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1. BFEXIIFEROBER OHNEICKIT 2FERRICEET 2864

2020 4= 1 A LAFED COVID-19 OS2 RATICR L C U 7 F U B2 & Tofl 2 OB R 3 U b
TED, YN, R, PURMESE N (L L7 SARS-CoV-2 DZEREMN R 2 & HHL4 5 Z & T, SARS-
CoV-2 DFEGILRK O 3V K ST E 7=, WHO 1L, 202345 H 5 HIZ COVID-19 247 % [EBRAI IS
BENDIAREELOBREEREDES ZH T LY | COVID-19 ~DOxt5 & LT, SARS-CoV-2 77 F
VR, IR R A GTRE L T — X DR L RE, HTe U 7 F o ROIRRIEORBE E L | S s
BELTWDY , ARITHE, 2023 455 A 8 AICEYIELE EONLEFTA DA 2 7 Lo L S e |
(2 3EFY) 2D 5 HEHRYUIE | ICEFE S N4, SARS-CoV-2 U 7 F (35| &t & PRABREIEICHES<
BRIRF D PR DRI & ST 5,

2 A Foa S (KA 1L, SARS-CoV-2 D S #2737 E ¢ RBD % =1— K4 2% mRNA A2k &
THUFTHY BERICKHET 2 LMY 7 F o ORF (U PR ) & LT ISARS-CoV-2 IZ
LD BEYHED TR OZIEE « DRT, 2023 4E 8 H 2 HICAF TR AR SNz, HisEIid, AT
TS FERKA ORI AV D SARS-CoV-2 U7 F 034 2 7 1 UkE XBB.1.5 Rl T2 17 7 F
VEREARET LN RENTEZ &Y AEE 2 RF (U B 2% LA 7 v 8k XBB.1S
RN T 2 1T 7 F > (ORAl (14l : XBB.1.5) ) ZBA% L. TOME., FEEERRBR I AHF D
EJRRE L A R 7 1 U8R BA4-5 RARICKIET 2 240 7 F > (ORH (2 i : &I BA4-5) ) DB
T AR D BERRBR O AL IC Fe-3 & . AAI (1 : XBB.1.5) DiBAMNIER 2 Rk i 58 KGR IE — R4S 5K
RHFEZ T o7, A (1 : XBB.1.5) X, ESZAFERHIEEN H AR ERIFZCEREEED TU 7 F L BR%s
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mRNA U7 F > L LR ST,
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U https://www.who.int/news/item/05-05-2023-statement-on-the-fifteenth-meeting-of-the-international-health-regulations-(2005 )-emergency-committ
ee-regarding-the-coronavirus-disease-(covid-19)-pandemic (Fef&fEFRH : 2023 4511 A 1 H)

2 https://cdn.who.int/media/docs/default-source/documents/ihr/covid-19_standing-recommendations_9-august-2023.pdf (Fe#&HEFRH : 2023 4F 11
A1H)
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DAL, BT OFBIX, A7 1 U8k XBB.1.5 Rt RBD FEfxMAIZ R 521 72 DNA BLsl o
WERRRERE, YT LU ATUDRANR I OELEE—THD,

2.1.2  JREOBE G R OBRITE TR O BR OR%E
A (1 4ffi : XBB.1.5) OJFFEORE H LI, invitro BB IZ 3T MAFB-7256a % = — K3~ 2 #5481
DNA ZHWAH Z L ZRE, U7 LU AT VFIEER—TH D,
77VV%5VE%&@hME%U%aE%’%?éﬁ%%/ﬁgﬁﬂﬁﬁiﬁéhARMA%WH%
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AF (A - IR ORAIOFZIIT 7 A EREST TS (B 547 A 19 BT #EEHA
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FHPEICOWNT, HEEFEICHIAZ RO 7,

HEEHIILL T O LBV FA LTz,

ZAVE CTOBFIZIBWTEG L TW D AA] (14« &JREK) KOAA] (2 i - &K BA.4-5) ORH|
D IR OFER A B E 2 5 & mRNA Ba— K350 7 F U HuF K O 7 k02851 5 )l Ol
I 5N S W B D, Fio, ARED (Al EIRKE) R OARED (1 - XBB.1.5)
BFI OB IEIX, 855 DNA OFSIE NEFA TROFIEO—HME2 AL L2 L #REF—Thod, K
#I (1M : XBB.1.5) ORANOREEELKITBRE A TREMN TH L OO, AF (1Al - EIFEE) & OAA
(11 : XBB.1.5) O#AIORIZEN/AEEIMRINTRY, #iEo vy NEOEL S XFRS EHEL
TWo, LLE&EEE 2 ARA (1l &) ORHF O MR T DALl (Ordmik ok B & OV
oy NHOIES2E) ZHWTAEAS (14 : XBB.1.5) ORAIOHEIEELZRET S Z L IXATHE & HIWT L
72

BRI, AAD (1l : XBB.1.5) ORFIDORIETE ) S AHK] (14 : XBB.1.5) O Szt o e L%
RETRELEZD, LMLAeRb, AF (11 : XBB.1.5) (X PHHEMEER L. RO ERERRD S
ATV DIRIMTH Y | AAI (1Al IR KOAKRHF (24l - &R BA.4-5) OHRFI O T)MiakER DORE R
WONCAHE] (1Al - BJEER) R OAH] (14l - XBB.1.5) 05K OBUAI O [R5/ RV EREARL 0O 5% 5 &
REZ D ARAD (1Al EIEER) ORF O lERER THE D e ATIEOREE K OE R » ME OIS
DEITEESEAH (1l : XBB.1.5) ORFIO IR O EREL R ET D 2 LIV EHRNEE X
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WD EEZD, BIEIE, HEEFEEPE LIRS, BRI IEER OHE EE DO BEER R 2 12 H 95
EOICHEEE RO, HEE IS T 25 2RE L,
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HEREIL, AR ORI & 72 B AF] (1 1f : XBB.1.5) OJFI K OHIF| O R IRFRBEAE S 5T
WRWZ &G HIFEEICAA] (11H : XBB.1.5) OJFEEM OCRAIDZEMHEIC OV THB &2 RO, HEE
TULT D LB F LT,

MAFB-7256a JFFE D SEFFEIZ, RBD % 22— FJ 2880 RNA BlF|ZfRE, 77 Lo AT UJRED
PR & AR T e BREWRT R 7 7 A VB RBRE B X HILD Z & D MAFB-7256a JRIEDH 2
i, V7L AT VFEEER—D 12 WA EREAREEE 2D,

F7-. AAl (11fi : XBB.1.5) ORAFIOSEFEEIZ, RBD & 22— R4 548D RNA B K& O % B
xOARAD (1AM IR OB O SE R L 2RI BEET a7y AV bRREZZOND Z &
2B, A (14f: XBB.1.5) ORIFIOAZNMIEIL, AH (14 EFEEK) ORFIEFR—n 7 H &ERE
AREL B X D,

BEREIL, A% (1 i : XBB.1.5) OJFEE ORIFIOFHBICONT, ZhEnAHl (1 i« &)
DR N O O [R5 [V ME R OfS R 2 B F 2 72 SR E OBERIE ) S 2 a7 1 7 7 A VIZIE
BREHETE, AH (1Al IR OFEE KR OBA & [l — DA 23R EFTRE & 35 HEEHE OF ]
I ANVATRE LT L=, L L72AY S, MAFB-7256a JE3E M OVAF] (111 : XBB.1.5) D&% 7=
fikfse o o BHIRAFBRIZF5 U T, MAFB-7256a JR3E J OARA (11l : XBB.1.5) 0845 0022 i 1 % e
HULENGD D EE LD, T, kT D MAFB-7256a J53 8 OVARHK] (11 : XBB.1.5) O EMERIC
DN TRFEN S HAVKEE, IR T 2 X D ICHFEF RS, BEEEIIIsT 2 5 2E%E Lz,

3. FEERAREEABRICET2ER A UBEICIIT 5 BEOH
FERGPRSEFREAER & LT, AH (24 : &I BA4-5) KOAA (14 : XBB.1.5) O%h 12 E=LHT 5
BRI 2 R & iz,

3.1 $AEREMT AR
3.1.1 SEFEME (CTD 4.2.1.1-2)

WIESaRE & UCARK (14l - &) @ 2 2 lERc2 m&EG L, 2 BIA&ES 2 HEIEMeE L LT
AF (1A R Y. ARKD (2 i EIEEEBA4-5) Y UIARK] (1 fi - XBB.1.5) Y AEEShi-
BALB/c ~ 7 A (Mff 8 f5l/&f) (21T B it Sz,

BN 2 WZRICRL SN ZMEEZHN T2 — RSNV RAEHWA Y T 27 —B LR —4—7 v
AT KD M REEZRIE LR R, BINRE & L TR SN 22 ORAIN RIS T 528 Bk
[ZOWT, FRIPUROFEE N RS iz, 72, 47 1 U8 XBB.1.5 BfICx 3 2 RRIFukiz >\,
AF (Al IERR) 285 SN2~ ATIRIZ LA EFES N2> 72— T, AH QAl - R
BA.4-5 2OV 1 i : XBB.1.5) ##E SN~ ATIEHFENRBO N, £ AF Qi LlEkk/

Y PrHlT mRNA B & LT 2ug
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BA.4-5 X% 1 fffi : XBB.1.5) #& 5872~ 7 A TliEA I 7 v U8k XBB.1.16 Zft O XBB.2.3 Rzt
T HHRPUROFHE G R S vz,

3.R HEIZR T A EE O
PR IR SN E R OLL FORGHI RS & AFIOIERERIEFICEI T 25 H35E O IIT s AdUA]
BE & ¥ L7,

3.R1 FOMOERBRICKT BEERERMEICONT

HEEE X, BRI T 2 ARFNOREFYEIZOW T FO X S ITHB L T 5,

ZIETO COVID-19 DFRITIZEB VT EAER SARS-CoV-2 BRMEOHBNEO LN TE Y, AFBICE
Wi, 2023 29 HRFRT, A X7 v 4K EGS.1 Rt KON EG.S5.1.1 B ER &L 2> Tnd (Fril=
B AV AEGSE Y — A T AR R AR ORDUAESE 2023 5363 (9 H 4 H~9 H 10 A)
ENLEYYESF AT | HROFR = v 7 A L A EBREATIRGL (2023 4210 A 11 B) BRI 4
et 2—9) , ZhEEEZ, ~ v A EERBR 3.1.1 28) 128\ T4 7 18k EG.5.1 %
(ZRPT DRI A AR LRGSR, wllElsae & UCARAD (11 - &) % 2 MR T2 m&EE L, 2 F
High 2 W%IBNRE & UTAR (2 i« IR, BA.4-5 X% 11fi : XBB.1.5) Z#xh Lo~ U A2k
W, A X7 1 UBREG.S.1 SRHEIS KT D TRGUA DT FE O i,

