e R

A f 5 4 7 A 31 H
3K« AR R R R A R

[k 72 4] A TFa ik

[— % 4] a7 A LA (SARS-CoV-2) RNAD 7 F o
[H 3 & 4] o — = kAUt

[HFEFH A S5 1 H 13 A

[5F i & 3

SRS T H 31 BIZBME SN2 EHRALE BB, AME 2 AR LT
ELXz7enwekan, BE .- givEeREaRKEoRacgmE szt &N
7=,

AN BT A e BLE K OREE AW B SRR O W I b4 83, R
L 8 4, FUAL OBIANI W b BIERICHE YT 5 & ST,

[ 3 45 ]

1 RS Y A7 EHETEZRED L, MUNCEmTHZ &,

2. B CTOMENELNTND Z &b, BERTEH . BISUGSE R DA
DEEMICETE2T =2 %, HONUDTEDZHEICKES & BHICINET S
&L BT, INIATBUE N E IS R A A TR 1T HR L. A o3 48 H
WICHEREEEZHE LD Z &

3. BUIEENTERET O AFNIRD AR OMFENTF D IVZERITIL, #H00
(Y BE R 2 N TBOE N IR G IR A S IR I T2 L & BIT K
F DA 20 Je OV BVEITAR DT OIE % | RIRIEEE M O S DA 5
WICATFRREE D LOMERFEELH LD &,

4. RENOEAEIZEE L AANOFER 22O TS % B IE W R S
N5 EEEEZ, &0 UDIEREE UIGEE ISR OF DML NELE 4L
PEICBIT RN LEL L > TSN, PRES CTLEICLZREEZET
MOEEINS LS, EICK L CEICHERAT S &,



R 7
[~ &
E

H] H—

=k

— N

&) B A FuaFipit
4] aaF AL A (SARS-CoV-2) RNA U 7 F o
MRSt

[HEEFEHAR] Sfs4E1H 13 H

SR64E3 A2 H
MSTATEOE N B3 E R O RrE

AR5 7 H 19 B0 LM E OREREEICHONWT, FTROEBVEEEITY, ZOEFIZLS
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BhNGEE LT, 1H 0.6 mL ZfKWWNICERET 5,

(K &

E73)
1. EELVRA7EHFEZRED L, WUNICEET D &,

A FuFE SRR F T

7"(41 H.



(fE IERBRSR)

C BRATOMANRONTWD Z &b, SRR, BSOS WSO AR O L2k

FEF— S %, bOHUHEDEAEICES X RCRET 5 L & bIc, ML FHIEAR
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1. @ﬁx&&%ﬁwﬁﬁ&v‘ﬂ» BT LEMRRICET 58 E%E

SARS-CoV-2 X, = FUA L AR aa T AL LVARICET D K77 28 RNA 7 A L AT
bV, 2019 Fi uﬁ@ﬁf: b MY L, WERMEE RTan A AL LCHE S (Lancet
2020; 395: 565-74, Nat Microbiol 2020; 5: 536-44 %%)

SARS-CoV-2 T X B EYJE (COVID-19) 122\ TiX, 2020 4 1 A2 WHO I Xk v HERmIZ
BRENDAREAE L OB ZERE (Public Health Emergency of International Concern ; PHEIC) V (2
MUY HE S, 2023 4F 6 H 4 A TICHRT 7.5 BAEDNEY: L7z (COVID-19 Weekly
Epidemiological Update) 2, COVID-19 @O it A 72 47125 L T, EEOBEES VT 7 F v
DT S, flix ORI RPBEBLOND I EFEICLD, EFGEN M EL, R RIEHIK
D LT 2 52 E 2, 2023 4F 5 H 5 HIZ PHEIC OKKENES SN2 b DDy | SARS-
CoV-2 OFitATIZKE VN TH Y | SARS-CoV-2 DY, BHEMEENE(L L2 ERKOHB A E 2
% & SARS-CoV-2 DJEYLIE ~DRIGITEAR & L TR BERRNTH D, £/, A TE, 5F05
5 A 8 HAFIF T, COVID-19 OREYETE E OB T RNFR A > 7 o PERPIED DS 5
FEREYE ~E L I8, A 5 D SARS-CoV-2 U 7 F v O AMIEEREIZ W\ CTIid ke L T
Ei+sr2LEENTWD (5 543 A 10 BAHTH R 2 0 7 o1 b R JEYE xR A TR E

