)
(BRI S4 : YT AT )

[ 5 &1 774 —kSt

[HEEFEHHE]  SM44E7H 140

(hFEE—]
BELD LR,

1. BENE

B R OV D% OFEHEIC BT A BREOHIIRIZ, UTDEBY Thsh, BB, AEMH#HOHEMSE
i, KMHIZOWTOEMEENS O LHHEICESE . [EREFREIHR AT 25N
EEOFEMICETHE] CERR204E 12 H 25 BAHT 20#EH 8 &) OMTICL D, 84 LT,

1.1 HEhME R O RAINLE AT IOV T
A 2 K ORERAINLE AT IOV T, FEFIERGRITAR 2 (1) @ [7.R2 FEMPEIZHOWT) KT TT.RA4
EERRBONLERHT ) (BT 2B MW X, SEMEEN S XFFES Tz, 728, COVID-19 BEHOHEMIC
PRV SRR ORI WT, BRI WA, 20— i, IEZE OGS OHES, ABLBE ORI
HE XN TEY (T Infect Chemother 2022 Aug, https:/doi.org/10.1016/j.jiac.2022.08.004, JEAERI PSS
TP - v FroaRe (B 36E) 2 i) | BUEOBYSRILN G b HEREATEER D 7 F U6
A~4 i DOFEBO/NRIZY 7 F o2t 2 2 L3O THEHETHLFOEA b H I L,
Fo. HERERIC, C4591007 AREROAZIME (VE) (2O THANIFHE S LTV /z COVID-19 e
B D70 < &b 21 BIEEFE L7 COMMT 2N M S AL, Bzl LL PO RGES L v it sz,
C4591007 FREROHE I /A S— ~ (2022 45 6 A 17 BRSO D v b4 75 —%) OFMMFAMHER O
(RAFE - 794 451, 77 & AHE 351 f51) 2 CIBEREE 3 [5] HEEFE 7 H LAKE D COVID-19 feEH] 1> 1ZAA
BE13 G, 7T BAREE 21 BITH Y, B CHHEE L= VE [fl 95%CI] 1% 73.2 [43.8,87.6] % Th -
72o COVID-19 fEEBI S S 7= SARS-CoV-2 1, R 1 flZEREVWIFhbAI 7 e Thh,
WARIT BA2 #2827 B, BA.4 7233 B, BAS 28 2 ] OV BALL SRy 1 T o7z, 7ok, FnEh|
DOVEIZLUTDOEED ThoT,
o 6B A~ ORARE 296 B, 77 B AREE 147 ) 2 (2B T, COVID-19 FeE FlTAFIRE 4 1,
T EREESHITHY, VEIXT75.8 [9.7,94.7] % TH -7,
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