PEAEIT, HEEE OB Z TR LT,

4. FERRKEMEIRERBRICEET 2 AR OBBIC I T 2 FE OB
ARHEHIFDELOCHHREIRL SO TH LM, AR ERERERIZEE T 2 8B 1 3AA| O FE
HRERRFI RG22 T 5 & S, B sl e ShTunzan,

5. BUHRBICET BB R UEEICBIT 5 FE OB
ARHGEIHEL O EIRL O THY . TEMERBRICET 28R 3R Sh T,

6. EYEFFRABRL OEET 00, BAKERERICET 28RN NTHIB IR T 2 BE O
6.1 AYFEK|FERAER L OCBHE S 5 o
I HHT SARS-CoV-2 FAnHTAMITMIEZHEFIEC LV HlE Sz (E= FIR @ 10) |

6.2 [RARRERAR
AHFHIZRWT THEAKHEBBRICET 28k I3 S Tunin,

9 https://www.niid.go.jp/niid/ja/2019-ncov/2484-idsc/12015-covid19-surveillance-report html (Ff&HEFRH : 2023 4511 H 1 H)
https://www.tmiph.metro.tokyo.lg.jp/lb_virus/worldmutation/ (Ff&HEFRH : 2023 4511 A 1 A)
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SENSESY

7. EREREAE MR OCBREROZ 22 B3 2 BRI NCIEIZ 35 1T 2 /A OB
HWE K OV BT A5 R E LT, R 3I1RT 1 i BBRANERE Sz, 212 3 BRIX 3 D8 —
RN BAERL STV A, 7.1 HIZBWTIE A A v 73— ks OFRER OGO Hr k97,

£3 FIMERCLEHICET IRRRBR—K

TS . s I RO
s || PERE | x4 BRI PR - A RO T
/f\oi.‘:/.\~ FROT 7 A ot
3 o - ARH| (2 - AWK BA.4-5) 60 pg? I3
;é;ﬁ;ggﬁgiﬁ A b F7 4 QA EEEEBA4-5) 30ug® & 1 [A]
I N : P "
BEREA D 3 1 H LA LRk | 701 f E;;JVZ%\*%L .
o (1000 | 212t | | o2 EAEOE TN 0 IRERBAAS) 60pg® . AR (1]
FT B 301 4 jgried o - LAk
BEAZED SARS-CoV-2 U |47 B /< | - {ﬂﬁ SEJEER) 60 ng Xﬂi;fﬁJ (lfﬂﬁ : BA4-5) 30
- S H7 B /— |
BAZIT T -
R A 2 AL/ BAAS) 60 ug® & 1 EIf
12 LA LD PIPIER

a) U7 LU AT IONMAFB-6282a (42 7 1 8k BA4/BAS RFED S #2327 B D RBD $Hi%iA% 21— F9°% mRNA) % RNA &
L LT% 30 HE Iﬁ
b) FoFATUROT 7 L FPF AT % RNA BRI E L TEREA

7.1 EWNFEIAERER (CTD 5.3.5.1-1-1~33 : 212 BB A A 23— b, EWHHIRE 2023 45 A ~FEid

(F—&Zvy b4A7H :200FE1F A B)

WEIZT ITFT 0 OFIEISRE R OB (ERO#EMEIX=a I 77 0 Q1 : &JEE BA4-5) ) &%
. BT OEERENS 3 4 A LLERGE L7z SARS-CoV-2 JEYEFED 720 12 miLh B2 (B ISR
# o700 B (BAEE 350 ) V) Axtguc. AF A I BA4-5) ZIBMEERE L7- & & O
K OREEOKGTZ B L U 2 hisk 36 M IAE AL iHnE B iR SRR EN 5 figk T3 Sh
77

FVE - R ARF QM IFEBA4-5) 60pug T2 IF7 ¢ 4l : &JFEEBA4-5) 30pug &
BHANBERES L Z &L Shi,

HEVEAALY SHuiz 701 6 ORA (2 A : &IREE,BA4-5) BE349 61, =257 ¢ (21 : &JFKEBA4-
5) B 352 f5) DORFNIEERIENHAE S v, RO L BVERRIT I REM L OVFAS & &7, FASD 9 b,
BRI 528 % 5 2 5 BRI IR BRIEHa AT B OB & > 7o AA] (2 fffi : EIREK,BA.4-5) #E 1 {1
ZBr< 700 B CRK] (2 fifi : BIERE BA.4-5) BE348 5, =2 27 ¢ (2 fffi : EJEKEBA.4-5) # 352 i)
23 PPS & STz, £72. FAS OO 5| IRBREEHAESL O B[RO R GO -Tca I T 4 (2
filf - ECIFAKBA.4-5) BE2 B &BR< 699 Bl CORAI (2 1M : ALYk, BA.4-5) BE349 51, 2 F7 ¢ (21ffi :
FLJRREBA.4-5) Bf 350 B) 23 0afE EUEREM FTRE FAS & S, 20 ) LRI 8 2 A

DOARRBROEE B INIAK QM LIEEBA4-5) O T 4 (2l EIERRBA4-5) IZHT IS IEEREET S Z L &, FE
FBYEDOFTHNC 72> Tid, 1RBRIEEERE 4 % O M HT SARS-CoV-2 FFIHLIAMI D GMT t CRE| (2 iy - fLJikk BA.4-5) Bt >t
) ORI 95%CI O FIRESIELME~— 0 0.67 & LRID 2 & DR 4 % O1f 75T SARS-CoV-2 HFIHLAAN D HLiASE
BEROFE (KK QA : IRk BA.4-5) BE—IBEE) Ol 95%CI O FREN LM~ — 0 -10%% LRl % Z & Z2fEgdd s L &
ST, BAEGIE 700 4], BT 11, o MRS 2 5 L 2R WBR B D EIE & 10%. A /KMER ] 0.025 & L72a. A% 2 {ﬂﬁ
EIERE BA4-5) BEORIIBEEC KT 2 GMT thZ 1.00, 5 %428 e U 7= s FniS vk oo Hoa@ O FE R 25 2 0.490 H}i;ﬂ“é L. GMT I
BT 2L MEZRT IO DB I1E 99.4% & 72 0 . ARF (2 Al - FIEE BA4-5) LK OSRIREEOPURIGEF 20T D 90.0% & IE
T 5L, PURISERICET 2L ML R TT2OOMIHTIE 982% & 72 5,

Y MSZACEHEIPZE, TRBRIRE Y CUTRBRIEHE ) DIEA SRS FMBIE) | AR | RIS, EEROE
BRoyEER (WERGA) . EEROIEER DE (LEREA) &UZA%W@%@?EE*%?H MENEER, E . GEE .
(LR, 1RBR IR, TREBRIG 1. Bhl, T=4 —, TRBRIKES L OPUREHE 2 EiE 9 25 N8/ L Shiz,

9 JRBRFENEERE . ERX Sy (12 mLA L 18 A, 18 melA L 65 MiA . 65 Ml L) K ONET SARS-CoV-2 U 27 F L AEFEN B D
FRAEWIE G W ALLES AR, 5 ALLE) @R & S,
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SENSESY

TR B T FH I E O LD & o 7o ARF (2 Al : EIFE BA.4-5) BE 1 F1ZBR< 698 Bl (AN (2 i - ELJFE
/BA4-5) BE348 B, =27 ¢ (2 fffi : EIFAKBA.4-5) Bf 350 ) 23 GsE R ERTAM AT RE PPS & X,
G S D E AT & STz,

G JFME O EEREAGIE B 1X, {RBRIEEAE 4 % O 1Pt SARS-CoV-2 (A X 7 v L% BA.S &) HFn
PURMED GMT LK OWWURIGE SR (GBSO RRPUAMME v b 4 520 L S Lo oEls) &
i, LUFD 2 SaxRRHCH 7T HE AR R 24l - &K BA4-5) O3 IF7 ¢ (2 ffi - &I
BA.4-5) (ZxT DIELVENRGES - W5 2 & & &z,

& I JT ¢ (2ff: &K BA4-5) BEITKT HAA] (2 fl : ELJEKBA.4-5) FEOFIEE R GMT
oo W] 95%CI @ FRRAS 0.67 % LAl 5

® KH| (2l : EJREE BA4-5) BEL I T T ¢ (2l : EJEIKBA4-5) BEOHURISE R DD MW
95%CI1 O T R2-10%% E[F%

T JFNED EEFEMIE H OFERIZE 4 D LB ThHo 7o, HIEEA GMT Ol 95%CT o FIRAE I
FHMNCEUE 472 0.67 & LY | FUKISE R D ZDO WM 95%CI O FERIEIZFANIHE SN/ —10%% &
[lo7=2 Enb . AF QM BIEKE BA4-5) O F7 ¢ (2 ffi : EIFBA4-5) (xid 2 IELME
DRFES Lz,

# 4 BERIREM 4 BRICBIT BMFH SARS-CoV-2 (£ 7 1 Bk BAS Rfk) FFRIPTAM R ORI ER
QI2FRBRA A L 8— b B FEMEREA FTAE PPS)

A3 TR A AT M3 PRI =R
A GMT AR A GMT b PURILESR (%) [PURISERDE (%)

n n2/nl

(A 95%CI] L1 95%CI] L] 95%C1] » ({1 95%C1] ©

K Al : kR 390.741 67.4

BA4-S) BE (N—348) 328 | 353627, 431.751] 1720 21828 | 162.0,72.4] 216

a7 0 QA EJEEE 227.113 [1.516,1.952] 45.8 [14.0, 28.8]

/BA4-5) BE (N=350) | >21 | [205.169,251.405] 473211 1402, 51.4]

N=FHret &%, n XE nl =& FIET — 2 2353 572015k, n2=7155REHM 4 BROPURMMNX—A T 1 UENS 4 520 L E

FL72 %, GMT K OWURIGZE S« JURMG N E & NIRMERE O A, MPTICIL 0.5 X E& FIROMAHWV b7,

a) IR GMT, FHEEHE 72 GMT L O N O] 95%CI 1%, 5 AR B8 # S - LAl &2 i B 28 4k, B 2 5
BAZSE, H RI O B S 7 R DX — R T A A, A (12 2L E 65 A, 65 kLl ) X ONE T SARS-CoV-
2 U F UG ORGBIIM G WAL E6 ARG, 6 BALLE) AR LT AT AWV THEEN

b) ] 95%CI X Clopper-Pearson {212 255 & HiH

c) 1R 95%CI 1% Newcombe-Wilson score 7512 F:D & HH

LRV OWT, BIEMIHITZL T LB L sz, AFFROEIEEIIFDAD A % A [Guidance
for Industry Toxicity Grading Scale for Healthy Adult and Adolescent Volunteers Enrolled in Preventive Vaccine
Clinical Trials|  (20074291) ZZBITBGE SN AT S SRl Sz, FrEfAFHES (EEIR
BRI B > 7o FR 2 BR<) T2 TRRRERH Y LHE§+5Z & & shi,

o FIERFEFS  IRBREEL 7 B
> ESEAAEES GER RBD) . MR, B, M. BUR. € 0 E)
> AHEAERES GEE (REIR 37.5°CLLE), Bk, . 3892, AR
o RESMEEFS | IRBRIHEE . 28 HIH 1V
HERAERSG  WEDUS) IR 52 WHE 10
TRBRCEETERS 7 ISR DN RFER EFRER 5 1TRT,