PR om0 A b R Y E O SR GSEVE EOALE DT OE T O EREEAH & VA E SR
DRE LEFEIZOWT] ) o 2021 FRICHEBL L, 2022 FICHAMICHATEZI SR LA I 71
VERIE. T OPURMENSEIRE SRR 2021 F L VRSB INTZY 7 F UL o TR E
SNTZHRPEZREETHZ 0D, VIZFUrOFNMEORBE I RE SN TS, Y IESN D
TRV FUNROBPHFHITR L, ThETIZ ﬁrﬁiﬁwﬁﬂmﬁ{twtwwvy%/m bu&
RGP TDI, B2, AI7 a0 R385 EMEE @D 20T 7 F 102 B
BN TON TS,

A TIX, SARS-CoV2 IZ LD BYED FHiA# A& T 5DV 7 F & LT, 202346 H 12 H
KT, a I T T oMM (774 —Hst) AFXET7 UV T7HE (7 AT EXIHK
KEt) L AL I Ry 7 AHE (FFAF - Dy S UBKEE) L ARV ey FHE (M

i LRSS KO zabe T UmE (?/?/77*—71‘5!%42/\%:) MABINTWD,
20229 ACiX, A7 v RIS LI 2fio U 7 F 0z BNER LIS N, 2
LbOUIFU (Vo ab T UfEERLS) L HAAMNEREIZEI Y | SARS-CoV-2 V7 F i L b
WIEIREZE T L TWADEIXEROK 80%, BMM%AE (1 BH) 5% T L TWDHEIEK 70% T
HoY

SARS-CoV-2 IZXxt 95UV 7 FUonBERFTZ SN T 2 FL EARE LZBRFATHLY 7 F 0
DL ZWHID D OEMAITKAFL TEY | BIE, AW THBATAERA I 7 v JRISKS L
U F TR LN D O TH D, COVID-19 T < OERKEO HBLIZ L0 it

DV WHO 23 E 8 % EER A (IHR) IZBWTKRDOERBYHET 2 REFELZ VI,
OEROEBEMNIERICE D MEICAREEY 27 OREEOEBEEZ LT RO LN D FRE
QAL RN [ BE A 5 51 0 3 A3 0 B2 7 i i
) https://www.who.int/publications/m/item/weekly-epidemiological-update-on-covid-19---8-june-2023 (f & H : 2023 4F 6 H
9 H)
3 ) https://www.who.int/news/item/05-05-2023-statement-on-the-fifteenth-meeting-of-the-international-health-regulations-(2005)-
emergency-committee-regarding-the-coronavirus-disease-(covid-19)-pandemic (fz# R H : 2023 46 A 9 H)
4 https://www.kantei.go.jp/jp/headline/kansensho/vaccine.html (2023 4£ 6 H 6 H/A%) (&R HE 202346 H 9 H)
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KRB MATIIMEE L TR0, ERICBWTHRERKRICxE LY 7 F 2 &G 2B kO
i 2 ECch, HAREANTYZ F U - AERNDEZRFTHIZEDNEETHDL Z LT, B,
Mo TD 7 F B - AERHRCERS) (B34 6 A1 HEERE) THX6TWD,
AAIX, SARS-CoV-2 (EJEEK) O S Z /X7 E D RBD #HiJiL & 7% mRNA % LNP ([ZEH A
LU F o Thsd, AKANT, BB ENB RKERFIEHEBEE D [U 7 F B3 HEE
FHE) ROBATBEICELD 197 F U AERRNERRHFEE) OXEEZ T, BN TRE
925 mRNA U7 F UL LTHBEINTWD, 4. BARANMAZ SR E L2H T/ RER
ICBWTARAIOBMGE S L TOEMMEROPLZEMERER I N2 &b RIERE KGR G S
Nic, 7p¥. 2023 4 6 ABUE., ARANIMWESN TIXAFE STV,

2. MECHEITIEERBICRTIEEOBR
21 JR¥EK

AHN DI ToH H MAFB-7566a 1L S # > /X7 E RBD #=2— K325 mRNA Th 5, MAFB-
7566a 1%, 5°-F ¥ v THEELORY ARSI EZEZ A, RTCOTFIUEEKROT U VRN,
TNENS-ATFNANTTF UV URELNS- AT AT Y DUERRICERRINLTWS,