0 e (12 5l b 18 R OB A ISR RIGES) 1E, RBEERE A 25 7 HIE (Day 1~8) [ IAFEA T HEO BB EFIC OV T
MEHET HRECRET 52 L & Sh, 28 B (Day 1~29) (T EAMAE S5 (Day9 IBICRILL - EAEFREEL) Bl L
NI ACIIRIMR 2 BT HESICRET 5 2 & & ande, IMRIVEEMSUTIBBRAEMIL, ET HEE, $EE~0MZ - 248%
2T, HEFRRORBURI RS - FHfid 2 2 & L anr,
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BEAEFES QR2EREBRAA L /8— | RAVRITHSRER)

SENSESY

AFI QA : &Pk BA4-S) B 25T 0 QA KR BA4-5) B
N=349 N=352
FaA =T E S i
n (%) n (%) n (%) n (%)
FEFEBAIAT H A5 312 (89.4) 8 (2.3) 306 (86.9) 5 (14)
ST ALALBE 28 (8.0) 0 19 (5.4) 0
A IEAR 57 (16.3) 2 (0.6) 36 (10.2) 0
TS A 54 (15.5) 0 35 (9.9) 1 (0.3)
ST ATL T 300 (86.0) 4 (1.1) 300 (85.2) 2 (0.6)
ST B 133 (38.1) 2 (0.6) 128 (36.4) 2 (0.6)
TSR Z 5 PRI 52 (14.9) 0 36 (10.2) 1 (0.3)
LA EES 150 (43.0) 8 (2.3) 170 (48.3) 3 (0.9)
FEEN 46 (13.2) 5 (1.4) 44 (12.5) 1 (0.3)
(=R 115 (33.0) 3 (0.9) 137 (38.9) 2 (0.6)
SR 64 (18.3) 0 78 (22.2) 0
Eiz 5 (1.4) 0 3 (0.9) 0
77 I 44 (12.6) 1 (0.3) 41 (11.6) 1 (0.3)
N=fgHr et 5504, n=78Bi614. MedDRA/J Ver.26.0

WFNORET 2 FILL R LR EAA FER L VRIS 2% 6 1T T, BEORENGEER
A (2 4l - IR BA4-5) BEOH 4 61 (1.1% @ TR, BB~V =T TESHENCRLEE, TESTEAIE
IRES 161 R8BI, O BT, EFERALALEE, TESFALIEIR D RIRBIRITEE SR - T,

£ 6 TRBREKEMER 28 B E TIZWTR ORI 2 FILL ERD b N EN A EER KR ORI S
QL2RBRA A 38— | ZEMENTSER)
HHEHRR il S
AFK QA BRIEKE | T QMg | AR Qi BEK | 23770 Qi i
FG4 BA.4-5) HE TEkK, BA.4-5) RE BA.4-5) Hf JikK,BA.4-5) B
N=349 N=352 N=349 N=352
n (%) n (%) n (%) n (%)
XIS 54 (15.5) 42 (11.9) 22 (6.3) 15 (4.3)
Mg S 8 (2.3) 5 (1.4) 0 0
FEEL 4 (1.1) 0 3 (0.9) 0
COVID-19 3 (0.9) 3 (0.9) 0 0
T 3 (0.9) 1 (03) 1 (0.3) 1 (0.3)
TSI EE 3 (0.9) 0 3 (0.9) 0
S 2 (0.6) 4 (1.1) 2 (0.6) 1 (0.3)
TG AT 2 (0.6) 3 (0.9) 2 (0.6) 3 (0.9)
R 2 (0.6) 2 (0.6) 0 0
) 2 (0.6) 1 (0.3) 0 0
L 2 (0.6) 1 (03) 2 (0.6) 1 (0.3)
B 2 (0.6) 1 (03) 0 0
TSR IR 2 (0.6) 0 2 (0.6) 0
Y 1 (0.3) 2 (0.6) 1 (0.3) 2 (0.6)
1 PN ER R 0 3 (0.9) 0 0

N=f@hr5t G5, n=28H51%. MedDRA/J Ver.26.0

HERAFFRRIT, AA Q- &K BA4-5) B8] GREE~LV=7) | 23577 ¢ 21l KR
B/ BA.4-5) BE 1B (RIER) RO LN, T—F 0y MATREEOERIE, A (2 i BZIFEKE
BA.4-5) BED PR~V =T TR (2 0O%OBIFHAE CHEN MR INT) . 27 ¢ A« &P
/BA4-5) BEOBERITHATHY . W HIRERIE & ORRBRIIEE I,

BT K OEERFILICE S e A EFRITFEO ol
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SENSESY

7R HEEICI T 5 EEOH
7R.1 FEOFEHIZHOWVWT

2023 4£ 5 A 5 H. WHO I% COVID-19 (23 2 [EFRIICIE &R S D A REAE LOBEFHEOK T4 H
Sl AFITBNTS 2023 455 A 8 A BFA a1 )0 A )b ZEYUE O BEYEE EOALERHT A

(A 7V P EERYE ) Q BERY) 2D [5 BRYYE | ([CEF Shzn, BYSiRIc X 8%
B EOBRENEEIT R Iro T2 b TIEZR WY, 2020 4E 1 ALK, COVID-19 (2xF LT, ORI
RTIT 7 F OB S, U7 TF oA GO 2 ORGSR L HLTE2A, SARS-CoV-2 &
B DZRIRIE T K o T, Bt - BHRME - PURE - IR 2L L7 B BER S 2 & HHBL L, SARS-
CoV-2 DIERGILR D34 D XS TE T, 2022 FLIEDOWATOEG E I oA I 7w BRI, AL
AZDFUFNEDZAIZ LY | BEFED U 7 F U Hf%IS O N 0E X BT 27207 7 F o OB ZIENR
95 L. FefetE LM 2 ATHerEA & 5 2 & (N Engl T Med 2022; 386: 1532-46, MMWR Morb Mortal Wkly
Rep 2022; 71: 255-63) <CEZIFHRIZHIIG L= SARS-CoV-2 U 7 F OWJ[alGafE D Tl A 2 7 v U HRISK
T OAMERGT T D b DO DBMGEIC L > THIET 5 Z & (Nat Med 2022; 28: 1063-71, Nat Commun
2022;13:3082) A SN TWD, KA ETLAEOHH Y /X, 2023 FFOFKLLEED COVID-19 DT
IZfif 2. SARS-CoV-2 U7 F L DOfifiikkE LTAI 7 ¥k XBB.l Z#AEHANDZ E2H#IEL TR,
ARFRTHFN S5 AERKE OPEFREIZ VD SARS-CoV-2 U 7 F 134 2 7 1 8k XBB.1.5 RIS kTG 5 14
DY F U EIERET DB RENZD

2023 45 H 8 HIZBAME Z 472 ICMRA @ COVID-19 BRI Y — 2 > 5 » 7128 T, SARS-CoV-2 %
HIRITKHIET 272 d DT 7 F U BFIZOW Tigim S v, 2023 425 A 8 AR THRARINTWAL U 7 F
DOHUFRROEFEOARICEE LT, ARBRICT 7 F L OME, AoME, MR O E2MECET 57
— PG END 2 EEEME LT, SEROFERKRBROBAEDO A TZ T ANGIND Z ERRINT
b\émo

MaEE 1L, LLEORGLAZBEE £ 2 2023 458 [ 2 B AT TAH CRESHRGEAGE S V7 A (14l : &R
BR) OPURKEZ A I 7 1 U8k XBB.1.5 RAICZEE L7 AAl (1M : XBB.1.5) OBAR AT -7, HiEE 1L,
AH| (1M - XBB.1.5) OERRRBRAAEIZE DA TRV E DO, AH| (114l : XBB.1.5) 134 THRIER
FEARRSIVIAK] (1 Al : BIFRR) OFUFMAEE T LI BRBEIIET 7 F o ThH Z L2 HE 2. AFK

(1fffi : XBB.1.5) DOBHFICEBW T, Rk ICMRA @ COVID-19 BRI T — 7 o 3 v 7 Oifim % i
ATRE & B 2 B L OIEERRBBRAGRE TN 2 . A (1 Al IR 2028 L72ARH]D (2 4l - EEJkE
BA.4-5) OEWNEIAHRER (212 3U8R) oIS &, AF (1fi - XBB.1.5) OBk 5 R iR 7e 7K
R AT AGRHR G 21T o 72, £72, FEEE L. A4 (11 : XBB.1.5) OGKABR A FHEFTH Y |
AFI (1l - XBB.1.5) OFMME, GEREROLZENET -2 2BGTETCHL FEEHHA L TWD,

R IIATED T IO T, LT X5 I2EZ 5,

ARHFE TR SN EITRDER NS AH (11fi : XBB.1.5) OMEFFEIZ, RBD 22— K3 51
1D RNA BlH R Ol 272 2 Z & Z2BrE . AA (Ul K SRETHL Z L0 MmRISh 2H
ZH) | FEREREEHEABRIZ B W T~ U ZTAA] (11l : XBB.1.5) &5 L7256 OREIRE D R S

D https://www.who.int/news/item/05-05-2023-statement-on-the-fifteenth-meeting-of-the-international-health-regulations-(2005)-emergency-committ
ee-regarding-the-coronavirus-disease-(covid-19)-pandemic (Fef&fEFRH : 2023 4511 A 1 H)

12 55 49 [EAEREEHR S TR - U 7 F USRS EE : hitps://www.mhlw.go jp/stf/shingi/shingi-kousei 127713.htm] (Ff&HR8 B : 2023
F11 A1 H)

19 https://icmra.info/drupal/en/covid-19/8may2023 (&R H : 2023 4E 11 A 1 H)
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SENSESY

7= GHEBW) , o, BRATAANT 1MUY 7T EFER L&D THARBRARLNTND Z &
Bk E 2D L. ARFD (14l : XBB.1.5) OFUFKEEI1ZRR D L OOARAK] (2 1f : &@IFEBA4-5) OEN
BIARRER (212 58R) OfERIT, A (11fi : XBB.1.5) OFIERNLZEMEE2ERT 5 ECTHRART
—H LRV LHEEXD, LLEDZ EE | 2023 45 H 8 HICHIfE S 472 ICMRA @ COVID-19 28 Btk
T—0 v ay T TOERKT 7 Fo~O7 7 a—FIIAFNC b#EIS e L & 2. A& (1 4 : XBB.1.5)
DR A FH P ETH D Z & 2RI, E K OIERHRRBROBREITZ . A4 (2 i - &%
BA.4-5) DOEHERER ORI IS EAA (14 : XBB.1.5) OBINRLIFEEZITH>Z L ET5, 2720,
SR OAE] (1 1f : XBB.1.5) OEFERERZ #-CMIFE L, AK (11fi : XBB.1.5) OFMME (GER
) RO ENEIZ DWW TRl 21T 5 MR H 5, £z, AFI (11 : XBB.1.5) ORLGEIRFER I ERR AR
ETHONIZAENE (ERENE) ROREMEICET 57 — 2 13l I ISR T2 & 3kiT, EFH
G OISRt 5%, LERREZHE U OLER S D,

7R2 FHRHEIZHONT

ARHFETIRE SNAA] 2l : IR BA.4-5) OBEMGEICHRD ENSEIFERER 212 R 5%) <k
F DRI OWT, BHEE I TO X S IZHPI L T b,

BEAGED SARS-CoV-2 U 7 F 2BV Tl H$HT SARS-CoV-2 FFAIHLIAAM 2 SARS-CoV-2 V7 F o DA
M EHER T DRIEEE & e 0 155 Z LA STV b (Nat Med 2021;27: 1205-11) , £/, [Hi7A
a7 A /LA (SARS-CoV-2) V7 F L Ol T2E 2 (Wi 4) Y 7 F o 2 0E L& Bk
T F 2 O = i By & T B IR U 7 F o O RIS < FHEilic o\ (B0 4
7 A 15 BAHT  MSEATEOE NESES ERERRR A HE Y 7 7 U EEFAL) ([2BW T, HrlhameE v
7 F o EKFE O SARS-CoV-2 U 7 F o LA OEREIT 2 R o6, FBLBINGRE D 7 F - DM
R X e U OFRE SRR ATRE T H 0 | BB O EEEHmIE B 1, B ERE 95 SARS-CoV-2
FRIZXES 2 PRHUAME D GMT KO IaE =R & L, @82kt SR 3 28HbBmesE v 7 5 DI
BYEERGET DLERHDH L SN TND, THOAEEE X AA 2 IR BA.4-5) OBEMGEEIC
2% 212 FER A A L /X — MW TIL, TR 4 1% D SARS-CoV-2 (4 I 7 1 U1K BA.S &) 12
K92 HRFUAMGT O GMT KM OHUAISE R 2 FERMEEA & LT, a7 ¢ (21l : &K BA4-5)
ZXET O ARA (2 A B BA4-S) OIFHMERGEET HZ LA B E L TRBRE FE LTz, £ OH
R AIFT 4 QA EIEEKBAA4-5) (T DAF 2l EIEERBA4-5) OIFLENRBEES -

(7128 o 7z, 212 8B A A /83— MBI DIRBRFERERLRT#% O A X 7 1 U8k BAS Rt SRR
BRICKRET 2 E R EDOFRERITR T D LB ThoTo, TR BT L 724 X 7 v U8k XBB.1 KDY
BQ.1 RAIZK T HAEIFEDOFERITE 8 D LBV ThoTe, WTINOBSUIRFIZHT LT HAA (21
ELJEREBA.4-5) OEFEIC X0 FRGUARAL O _EA 23R S vz,
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SENSESY

#7 IMFH SARS-CoV-2 (43I 7 u vk BAS BFHEKOEIRER) HFHiAMl GMT, GMFR K OBikGE R
QI2FRBR A A % — b SR FHEREAH 7T BE PPS)

[62.084, 86.510]

[63.156, 87.861]

A4 7 v ¥k BAS Rk ER/YS
AFL QA EPEEE | 27T 0 QM | AHD Qi &I | 2377 Qi i
BA.4-5) Bt EJEREBA4-5) BE BA.4-5) Bf EERBA.4-5) Bt
N=348 N=350 N=348 N=350
_X—25 A (Day 1)
n 348 349 348 349
GMT [ifl 95%CI] @ 73.286 74.492 470.556 469.818

[410.490, 539.412]

[411.229, 536.755]

TR 4 1% (Day 29)

[5.209, 6.574]

[3.092, 3.733]

n 328 321 328 321

GMT [ 95%CI1] 405.458 235.502 1933.583 1015.538
[351.356, 467.891] [203.819,272.109] [1752.908,2132.880] [907.077, 1136.967]

GMFR [ifill 95%CI1] @ 5.852 3.398 4298 2.291

[3.866,4.777]

[2.102, 2.498]

BRI

n2/nl

211/328

147/321

178/328

75/321

PURISEE (%)

[ 95%CI] ©

67.4 [62.0,72.4]

45.8 [40.2,51.4]

54.3 [48.7,59.8]

23.4 [18.8,28.4]

N =Rt e G450 45, nXinlfﬁrrl‘iT Z 35

G oIz BR, n2=

L7k, GMT R OWUAISE S « FURNS E & FIRRMEOEE . T2 0.5 X ER FROMAHV b,
a) AN 95%CTIAHUAAM S TH AR IS =R D SR BIE B (D VT ot oA 2R LA
b)  IRBRIREERE 4 WE OPURMEN R — R T A AMEN D 4 500 E ES U ERE 0BIE

c) il 95%CI I & Clopper-Pearson #1255 & FitH

TRBRIEHERE 4 W OPURMEAR—R T A BN D 4 5L LB

# 8 IfLHHL SARS-CoV-2 (#FI 7 v K XBB.1.5.6 X' BQ.1.1.3) FFHifAli GMT. GMFR &K UHLRRESE
Q12 RBRA A V23— b B R EFHEFTEE PPS)

F 3 7 v Uk XBB.1.5.6 ik

4 X7 v UBEBQ.1L3 R

[22.333,29.124]

[23.178, 30.521]

AF QA IR | 2T QAR | AR QA R | 2T Qi i
BA.4-5) #f TikkBA.4-5) HE BA.4-5) Hf Wk BA.4-5) #E
N=348 N=350 N=348 N=350
~_—27 A (Day 1)
n 348 349 348 349
GMT [ 95%CI1] 25.503 26.597 46.914 49.722

[40.007, 55.013]

[42.503, 58.168]

YRR B 4 A% (Day 29)

n

328

321

328

321

GMT [l 95%CI]

148.283
[130.808, 168.092]

84.257
[74.511,95.278]

184.337
[159.247,213.380]

157.255
[136.272, 181.469]

GMFR [ {]

95%CI] ©

6.155 [5.592, 6.776]

3.461 [3.186,3.760]

4115 [3

741, 4.527]

3.427 [3.140, 3.741]

BRI Y

n2/nl

237/328

138/321

172/328

143/321

%WK%(W

i f] 95%CI] ©

72.3 [67.1,77.0]

43.0 [37.5,48.6]

52.4 [46.9,58.0]

44.5 [39.0, 50.2]

=MEMTRIRBIEL, n UL nl =02 FET — 2 235G H B, n2=TE8REEHERE 4 1% OHURMGE X — 2 F A ENS 4 5201 L5

7‘ BIE, GMT R O\UIRIGZ =
a) W 95%CT IEHTIAME X 1%

D PURMASE B FIRAF OB AT 0.5 X ER TIROMA N bz,
fMﬂEfEJJDP%”@xﬁﬁﬁ?ﬁfﬁ TOUNT t 41 A RUE LA

b)  IRBRIKHIE 4 WE ORI R — R T A DD 4 5L L ER LI ERE oFIS
c) il 95%CI I% Clopper-Pearson {%{2 55 = Fi

BEAGR D AHI

(1l : EVREE) OB RFIL 18 L ETH DM, 2
12 UL Blcyii kL

12 BRI

BTt E 4%

AR & 2 L 7o, ARl R OSRIEMEDOREHIER L T, 2128 BRDO A A /3= R T

T 1250 E I8 RTMIL 6 Bl L RO TW=Z &6 FREBROY 7 A /S— RO 7 B 23— N O#ER

FT— 2 LOFETIRIT 21T o 7o, RERIFFR I DEBY TH Y,

12 kLA b 18 IRl O PR 1T

B LA

B PR % O GMT MM Ol fg O#ERE L 0 £ 5 <. GMFR X OWUAIRS A 2R 134t O A fin Jg O Wik E

& [FEkDOM A Th > 72,
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£9

FEBRID SARS-CoV-2 (A I 7 u 4k BAS RBf#E) 103 55 Bk

QL2RBRAA /73—, VT A= PR T B S— S 50 FIEFEE A8 PPS)

SENSESY

12 WL b 18 mAis 18 mi Ll b 65 mEAT 65 ik LA
AH aIFT ¢ AH aIFT 4 ENl IS4
Qi - RLERR | Al RLERR | (Al EDEER (2 filh : FELIERK (2 filh : FELIERK (2 fffi - EPEEE
BA.4-5) #f BA.4-5) #E /BA4-5) #E /BA4-5) ¥ /BA4-5) TE /BA4-5) TE
N=33 N=4 N=656 N=276 N=132 N=70
~_R—27 A (Day 1)
n 33 4 656 276 132 69
GMT 160.034 134.447 67.558 77.929 45.611 60.098
[ 95%CI] © [85.085, [11.626, [59.450, [64.489, [35.325, [42.502,
) 301.002] 1554.834] 76.771] 94.172] 58.893 ] 84.978]
TRBR ST 4 1% (Day 29)
n 30 4 603 253 126 64
GMT 1222.199 452.487 515.033 246.677 362.173 188.225
[ 95%CI] © [842.632, [74.696, [464.219, [210.044, [286.071, [133.364,
1772.744] 2741.028] 571.408] 289.699] 458.521] 265.653]
GMFR 7.998 3.366 8.276 3.356 8.156 3.569
[ 95%CT] [4.964, 12.885] [0.643,17.623] [7.481,9.155] [3.009, 3.743] [6.700, 9.928] [2.953,4.314]
FURIGA R Y
n2/nl 22/30 2/4 441/603 114/253 96/126 31/64
FURILE SR (%) 73.3 50.0 73.1 45.1 76.2 48.4
CiifRl 95%CI] © [54.1,87.7] [6.8,93.2] [69.4,76.6] [38.8,51.4] [67.8,83.3] [35.8,61.3]

N=MEHr e G4, n U nl—ﬁfﬁ P — 57 DM BV BIEL, n2=108EHRE 4 % OFURMENN—R2 T A AEDD 4 5L E LR L
T8 GMT K OBHURISESR - HURMiANE & FIRARM O A T I213 0.5 X E R FIROMEN VS,

a) WAl 95%CI li?ﬁﬁiﬁﬁﬁliﬁ%ﬁ%ﬂﬂ{%?ﬁ@ﬂiﬁaﬁ}ﬁﬂ_ TOWT t oA & fUE L

b)  IRBEEESE 4 R OPURMMA R —R T A AN D 4 fFLLE ER U gERE 0BG

c)  ifill 95%CI I % Clopper-Pearson {12 555 & Hi

¥, REREEAFE 8 A B LMD COVID-19 FIEW 12O\ T, 212 3B A A o /3— b TILIBBR TR 4
WHETOT—FBELNTEY . AA Q1 : EZIRE,/BA4-5) BECT2HIZEDHIL. 23 FT7 4 (2
fili : EJEFE,BA4-5) FETIEERD HiZenroTz,