2.1.1 MREMOFARK CEHE

AHENIDFEMEL D —>TH 5 8% DNA (MAFB-7563a) OIERLZIT, KRIBE LS 7 R
bivd, KIGEEAL AN 7O MCBIZ. . S ¥ > XV EDO Y 7 F N ~<7F KL RBD I
WARY ABHZa— FT 28 FE2EALTEIRTZ A FDNA 28 A L7 KIGE (M09 ££)
DO ST, WCB X, MCB 2> 5 A L TRl s 7z,

MCB K& Ot WCB i artt g et (I = =% . I
Bl onNaA AR SRS, R, O ) Ol R
FEi=nTWnD,

212 BEHE
o ®iE TR, invitro 25 505, [ NN . . D
I . O > D R D
AT [ B B O - <D,
FEOBMBETRIZOWT, EEEAF—ALTTr AN T—va rRNEish T,

2.1.3 S SRMEREGMEYE O R 2 MFAM

FHEoMETEBWC, AdmkEeS s L. TGN G 572 R
O oo s N - S s e
TRUyBEHINLTWSD, BEA X M FELREPOELONTZAICHK L, IRC. B 5
LU b o> i FE AR R DR AL BRI X 0 IR R O RIFAL / BREBLBL N T TR Y . Y bk FURHL 4
ICHEAT D2 L RERENRT VS,
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FEOMEBBICBTIMNEFEOTLEEFERI, 1 0LBYVTHS, FEERRICHY
b RERINE . BERRICAVONEREIME X3MEcic LV NEsh, TEAN
AlziAvwohn2REEIMNE dIcEIMEERL, WETFICH, RESECHETIASES
FEEFEMAER S, EEAMEOREORSE FHEEIER LTS,
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+ I
W b A W C  ElCER

I
I - I > -
| Ry
I, - 5 5 2 5
[ )Rl Rt
L ereN 000000000 )
< B
wiEcromEd |- e 5% %

- T

215 i
2151 WER U E
BEZOWVWT, B2ICFTEHEMEREITNEEIRT,

£ BERFCET MBS ERUMENE

HE S E ik
—HEiE RNA fd 7] P —r—drz
3-F g o TS RNase H B, #HEI/ s X574 —RBRUERSI
#U AHE I
i == Pt —egRrs b
———— EEAE
BEEFAERE | EABRERRAS R B W] iR W O BE #OE i
EHEAEHE In vitro £4F#  (HIININGNEGE) EAS—2AT v&4 (IR

2152 B EMESHE . BN EERFMS

BemEREDEL. I ( 2EA ) tahik,

B e & i A sig 2 I ( FptithA* B FlitB* ¥s
5-F v o THREMEK, R ASEHEZ(E, —4H#E RNA RUCEEERE& L 2. I
B (ramas RTUX RHMB* ) |, S-F v v THREME, FY AEHELLERT _EE RNA
REEORKICIVEYCFRSATVWS, BEFRAI—BLENEFEICE>T, —ED
WEAARICHEB =D,

2.1.5.3 B TR AR THD
XBFEHERMYD (BFEX#MiRbRxs - ~7EEUDNA) . BEEZE (I e

I BN CUCEE  F2DNA, X707 F (HE .
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EONHEER *OXyyt 7R E (I 3G TERBRANYE Sz, KiE
HHRAMY, R, X7 VAT F‘&U“ﬁwyt"‘/&“%itf?%zzﬁ%iﬁi%%f‘Jr%a:ﬁ,%%éhé:
ERHERINT WD, Flo, BEYVI7HE (BHEE) FREOBRKEORBRFIECIY | &
FHRAE R Z 37 B & O DNA I NI #57 DNA (33 o TRNE BB W T bz ”Efiéﬂ
TWn5,

2.1.6 REDOEH

JFEE DBk R OGRERJTiE L LT, MR (U8 | meRdelB (1) (Bd2I#ERR : PCR &U“-
I - < ovkEh) . mesEalEr (2)  (pkEhEER I < vkE)) . pH. A
JEEER (1) (mRNA #2 - I - < vk ) | ff53E (2) (A RNA--)
5-% % v AR k7o~ r5 7 0—) . R A BEEST (_)
RN E (Brra=y@gik) | = R Ry MAYREROREE (BRI AT 1%
FEREE) DiEREINLTWD,