HEEE L. AF (L : XBB.1.5) OAMEICOWT, LFO X I ICHBILTWD,

AANOYIE A FEIZES LTI L2 BREAE I BV ARF (1 BFER) 13~ 7 A5 FUE R &
OEEARFRERO WL T S ML HT SARS-CoV2 HFFIHFUAM D LA-MRRBD Hivle (BF 547 A 19 BT 4
A FuaFHEFEEREE) . £, RRFHEICEE L CRE LB ICB VT, ARA (2 i - &k
BA.4-5) [~ v A EMERER Tl BT SARS-CoV-2 (4 2 7 1 U8k BA.4-5) FRIENED EHRRD 5
31 ) | KRBT HADR D & B0 hRnURMN O LSRR S 7o, A (1 XBB.1.5) %
WK A TG O TN OO AAI (11fi : XBB.1.5) Z AV~ U 25 MR I
W C LT SARS-CoV-2 HfniETE (42 7 v 4k XBB.1.5, XBB.1.16, XBB.2.3 &%) OFE S D
SINTWD B1ZH) . TR THERZZE B AHF (11fi : XBB.1.5) DOBAFEIZIWTIEL, 202345 H 8
A IZBAfE X417z ICMRA @ COVID-19 BB TV —7 v a v 7 OigmcmA e s Z 2T, A4 (1
fifi : XBB.1.5) O MERHEX, RBD % 22— K95k D RNA ﬁaﬂ&tﬁﬁ{ﬂmi‘%ﬁé ZEEERE . AAH (1
fili - EJRER) RNV ERERINTNDZ E QESRMR) | WL EOIEEERFER K OFFAR R
BROFERZME 22 &0 AA (1 fi - XBB.1.5) OBEMGIZIZ LD A7 o U RRICHT S HT SARS-
CoV-2 FRIFLIRMED EFNHFFCE, A7 v U RICKHT 2HDEIIHIFCE D L5 2 5,

9 COVID-19 FIEDEFE : 37.5°C L EORE, ik, BUh - B35 L &, 897 - IBEIR. A - 28 04, BH., Frilokit - i
W WREER O O b7 &b 1 DL EAEFE®, RT-PCR FifE, SARS-CoV-2 FUFM AL T SARS-CoV-2 (5t & & Sz id
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SENSESY

HREIL, LUTDX2ICE XS,
TR THARIZFEAFEHIIE S S  ARFFICE L CRHSNZEER N LU T ORIZOW TR I 2
ED . AF] (14l : XBB.1.5) OEMGEHEICE WA 7 v U RICRTT 2 HMEN I CE 2 Ll 5
LWL B XD, 2L, A (i 0 XBB.1.5) OEEKRER A ECOICFEM L, 1535 7R R
HEICER T 2 LT, ERBGICEUICIE R T 2 LERH 5,
® KK (11fi : XBB.1.5) . A CTRIERKFEAR I TODAA] (1l B OPURAZZT L
RIS T 7 F o ThBH L

® KA (14fi : XBB.1.5) OSERHEX, RBD & 22— K§ 26818 RNA FH K O lin R 5 2 &%
Bra. AKD (i mIEEE) RNV ERMRSNEZE QEEMR)

® JEFEIREKHRERIC IV T~ 7 RIIAA] (11 : XBB.1.5) Z#5 LA OG0B EN R Sz Z
L GIEBR)

® KA (21l - EJEEE,BA.4-5) DIEMEIEITLR D AR OFE R, SARS-CoV-2 (FI 27 12 U #kBAS
M) AR D HRIFUAAT O GMT M OFURISERIZOWT, a2 IF7 ¢ (21 : &Kk BAA4-5)
WP 2 AR50 (2 fl - EWHE BA.4-5) OIELMEDPRGEE ST 2 &, iR OMTIZ BV T, 12~
18 D FHRfE & & O CHRIEISENHER INT=Z &%

7R3 REMEIZHONT

PRI, LT OREtofER, 12 5% PL RT3 2 4% (11f : XBB.1.5) OEMGREITAR D LRMEITFFA
FHEEBZLND DD, LIHK « DIERIT OV CIFTEASE &[RRI EWE & OEHINES LI L 5 2
%, F7o. AH (1Al : XBB.1.5) OREMICHOWTIE, BRRBRCRIERGEHMESIC L 5 EHi & i
W L, 50N ERIZERBIG ISR 5 & 382, BMOEEMRE O LEMEIZ OV TRETT 5 %3
Wb b,

TR3.1 Zera 77 A MzHoONT
HEEEIT. 212 BRBOZ2MHICHOWT, LTFTO L IICHHLTWA,
212 8BR A A R — MBI DLZEMEOMEIZFE 10 LB TH-o Tz,

#10 REMOBE QL2 RBRAA L /3— b : REMTISER)

AH QA WK BA4-S) BE | 27T 0 QA4ll: EEEEBA4-5) BE
N=349) (N=352)
% (n) % (n)
PRSI R E A G 89.4 (312) 86.9 (306)
Y 23 (8 14 (5)
B ERER EES 43.0 (150) 48.3 (170)
I 23 (8) 0.9 (3)
RENMHE RS 155 ( 54) 119 ( 42)
oY 1.1 ( 4) — (0
FEES RIS 22) 43 (15)
oY 09 ( 3) — (0
BETS — ( 0) — (0
BERAERS 1) 03 (1)
N=FRHr st 5145, n=FIF1%K
OFFEAR HEHR
15
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SENSESY

212 RERD A A 23— MZEBWT, EFEHBA L OEHEORER FHLIIAF 24 : K BA4-
5) B a7 QAffi : IR BA4-S) BEOWTN L EWEIS TRO LI, 1T A EDRE
IFHEETH o7, ERMEAFERITERTAIER RA 2 i - &R BA.4-5) B 86.0%K U= X
F7 4 Al EIEREKBA.4-5) i 85.2%. LA FIENE) . VESTEBALEVEE (38.1%&% 1) 36.4%) . #ENE (33.0%
JZ U 38.9%) MO (18.3%MK& 1N222%) Th-o7- (FS5. 7.1 ),

SR E A FEFLORBIR ORIl (FEFE)  (CUTNFEER (34K (2 i - &K BA4-5) B2
H (~4 0) . 22357 ¢ Qffi : &K BA4-S5) B2 H (1~5H) THV ., FrgeiEIEAF (2 i :
R BA4-5) BE2 H (1~10 H) . =) 7« 24fi : &K BA4-5) B2 H (1~7H) Tho
Too BHVERFEAEFEFGORBBRFHIIAA] 21 EFEKE BA4-5) BE2H (1~8H) . =23IF7 ¢ (2
fili - EIREK,BA4-5) BE2 H (1~8 H) TH V., FleHIFIIAK 24 - &k BA4-5) 1 H (1~
10H) . =23F7 ¢ Qffi : &EJEEBA4-S) BE1H (1~10H) Thot

OFFEN A EFS:

2125 BRD A A 3= MZERWT, ERFFEIEEFGIL LR ORA (2 i : &K BA4-5)
23% KONz 27T ¢ (2 : IEEKBA4-5) BE1.4% (LATFRE) ). L (1.1%K% 10 0%) . COVID-19
(0.9%K% T 0.9%) . FHT (0.9%M% T 0.3%) KOVESEBAALEE (0.9%K% TN 0%) Toh-o7oiy, WTodz
MBECHRILEFEROL NRE NI EEThH -T2, HEORENMEFTSIT, AFRET TR, A
B~ =7T ‘ZE%]‘%B&%I&E&U“&%ﬁﬁﬁﬂiﬂﬁ% 1EITHD, BESNV=T ZREARA L ORERERSH Y
Lanien, T—=2Hy rAT7RE COMFRA M B) OEFIEWT B EIE IR TH -7, 212
ﬁ%@%4/A—hc%7An—b&U#7BA—b@w¢hf%yay71i7+747%y—®$
HiF7e, va vy I ROT T 7 4 xR —ICBHET 5 EFS (MedDRA fEHERKENT 777 40 7%
T—BOG (B OVRE) | RO DEEBUE (B | IS AERER) OFRBEIG 212 R ERD A
A= R, BT A= FROHT BR— MEFE) TAK (2 i : &R BA.4-5) £ 2.3% (19/824 {1
FOaF7 ¢ (2 fffi 0 #IFEEBA4-5) B 1.1% (4352 B]) TH o, R THREIHEETH-
7=

Q@EBAEFR

212 B CEBRAEFRIT, A 28— N TRABE | 6] A~V =T) KO BREE 1§ (RTE%R) |

WY 7 B 3= b (RAREDZ) T 1A BB ISR ORI, W bIRERIE & ORIRELR
BES, BIRTERSUIHE Th o7, Eo, FETHIEAA /83—~ FT A= ROY T B A

—ﬁ®w¢hf% B LTz,

DRI D2

22FRBRDOA A /8= b HT A R—= R EOY T B A= AL Té%ﬁ?%@%mﬁi$ﬁ®%
BEGIER 11 0LBY Thole, EREFFEAEFEFLORRENGITFME I L 2 281X
gﬂ@#otoiﬁﬁ%mﬁ%$%@%ﬁ%ai\ﬁm%h@%lfi%@ﬁ%@i@%ﬁw@m?%
ST 12 kBA b 18 A & 18 Tk LA b 65 AR DR TILIAME R ZRITFE O b o Tz,
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SENSESY

K11 FHIOHEAEFE QRBBRAA V=1, 37 AS— ROV T B/3— MG : REMRITRRER)