2.1.7 REOREME
D LR L EERBROMIEIL, R3DELEBVThHD,

£3 REOFELRZEHRRARO K

JRE B yh 2> MK PRAT SR 1 5 i 14 £ LRAF T e
s ¢ 3 9B AW
IR A7 Bk —70+£10°C s
ik d 3 0 H Y 7

a) 24 WA F TLIEMERBRMKS T

@%c?@%éhkﬁ%@ﬁﬁﬁfﬁﬁf Mﬁéhkﬁﬁ’kwf\iméﬂkﬁﬁﬁﬁ
2D W T kR Z AL OB ANIEER D b LT, HEICE A L7c, 723, mRNA #EIZ >V T
ey ﬁﬂE%ﬁimiﬁ%mm%&oﬁ%ﬁmﬁ w11 2 reEHAR (I
B oRBGEZHClE sz, oA S I - C 5 i S
Nie, 70, MHMETHL28E d ORAEENV T —v a » TREINTERELZ HW o2 et
HREERFTH 5,

sk kv FEEoF2EE . N - - 5 T, —80~—60C
TRIETHEE, 9OWALBRESA TV,

2.2 B
2.2.1  BUH R O aE O LA 3R &

HENL, 1 3470 (1.5 mL) 70 JiHE (MAFB-7566a) 150 ng & A9 5 2 [mEMEA (1
[ 0.6 mL) OKMEEEHITH 5, AL, T168-1857a, = L A7 1 — /L DSPC (1,2-Distearoyl-
sn-glycero-3-phosphocholine) . PEG2000-DMG, fERARE, L-t XA F 2 > K OVES /KRB HRINA &
LTEHEEND, 7B, T168-1857a, =2 L A7 1 —/ b, DSPC & O PEG200-DMG [T 7K & £ A9
% LNP DR T % o
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EEZTEZ. VIR Tw5,
HAOCEETRIZSOWT, EAEAERF— AT ARl TF—valrsBEBEATVS,

223 METROMBEORR

MHOMEBBRICETAMNEHFEOEIREEFERIZ, R40LBYVTHS, FEERRICHY
bRf-MAIME A BEXBRICHVWOL A RMNEB Y EMECIzLYEXH, TRA
MAMECIcLYRNEENS, HEEFRICHEY, AEFECHTRASHE FEEFEHSE
HEh, FEMBEORAORSSE FEESER I TV S,
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MizAeHEB |« HEMOTE
 HN:EUVEEOEE ( — I
DE W
1
L REETE =
[ [BERE = Xl |
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224 HNAplOFR

WHOBBRURBRFEL LT, ik M8 . #2RB (1) essnz: - I
= < kE) | #Rds 2) (I : ) . 2% EH, pH, #
ERB (mrRNA #E I = < k5) = Fr3o 0, BRER, FEK
BY, TEEMET, B8, BKESE (KEkz7o~xt7/374-) , A2 () . &
F& (HpxEiE) (O 22 (I . H7F (I SREShTHS,

225 HEAOCEEH
MADELEZEERBOBMIBIL, R50EEBVTHD,

£S5 BAOCEEZEESEERORE

HEME Ak oy 8| RIERE == i Hi {F1F T 1
Btk Wik C 3 628
T % 7 53¢ HFARAL TN
miiEd MEC 3 B 9=

al 12 # A ¥ TEEERBRETD

MEcoREZAVWVTHECTHESAZHAOCRMAFRE CRAESA BBV T,
mRNA #iEEIZ 2V T wawar ORMABRB O LN, ThUAOERSNWAERBREBIC W THE
REFNELoEMERED LT, AEICEAS L, £k, BEdJoREZAVWTHECOE
EEAYVTF—va ryrTRESANEMAZRAVWEZESRBREERTTH S,

EED, MAOCHEDYEIZ, YA TAZHAVWT, 2~8CTCHRETHLEX . 6 VAL
EShTWaS,
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2.R BB EEOHKE

B, RSN ERNS . BLERE T, AH O IERIRER - 5 R Aok o 7R I 52 8 %
FETEIORERRWE EORBEIZRED OV E AW Lz, 2k, BAE, BHiEE /A oM
JEFER (mRNA FE) OO EARM, J OVFE N o J FAE 0N BEF o R ]I OR A7 B8R AT
DIEHZRDOTWVWD L ZATHY, FAM R ZHFEARE (2) TRET D,