12 mLAE 18 m R 18 iR LA 65 1A 65 7% A I

AFN QA EIE] 27T 0 Q@ [AF Qi &R =570 Q@ [AHF Qi & =574

v ¥R/ BA4-5) BE| Al IR | B BA4-5) BE| A EIEEE | BEBA4-5) BE |l IR

N=33 BA.4-5) FE N=658 BA.4-5) it N=132 BA.4-5) Ff
N=4 N=277 N=71
% (n) % (n) % (n) % (n) % (n) % (n)
AL %R 97.0 (32) 100 (4) 91.6 (603) 89.2 (247) 84.8 (112) 77.5 (55)
HE 3.0 (1) — (0) 2.6 (17) 14 (4) 0.8 (1) 14 (1)
ST ATALBE 9.1 (3) — (0) 6.4 (42) 43 (12) 3.0 (4) 9.9 (7)
o 3.0 (1) — (0) — (0) — (0) — (0) — (0)
AL AR 242 (8) — (0) 11.9 (78) 9.4 (26) 11.4 (15) 14.1 (10)
P 3.0 (1) — (0) 0.5 (3) — (0) — (0) — (0)
SR A 152 (5) — (0) 9.9 (65) 10.1 (28) 12.9 (17) 9.9 (7)
R 3.0 (1) — (0) 02 (1) 04 (1) — (0) — (0)
ST 93.9 (31) 100 (4) 89.8 (591) 88.1 (244) 79.5 (105) 73.2 (52)
o — (0) — (0) 0.9 (6) 04 (1) 0.8 (1) 1.4 (1)
ST AT B 48.5 (16) 50.0 (2) 40.6 (267) 36.5 (101) 27.3 (36) 352 (25)
T — (0) — (0) 1.2 (8) 04 (1) — (0) 14 (1)
ST 5 PRI 152 (5) — (0) 12.5 (82) 10.5 (29) 9.1 (12) 9.9 (7)
T — (0) — (0) — (0 04 (1) — (0) — (0)
A E RS 60.6 (20) 50.0 (2) 51.1 (336) 52.7 (146) 27.3 (36) 31.0 (22)
HE — (0) — (0) 23 (15) 1.1 (3) 23 (3) — (0)
FEEN 30.3 (10) 50.0 (2) 17.0 (112) 13.7 (38) 9.1 (12) 5.6 (4)
S — (0) — (0) 1.5 (10) 04 (1) 0.8 (1) — (0)
P 51.5 (17) 50.0 (2) 39.5 (260) 42.6 (118) 21.2 (28) 23.9 (17)
I — (0) — (0) 0.6 (4) 0.7 (2) 1.5 (2) — (0)
SR 30.3 (10) 50.0 (2) 24.0 (158) 25.3 (70) 7.6 (10) 8.5 (6)
T — (0) — (0) — (0) — (0) — (0) — (0)
i — (0) — (0) 1.5 (10) 1.1 (3) — (0) — (0)
o — (0) — (0) — (0) — (0) — (0) — (0)
AR 242 (8) — (0) 15.5 (102) 12.6 (35) 159 (21) 8.5 (6)
HE — (0) — (0) 0.5 (3) 04 (1) — (0) — (0)

N=fgbrct G504, n=78Bi54. MedDRA/J Ver.26.0

UbD Ly 212 BMBRICIHWTRRO SN A EFROFBURDUIAK (2 i : EJkk BA4-5) FEL
aIF7 ¢ (A EPEEKBA4-S) BEE TRERFEWVITGEEO T, 12 500 RISk 52484 (2 fffi - &
TRk, BA.4-5) DIBINGIEIIR D REMITFIRATRE L B 2 biviz,

HEEE L. AF (14l : XBB.1.5) OREMEIZONT, LFO X IZHHAL T2,

212 FRERICI T HARHK 2l : BIFEEBA.4-5) OBIMGIEISR D LZRMEIZOWTIL, PIRIFGEICEEL
THE L72ARHD (14T - B2IRER) OB 2R 2 BN I/I/IAHER (146 3UR) OREVERGE (&
MSHTH 19 BT HAF o FiHEgEaEREE) LU TRERER TR, B 2BaEiRfo b
Nienol-Z XY | EHIHUR &5 SARS-CoV-2 MR II AR O L 2T v 7 7 4 WICKE %
BhERIFESIRNEEZHND, - T, AHK (14 : XBB.1.5) OERRBREIZE LN T RWNHE D0,
AAI (14fi : XBB.1.5) OBISEIARDLEMET 17 7 A VIEARK] (1l EIRER) K OAA] (2 1 :
LK, BA4-5) LRBREB 2 B, BREMIIFTRATREE 525,

HREIL, UTDX2IcEXS,

212 FARBRIZR W TAK] (2 fffi : EIEEE BA.4-5) OBINGEICRDLEMET I FT ¢ 2 i PRk
/BA4-5) L RERAERITRDONTE LT, AH (1Al PR OWIEAFRRFT R U7z BARRER T
ROONREET e 7 7 A 0L bRFEREE B2 i, 12 LA BISH§ 2 A%] (2 1 : &K, BA.4-
5) OLREMITHREREL E2 5, A& (1 i : XBB.1.5) DOEFEHRBEEIIESNL T ARNEDD, K
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SENSESY

Al (1AM : XBB.1.5) (3K (1fi : &K 2UE LU 7 F o THY . AA (1l BB OAH
(2 i : EJREEBA4-5) DK CTROONIZRMET m 7 7 A NVEEZEE X D &0 AH (1
XBB.1.5) OEMEIEIR D LENVETFTFAEAREBZZ LD L ORFEE ORI ANFRETH D, 1272
L. AAl (14fi - XBB.1.5) ##fERs DL BT — 2 IIH LN THRNI LD BRGEBRCRGE R 764 7
BEFICI VI SHEHERNE L, GONTFRITERBG SRS 5 & 2, BN E R O LEEVE
(ZOWTHETT 2 0ER D D,

7R3.2 DR, DIEZIZONT

MR, AFIBFEL O DR, DIEEOFBLY 2712250 T, LFDOXLIIEZ 5,

JEFE T HEKFE D SARS-CoV-2 RNA U 7 F U HREE DO, DIERIZOWT, 10~20 il %
PEDOHAEHEE N T E SN TWDS (MMWR Morb Mortal Wkly Rep 2022; 71: 517-23, %5 82 [Al/EAF} 225
mR TR - U T UaBERIROGET S A 4 B 8 [MIEE - AR AFESEENAE
KR EZ LRI DL AR RRES (GRBME) 19) o ZIvE TITARAD (Al : EIFEE) LZOARHF 21 :
FLIENE, BA.4-5) DOEFKRER TIX O - DR OB ITRD S TN, ARAIOREFERTR TR S
NTEY ., AL SARS-CoV-2 RNA V7 F U THH Z L, KOKRAIORGAER 1A E], 18 Ll B
12U EICEREND 28 (TRS2 M) 2 E X D & FHIE L FARRISLR « DIREROREHIZOWT
FEENLELEZ D, DR« DERIC OV TR L FREOEEWIE 21T 5 Lo, 5l & e fHH
WEZITV, BFONTIERICES MU e IS 2Rt 2 0 ERH 5,

TR4  FRRANLESH T R O%BhEE « ZhRIZ OV T

PEAEIIAAI (14l - XBB.1.5) OERKRIINLERHT R OIEE « ZhRICHONWT, LLFTD LS5 % 5,
2023 4F 11 HERFALC, A X 7 v 4%k XBB.1.5 RA#EICxiET % SARS-CoV2 V7 F o b LTaItFT g
Je ORI 7 0% 7 ARENAFR CTREEIRTE STV D, AER L BETR DG, 12wl -
DEKET HAA] (14l : XBB.1.5) OBMGELISRD ANETIFRFCTE (TR2BHR) | ZaMEIZHONT
HIFAFHEE B LN Z LD (TR3 M) | AH (11fi - XBB.1.5) 134 I 7 = 8k XBB.1.5 K
X% SARS-CoV-2 77 F o DFEWRKD—2 L7055 LEX D, /o, SARS-CoV-2 TN ET
(ZZ < OERRPHBLL TRV 4% b R BRI XD RBYGERMPIEAE LI2mEIE, Hic a8 Rk
KT 7 F > OB LEL R DA REER H 5, mRNA U 7 F 30RO T 7 F o L ik L CGESC)
Bi%E - AZPENATRETH 0 | [ENTARFNOLE BEXHE T 7 F 2 OAFE « MG IRHI 25T 5 2 Lid, e
7372 COVID-19 %R AGE U D Z ENA[REL e D M CHEEN S D ATREIENH 5

F7o. AAI (14 : XBB.1.5) DORHEE « ZhEACHOWTIE, AA (14l - IR OWIEIAFREEOEE -
BhiR & FAIBRIZ TSARS-CoV-2 I K D EYED T % ET D Z LIXAiEE B2 D,

7RS5 R - AEIZOWT

BRIILL T ORI 5. A# (11 : XBB.1.5) OE - HEZ HEMNGEE LT, 1E 0.6mL %A
WICERET 5, | ERETDZ LT EHIM L, £, A XEOMER A EICEET HEED
TH|Z B DM G 2 [12 7LL ) R ONEIT D SARS-CoV-2 U 7 F U 2F0 b Ok 2 [ 72
KEB3IMA] ERET D LITATEE L HIWT LT,

19 https://www.mhlw.go.jp/stf/shingi2/0000208910_00046.html (ef&fEsB H : 2023 45 11 A 1 H)
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SENSESY

7RS5.1 FAEREIZOWT

HEEE L. AF (14 : XBB.1.5) OMERERILIZHOVWT, BLFO LI IZHH LTS,

AF (Al EJEER) OGBS - AR, TBfeE s LT, 118 0.6 mL ZfNPMNICERT 5, |
THY, 0.6 mL FIZHDK S THLHT 7L AT 60ug NEEND,

3 X FT 4 K DHNEIGE K OB OREFERE N 6 2 F xR & Uiz 212 3B A 1 v 3— Mz
T, AH Q1 &I BA4-5) 60pug (77 L2 AT KT MAFB-6282a (4 3 7 v k% BA.4/ BA.S
RO S & /7B O RBD A %Z = — K95 mRNA) Z#%5&54) Peff 4 #1% O 1 HHT SARS-CoV-
2 (A7 1 U8R BAS Rft) HAFUAM DO GMT K OHURISERIZOWT, R THLaIFT 1 (2
fili : IR BA4-5) IZxtT BIELERRAES L (TR2 2R) | ZEMITHFRAECTH -T2 (TR &
M) . 212 REROHF 7 A 28— FCIE. AAI 2 B BA.4-5) O EOWMYINEEERT D1
O AHK (2 Afh - K BA4-5) 60 pg, AF (1AM - EIEEK) 60 pg. A (114 : BA.4-5) 30pg XiZ
60 g (2331 DR ARG Lo /bR, BEFE 4 8% O i H$HT SARS-CoV-2 (4 X 7 = 8k BA.S Kift)
FRRIHUAMG O GMT (%, AHK| (2 1l : EEkEBA.4-5) 60 ug BEICIBWTAAI (14l : EJRER) 60 png #E M
OARA] (14 : BA.4-5) 30pg#EL D &<, AAl (11l : BA4-5) 60pg BEEFRIRRECTH-T-, Fiz, 1M
HL SARS-CoV-2 (GEWEAR) FFHLAAlo> GMT 1, AF (1M : EIHEK) 60 pg FELRRETHY | K
A (11fi : BA4-5) 30pug Xix60ug L0 b@Eno7z, 7 B/X—FTid, A TEBINTWDHEEL 72
SARS-CoV-2 U7 F v OEFEIEY O 5F & ktg L LT, A& 21l : EIFEE BA.4-5) 60 pg DR
PEZRRET L7223, SARS-CoV-2 U 7 F  OEFEREDIENC X 2 BT b o7z,

22 RBROFERABEZ D L. AFIO 1Y 7 F o TIE30 ug £V b 60 pg O ETHEAHRE TS
SARS-CoV-2 FRIZK} L TEWHRIFUREA MG S5, Fo, AFNIMEIZ L 53 60 ng DHEIZE W
T, HEAHUR &35 SARS-CoV-2 KRIZ%H 3 2 ARMERS HIFE S v, HEAOPLIR & 95 SARS-CoV-2 FR=2fili
IARRNORZENET 0 7 7 A M B RIFS BN EB 26N (TRIBH) |

bz &t AF (14 : XBB.1.5) Of&EA, BEAROARA (14 : &JEE) L0212 RRick
FDAAI (2 M - EJEEBA4-5) OFEERIERIC, 60pg LRRET D T LI LBz S, L - A
mEiF NEMmgE s LT, 1E0.6mL ZfRWNICERT 5, | ERELT,

B IX, A (11f : XBB.1.5) OFMMER OZE2MIR L5 (TR2 KOV 7R3 &M) | IEONTLLE
DOHFEEDOFHEZEE 25 & AF| (11l : XBB.1.5) OB L - HEZ2 . A% (14 &IEE)
ElAEEIC, $EMERE L LT 1 0.6mL (MAFB-7256a60 ng) % fhAINERE & RE 5 2 &1L aTRe &l L
77

7.RS5.2 BERESRERICONT

AF (1AM EPEER) 1% 18 Ik &R & L7 AR S IS & KRB IS (BS54 T H 19
AN & A F oS i aEmEE) | S RFmIT 18Ul Ee ShTna,

HEEE L, 212 BT 12 sl B Rtge e UTARK Al : IR BA.4-5) (1T6R D ik Kk OV
EMEERE L, FhENoEREME (TR2 ) KOZ4eME (7R3 ) O RICRE ORI
BOONRMNoTZ & FH (2 IFTT 4 KOANRAL I8y 7 ZFTE) T 12 kB b 18wk & 18 ik 2L

19 3357 (Ul BIERR) UXA S 78y 7 Z57E (U0 i) 1 X 20E5ER O 257 ¢ (1Al - REIERE. 2 1«
Bk/BAL, 2 il : IR BAA-5) AL 78y 7 ZEE (AT R, 24l - I BALL 24 EIEEKBA4-5) | AH
(1Al BIFERR) XT3 Y vy RIHEIC L 280 OBREED H 5 12 U EoFE R34 L S,
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EOEBER LRI O W T FlE CERPBDO ONRNoT WS TND Z L (MMWR
Morb Mortal Wkly Rep 2022; 71: 1401-6, Advisory Committee on Immunization Practices. Updates to COVID-
19 vaccine effectiveness (VE) in the U.S (Sep 12, 2023)%) &5 E 2. AF ORI G F#4E 12 bl B &3
LT EEBRERLTND,

HeREIL, AF (10 - XBB.1.5) OA%ME (TR2 ZM) KROZet: (TR3 M) Ok, 212 o
FhpER ORI (TR2 2MR) ROZ4AM (7R3 B OMHTHER. BEAZRO SARS-CoV-2 U Z F

IR DHEMREEREN G | DR K OVDIRR DOFEHL Y A 7 12OV TSR & [FRRIZ R 23 B &

EZDHLOD, RENOHEFER G A 12 LA E 18 R QLRI T 2 RFMEFEILR DK T (v
ke URT DT ZZHONT, 18 A EDOEMIIHT 25 b & il LT, BURF A TR Al OHIWrZ
A MTT X0 RBIOBREITRRO bR EE X T, 1> T, AFIOHERG GAFE 2 12 bl b &R
ET DT &I nHE &l L7z,

7.R5.3 THEITDSARS-CoV-27U 7 F N b OFRBBHRIZ OV T
FEEF 1T, HITD SARS-CoV-2 U 7 F M) L OFRGEHMIZ OV T, BLFO X IZHBHL T\ 5,
212 3R TIL BT D SARS-CoV-2 U 7 F U HfE 5 3 7 H LA Bl U 7-F A A AL DM & LTz,
212 §BR A A 28— N OYEERE 1T I 1T DIEATO SARS-CoV-2 U 7 F L i h B IEBREEEERE & ToREY
Mo g (FPH) 1%, AF Qi : &Ik BA4-5) BE6.10 3.1~78) B A, 23F-7 ¢ Qffi: &
IRk BA.4-5) B 6.00 (3.0~7.6) &7 H T - Tz, #aIFRI O HMEDORRITIR 12D LD THD |
ERERICBIT DR & RS E 0otz

F 12 EIrD SARS-CoV-2 U 7 F L AETED b OFLEEAB B D1 SARS-CoV-2 F 3 7 1 ¥k BAS R0 Hfnfifil & O Hik &SR
Q12 FRBRA A v 78— b ;R MR T RE PPS)

6 71 7 Al 6 7 ALLE
ARHNEE a7 R AT S 1 Bk
N=158 N=160 N=190 N=190
~_—27 A (Day 1)
n 158 159 190 190
GMT 87.725 91.994 63.107 62.432
[ 95%CT] [68.378, 112.547] [71.892,117.715] [50.542, 78.795] [50.049, 77.880]
TREREREAE 4 %% (Day 29)
n 146 149 182 172
GMT 442.999 253.591 377.657 220.878

[ifa 95%cC1] @

[356.775, 550.061]

[204.334,314.722]

[311.630, 457.673]

[181.619, 268.624]

GMFR 5.343 [4.503, 6.341] 2.782 [2.444,3.167] 6.294 [5.367,7.380] 4.040 [3.544, 4.606]
[iEfH 95%CI] ©
PURIGZ R Y
n2/nl 95/146 54/149 126/182 93/172

PURISER (%)
[ifil 95%cCI] ©

65.1 [56.7,72.8]

36.2 [28.5,44.5]

69.2 [62.0,75.8]

54.1 [46.3,61.7]

=FRNTRIRBIE n UL nl =5EHET — # A3 DT n2=TRERIEHERE 4 W% OPURMEAR—A 7 A ES 4 520 L EH L
HFIRAR OGS & fEHTIZIE 0.5 X E /R TIROMEAHV S,
o3AT A ARE LR

ToBl%k. GMT K OWLRISESR « Brifflin @
a) W 95%CT IIHT A S BTGNS 3 O R HAEIZ DT t

b) VRS 4 W% OPURII AR — A T A MED S 4 500 1 EH U oFE

c) il 95%CI 1% Clopper-Pearson (2

212 B A A LR — MZRIT A RE

DVFERERFER HEFRIT, AH
FECENZIL 6 1 AR 1.9% (3/158 41

2.5% (4/161 il : VESHALESE 2 B, FESHRALEEARS A2
6 7 HLLE 2.6% (5/191 4 :

D)) (LA, [FNE)
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BRI QR ER FEFRORBRDUIR 13D LB Thoto, HE
(2 fili - FLJEREBA.4-5) BER O I FF ¢ (2 fffi : &JEEBA.4-5)
PO ERR . G & ONESHN BV 1 6) KOt
R S ONESHELE 2 PR 1 ] (B &
TSR NERR S OV A
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161)) J0r0.5% (1/191 1] ESHEBALEVE 1 1) | HE ORI MERFEAFEFELRIL. 6 7 H AR 2.5% (4/158
B FEEN3 I, AR 1) RN 1.9% (3/161 1] UK 2 5], FE, RS 1B (EEEH D)), 64
AULE21% (4191 B - #BEUEK 3 il 82 5] (BEEHV)) K 0FITH -7, A (2l - &K
BA.4-5) BEICBWT, 6 W ARMOENT6 1 AL EOEM X HRIENEGD 5% EmWErEaERES
& LT, [ESHALRLBE, ESHEAAERR, FESAAIAEAS . EEALZE O FEE. BRI O AR 23R8 5
N=boo, BEOFEAFFROBILRIUS SOV IR 2RI <, HILD SARS-CoV-2 77 F

RERR B ORGEBIEIC L S 9ARK] (2 4l - IR, BA4-5) IXEABRREEEZ BN,
% 13 ELD SARS-CoV-2 U 7 FUHEDN b OKBHRANOFEAEFS (RIS ER 22 RRAA L %— 1)
AAI (2 Al EPEEEBA4-5) B a7 ¢ Qffi: I BA4-5) BE
N=349 N=352
=4 6 71 7 HKii 6 WAL E 6 71 7 A 6 1 LIk
N=158 N=191 N=161 N=191
% (n) % (n) % (n) % (n)
FEFERAIAT H A5 89.9 (142) 89.0 (170) 83.9 (135) 89.5 (171)
TESRATALEE 11.4 (18) 5.2 (10) 43 (7) 6.3 (12)
TS AL IEIR 22.8 (36) 11.0 (21) 9.3 (15) 11.0 (21)
TS S 18.4 (29) 13.1 (25) 8.1 (13) 11.5 (22)
TSR 85.4 (135) 86.4 (165) 81.4 (131) 88.5 (169)
TS B 39.9 (63) 36.6 (70) 31.7 (51) 40.3 (77)
TESFHEALZ 5 PRI 20.9 (33) 9.9 (19) 9.3 (15) 11.0 (21)
B E RS 47.5 (75) 39.3 (75) 50.9 (82) 46.1 (88)
FEEN 15.2 (24) 11.5 (22) 143 (23) 11.0 (21)
P 38.6 (61) 28.3 (54) 39.1 (63) 38.7 (74)
SR 20.9 (33) 16.2 (31) 24.8 (40) 19.9 (38)
F95 2.5 (4) 0.5 (1) 1.9 (3) 0
77 PRI 17.7 (28) 8.4 (16) 13.7 (22) 9.9 (19)

N=fEHr et G504, n=78Bi614. MedDRA/J Ver.26.0

P bo 212 BEROFER, ROAA] (1 1fi : XBB.1.5) OLEET T 7 A 08, KA (1 &)
OAAK 2 i : EPERE S BA4-S) EREL AL EIFBES NN E (TR3 2R) 2E 2D &
AFN O - FHEICBIET 2RI T S EITO SARS-CoV-2 U 7 F U HfE N b OfGE I &2, [ 7e<
EHL3IBA ERETHIEIERITRVWEE X,

BHEIE, LT X 9IcEZ D,

212 HERIZFB VW THEITD SARS-CoV-2 U 7 F U BN 5 3 1 ALL BRI L= FE 03 xige & S, Rl
B DG ME D FRATHE FUCARE 2 21372 0 2 L AR LT, E72. ROBHIRBI O R E A H HROMHT
FERIZOWT, AHK (2 - EJREEBA4-5) BED 6 1 HRMOHEMN T 6 7 ALLEOHEMN LV & RBLE|
BREWVEZRBO LN DD, BEOEZOFBURDLUIA L RZAERITR < BRI L H6TR
Fl (2 A : EIREAK,BA.4-5) I EREFTRE & OHFEE OFPNIZ ANFRE L E X D, BIfE, AIIZHBNT,
HrHl SARS-CoV-2 JEYLBE MmO TEWEITF R T, 3 W HEITIBND SARS-CoV-2 U 7 F L HEN W
IR TIIRNWEEZ D200, BAROEIE (277 4 KOASRAL 73y 7 AfjHTE) OBINGE
2B W TIE, EITD SARS-CoV-2 U 7 F U HHE O ORGBIM N D7 L 3 W HLERESNTND Z
ELBETHEL, AATHRERIC D72 b3 WA ERET D EIXAEE & W LT,
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7R.6 BUERFE/ROMNERLVCERS ) X7 EHHE () 1o\ T