2.R.1 FEMANZ DWT

RANTIEL, BIA E LT, HEHAFTFIA 2 T168-1857a,  [HiE O WHIRK E O & Fick W
TOREAPRBD NN OB NI DN T) CERk 21 6 A 23 BT FHERK) 28
WTHEHBRO LN TWD O & IFTRZ 584D DSPC &Y PEG2000-DMG MfEH STV %,
72%. T168-1857a. DSPC & O} PEG2000-DMG IZ DWW T, JEKYEFIHD 7 F o icB W T S h
D LEHRT LN, O REMAOEATRE L TIRY bW EREYTH D L f
Wr L 7=,

2.R.1.1 HBEEORRFEW TR EMEIZDOWT
kX, IHESNT-EE 5. T168-1857a, DSPC % T8 PEG2000-DMG D Hik& Kk OVERBR J7 150
NZEEMIZ SN T, BFBEORBEIT W &l L7,

2.R.1.2 ZEHIZHOWVWT
AL, BHESNEZEELS ., KFAOEK TOME - HEICBW T, RIFMANCEES 5%
AMEICRIBENA U D TR I IRV S o &I L7,

3. FEBRAREHERBRICETI2EHEOHEEICS T 5EEDOEIK
ARENDON 1B T HRBREL T, ~TVA, Ty bR =I7 AP LEHWTZRKBEAIEE X
N, BB, AFOHEIZRNA RS LTRH#HT S,

3.1 B EEMTHEER
BHIShE-RB GHEEE) ofgIE6eDLEBY THSD,

A FuFHhiE__FH— IR et A E



(fE1E S BRAR)
£6 PHEEMY 2 RBROBMK

i % M R (5 RE T < CHRA RS rnammp | SRR
BALB/c ¥ 7 % | 10 f5l/#% < AA (003 pg, 03 pg Xix3pg) HLLIFT TR e FEME 9 | 4.2.1.1-1
i3 LT Va2 N RBD & X7 VAR 3 EME T 2 4.2.1.1-2
] % 5. 4.2.1.1-3
SD 7 v k SD : BaEdExt | « AA (5pug Xk 15pg) HLLIFZ T TR 9% 28R e EME Y | 4.2.1.1-4
/Wistar 7 v b e 4 @< 2 =& 5
i3 AH 6 Bil/#E
Wistar : 2 {5
/HE
=74 P MERES 2 B/ | - K100 pg XIT 7 7R V% 3 EMBKE T2 E&E S JRK Y 815 1) 4.2.1.1-5
g fitc <2 EA GG 3 M %I 10° TCIDs/ 1 O FJH Ik © % 0
SN K OVRVE N PR AR

a) T IERAFEER (10mME XAF P, 300mM A2 o — A pH7.0)

b) T Y2 REMRBD Z V87 100 pg/body DT T AT YV a8 b ERM L 1.0 pg/body @ RBD X v 87
2

c)  AEHERECB 2 BB &S5 2 %

d)  HEEHRIH :SD 7y MIITHEBE®RENG, 2. 4, 6 KO 9 HHE, Wistar 7> MI1TEHE&RLENS, 2, 4 K7 #
%

e) WREHRERB (RUT): UALAEFE 2, 4, 6 KO'8 Atk

£ BUBHRECA (&ER) : v AV AR 8 N9 A%

g)  SARS-CoV-2 USA WA1/2020

3.1.1 BHOHEERMEOKRS (CTD 4.2.1.1-1, 4.2.1.1-2, 4.2.1.1-3 XV 4.2.1.1-4)

BALB/c ~ 7 A (#ff 10 /&) (24K (0.03 pug, 0.3 pug XiE3pg) HLLIET7ERIET V=
N MR RBD # N7 B & 3 BRI T 2 [ 5 L 72BR D SARS-CoV-2 USA_WA1/2020 (i
BR) Tt 2 i oo R B B O R BT RBD 1gG i 28 sFAli S A7z, £/, ~ v A B AN
ZM\ T RBD Fr M A b A U EAEKO T MG E DM S i,

ZORER . ARFIEE TIE PR HURAM O H B AR 722 5538 K O Rl & $t RBD 1gG i D 1E D
MHEINRD 5 uiz,

AAIEED RBD 1gG2affi TgGl1 i bbiZ . 7 ¥ = /N> MIRM RBD # 8 7 EHRE L e L T <
F72. AHIE 0.3 pug ik 3 pg G L 72 TIX IFN-y /IL-5 H % OV IFN-y /IL-13 LT A B ICH
<. Thl IZfmm L7z T S ZE DGO Hivlz,