HEEE L. AR ORLERFBEFEZEICHOVWT, LTFO L IZHHAL TV,

ARHFHICER L TR L7z 212 BUBROFE R L OARAD (1A &FEK) (20 TH LTV S LMk
2B ERIHUR &% SARS-CoV-2 HRARAMENC & & AFIOZ ML FEERTH Y A (1 4fi: XBB.1.5)
D 12 3% LA EOBMHEFREIZ K 2 ZBMEICOWTH AR AR LB X bl (TR3 Z/) | KHFEIZEE L Thr
T e BT FHOREIINERLNE B X TND, REFAOLEMERFFHELZ R E 2, A4 (1
fili : ELIERR) OAGRFEEFRCHA L L5112 (BSHET A 19 BT X4 FahimEgEdass) | B
Do S G2 A PEBEIEE) & U C i RGN A GRA T /E6IEL : 3,000 ) A Fhi+ 25, Ui T
E. FARRICEONTBEERBRON TV DER GEEREEZAT L. 12~17KOFEF) UIBAFERFIZ
THERPE LN TORWEN (RS I2BT 2R OREMER L E O, HAEE FICBIT A ARAOR
EYERBRENET L TETH D, £, HBONTRREZ DI EFBYS D SARS-CoV-2 V7 F D
PEFE 2 00 5 BIERE K O g 25 1Tl %,

BREIX, LTDX2IcEXS,

BUREAUCAA] (14fi : XBB.1.5) O#EMIZARL T — X130 TE LT, 212 R ERIZE N TH 12~17 %
DEZBTHT—ZIIWERTHLZ b, KA (1l : XBB.1.5) ORLEIRFEHIZIT. AH (14
ELJRRR) OAGRFE ARG R TCZ ITIFRINEZ1T ) LB SN TWEAREITIN R, 12~17 IO F )=
e 2 TOBRARIZE T 2AK] (1 i : XBB.1.5) OZEMEEHAZNEL, FHMEZITOMNERH D,
Fro. HFONTERICES S FHIAE R 2 W0 IR 2 L VW o BEEE O TSN L &2 5, L
Toid o T, BRERICIIT D ARIOEIK G ) A7 EHEHE () 1220V T, R 14 |- T ZEMRFFEE
RETDHZ L WONTE 15 L OE 16 (R TBEMNO E K2 EPEEARIRE L OSBIN O U A 7 i/ METES)
ZHERMET D Z LAY & L7, 7eds. BEARED SARS-CoV-2RNA U 7 F 2B\ Tl & v, AHA
DEBRFER Y A7 & UTRES N OHR, DIRE) EORBUBEENRN LB HNDHFHERITO
W FHE S — i A O A CRMIET 2 Z S I3 LW E B X 2 2 D BRERE L E D,
Mg A < IUAE S T2 IE IS EFHI 24TV, MBS Ul R ax R E 2 B e <UD Z LN EE L
E 2D,

F14 EER YA SEHE (R) 0BT 3RSERNEER O BT 2 RAEE

LEVERE A
HERFFES Y 27 HERBAEN Y X7 AR
s vay s TT T4 TFT— < DR, DS - AL RIS SRR L 2R 0%

C X T N LSRR Pk

© U7 FUBERICHE S BB (VAED) &
WU 7 F o BE O Mg 28 7 B R
(VAERD)

ANEIC BT 2 R
7L

£15 EXEMB) A7 FEHE (R) TR 2BENDERGZEMEFREHREMD Y R 7 B/AMLIEE OBE

BN [ 2K i 2 M R RS 8 BN Y R 7 s MEIEE)
+ AR EL PR A A - THIRE A A & 2 it
o R Rl A - ESACHFE T B OERL & iRk

* iR ) L A O FERK & f it
» BSOS FEBARDL O E AR 70 i
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£16 —REARBEREHEORT (B

El D] AFN O FERE FIB 1T 5 2R O COVID-19 D FAEIRILEE DR
MEF EPJ% #7
ab WA S TR AN E & U CREAGROM D SARS-CoV-2 U 7 F  OHEFERENH D . Ailal OFEFE) 50 72
- < & b3 ARGE LIS Z YD TR 5 12 Fo&

Bl AFBERED B 90 H

TEREGIK 3,000 7 (ZREMEATSRE L O
EaPHAEE WS OW ., AROBEMIREL., OFAZEAL, A5 F SR, SARS-CoV-2 Yl O COVID-19 FIE D4 4%

8. MBI L HARBHFEFICHRMT N EBERNIMR DB & TR ERE R O oI

8.1 HEEMEERERSRIIRT 8@ OHWr

I, EFREREONE, AR L2 OMREICET DIEROHLEITEED T AR FEF RN
FTAREGRHIR L ClEAMEERAE L I Lz, TR, #BH SN ARPHEERHCE SV CHEE S
1T9 Z L2 DWW TEIT R G O LRSI LT,

8.2 GCP EHIFHERE Rkt 3 5 B8HE ¥ i

EIEA, EREREOME, AR O OMREICEE T 2RO EICEE S S KGR HFEEIC
WA~ & & (CTD 5.3.5.1-1) 1Z%F L C GCP M2 e L7, T ORER, #EH S &GRH S
EEHZHESWTERLITH 2 L ITOWTREIZ 2RV G D & Bk 3]k L7,

o

9. WA

fEHESNEZEE D RS OBIGEEIZ OV T, SARS-CoV-2 (2 X BEYYED T2 —ED
ARMEIIIIFFCE, BARMICERRBRIIROOLND Z LITHEIICL L, FFRTRE S MK 5,
SARS-CoV-2 DOFATRILCAE 2 DY RN T EE2BEFE 272K 7 4 MU RIARNT U ZAOHETO T T, A
17 v R XBBAS KIS T 2R 7 F U ERAREE T4 2 L OERKNERR D L EZ D,

UL bEoFazZEE 2, BIL, TRRORRSEMEEZA Lz BT, AKRHGE I8 - VR LK OHNE -
MEZUTOLIZEHL, AR L TELIZZZ2WEHWNT 5, 7ok, FHEAMMIERMM (5F 13
AT HET) &ERET D,

[Zhe ST h 3]
SARS-CoV-2 |Z & % J&YLE D TBh
U ToMAN#EHT 5
 SARS-CoV-2 GEJFEER) DAL I Z 2oy E A a— R9 % mRNA % & el
* SARS-CoV-2 (A7 v ¥k) DAL 7 By Bk a— R4 2% mRNA % & Eefl]
Q¥ SISENI)

CHIVE KR OV & ]
BN & LT, 18 0.6 mL & 5 APRNICHERES 5,
U FoRAN#EHT 2
- SARS-CoV-2 GEJFIE) DAL 7 B L8y Eh a— K9 % mRNA % & e HlAl
- SARS-CoV-2 (A7 v kf) DAL I By Bk a— N9 % mRNA & &l
(FH#EEsE)
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Rl S

PEIRGL Y A7 BRI A R ED B, WUNCEET D &,
BURES COMABRONTND Z EnD, BERFTR. BINUNMERSE OARROREMEICET 57
—F %, HONUOEDTFIEICESETRYNCIET S & & B2, MATBUE N EIE S E R
RATEREICHRIN L, ABIOBE EM I LI EEEZ#E LD 2L,
BLAE FEIN C FE b A S FH I O ARFNAR 2 BB O BAE S DB, Iy 72552
ZASTATEOE N ESE L RS AR IR I 92 & L blT, RAIDOFER OREMEIZRD
FOEME, EREESE L OWEEE NEGICATIREL 2D Lo NERELZ# D Z L,
KRANDBEFRICEE L. AR OADNER NERMEIZOWTIEAS % bIFRNEREND 2 L 2/E 2.
& O U OB UIREFEE SR O A 2 R VL2 BT 2@ c#E% b o TRl S,
TRELECTLECLIAABEZHCHOERIND Lo, ERICH L CEYICHIT S Z &,

«
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Vel

G

W& 55 JERE HAGE
Cl Confidence interval (X
COVID-19 Coronavirus disease SARS-CoV-2 |Z X % J&YLiE
DNA Deoxyribonucleic acid T A%V AR
. | ]
||
FAS Full analysis set S OND) UIPSE 2 i
FDA Food and Drug Administration KER G ERL R
GMFR Geometric mean fold rise (P2 AR
GMT Geometric mean titer KA P HUAAT
International Coalition of . W . G G
ICMRA Medicines Regulatory Authorities AL S R PRIk
LNP Lipid Nanoparticle N&'& S/ K+
MedDRA 1X[e<'iic'a'1 Dictionary for Regulatory ICH [EE 35 /A 25
ctivities
mRNA Messenger RNA A v Yy —RNA
PPS Per-protocol set TRBR SR A S E A Lt 5E ]
RBD Receptor-binding domain ZREREG AL~
RT-PCR Reverse Transcription Polymerase | ##557R U A 7 —BEH i
Chain Reaction
RNA Ribonucleic acid DN AL
SARS-CoV-2 Severe Acute Respiratory EE MR ERE R v T A LR 2

Syndrome CoronaVirus-2

SH U 'E

Spike protein

AN BN

WHO World Health Organization AR CRAEERE B

FEAE — (47 L) NTATEE N B3R G R g e SRS

LR — (FZE47 L) Wuhan-Hu-1 #£

a3 )T 4 — (47 L) a3 T 4 HEXTa 27 ¢ RTU ik

axF7 0 Qffi: | — GE47%L) 22 )7 4 RTU vk 2 Ml : likk,/ 43 7

ELJEREBA.1) o 2 Fk BA.1)

axF7 0 Qffi: | — GE47%L) 22 )7 4 RTU vk (2 Ml : likk,/ 43 7

ELERE BA.4-5) 2 > Fk BA.4-5)

212 ikBR — (47 L) DS5670-212 5k

A — (%47 0L) AR (1A - EIERE) K OUAH] (11 EJFEER)
ERE LT BRI T 7 T v

AR (Al EPR | — GEHARL) U7 L AT (REIFERED S # 237 B D RBD

) Za— R95 mRNA) ZH0ET 507
I (XA TF v FFhE)

AAF (1 Al | — GEYARL) MAFB-7256a (43 7 o ¥k XBB.1.5 2/ D S

XBB.1.5) &2 7 D RBD Hif%kikE a— K+ 5
mRNA) A T 7 F

AFI (11l : BA4- | — (%47 0L) MAFB-6282a (4 3 7 1 ¥k BA.4/BA.5 2% D

5) S # X7 E D RBD ¥Eigikz2— K945
mRNA) ZHRmETHV 7 F

AK (2 Al EPERE | — GZM7R L) 77 L AT N MAFB-6282a (42 7 1

/BA.4-5)

¥k BA.4/ BA.S 2D S % 237 & ® RBD ¥
FHEEa— 15 mRNA) Z2HRS LT 5
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