SD 7 v b (KRAIBEILME 6 Bl/EE, 77 B ARBEIME 4 1) T Wister 7 > & (ff 2 Fl/BE) 1A
Al (5 pug XX 15 pg) XL 7R % 2 BRER T2 BIEERE L 72O M5 RDB 1gG i 23 §EAf &
ni,

WO R THHLRDBIgG flfiid. AFIOHIEER G5 4 BEEICT T F—IZELLE,
ERERE R (SD 7 v MIFIEIEE S 9 W [# g, Wister 7 » MIFIEIE G 7 HFH %) iffﬁ%z)x
KT L7,

3.1.2 A OB EIGE OKREF (CTD 4.2.1.1-5)

T =7 AW (MERES 2 BI/EE) (2. AFl (100ug) XIE7 7R % 21 AR T2 R&FEE Lz
& & DHRPEIE KN SARS-CoV-2 IR #E % O YIS ZE Nl S 7z, 2 B HKES S 3 HIH
%12, SARS-CoV-2USA WA1/2020 GEJFEE) 100 TCIDso NEE N X EPENIZE G S, v A
JVANEEE 2, 4, 6 KO8 HIZRICHIHIH A U 7 K OVKUE S B E v > 7 A b A RNA & 53 &
SN, £, UAVREREE 8 UL 9 HZR A2 B S du, RAEESAL O [ FE 2 M (25 B
B REA 23 FE M S A7z,

A Fa P IRt A



(& 1E SRR

%@F% AEIBECBITDRBIHEAAT 7O AL ARNARITZ, 778 RBLY LEETH-

T2, KRB AT O U A VA RNA 23 ERICE D B o7, WERFRMAT I X 2 Mk
e D& va»iﬁﬁ IBWTRMMNORE Th o7,

3.2 REMFEAERR

A 2 R T2 MNE U 7 28 A SR B AR 1 58 S AT Aen, HIEEE 1L AR A O 22 A 3P 1
N=I ANV ERWEEKEEGEHEERRICB T 20ME, LEX, LK, ﬁ&ﬁ&@m&wx
RAy ORE . W I RB B SR A THMEIC K2Rl of RiICE S, KFOREIZX H0ME
F. FEREER, TR REOEHBE~DOEEIRDOLN TV RVWEZHII LTS (CTD
423.2-2) ,

3.R IR 3 EE O
3.R.1 EKHFOIERBEFIZTOWNWT

HESHE 1L, AFOEREFICHONT, UFo XL TV,

KE %~ T ZOHRAWNICE G %, B, FTEY o E LA O IZis VT RBD # X7 H
MPEEAE S L, HFEMEZ A7 % RBD R R AYHUARILZE & O Thl {1 > RBD R 5 i 4l e M 00 7% i
ENEE SN (CTD 4.2.1.1-1, CTD 4.2.1.1-2 X' CTD 4.2.1.1-3) ., £/, KAl #HELI=H
=7 AV TiE, EKEIZE VT, SARS-CoV-2 [EYe T 5t 3 2 B 2h B N sl S iz (CTD
42.1.1-5) ,

AENE, AR TdH D SARS-CoV-2 3k S % > /X7 & ® RBD % 22— K3 % mRNA #1315 &
ARV IAEND Z LI XY, PRIFUADIER ToH 5 RBD & N7 EHRFEL S L, KMER
2 N O P e N A S D 2 & TLSARS-CoV-2 12 X B EYYED THICH 5T H L &2 5,

BeME X, HEEE OB Z TR LT,

3.R2 KEBHEBMY X725V T

T IE, AROBERBICL2EBEBY XA Z7ICHOWTUTO XS IZHIAL TS,

BEZKGR D COVID-19 V7 F U OHEMIC L 2HEBEHEMY 27 OFEIZRIEH LN TRV,
SARS-CoV-1 [Z DWW TiX, B a H W RE 7 A2 lE ST Y | Th2 R M ORI E
EDOBEN R S TWD (PLoS ONE 2012; 7: e35421) , COVID-19 U 7 F > Tt Thl R
DRPEINEZEELT 52 L T, SARS-CoV-2 ELZEDOFEMBHEMY X7 BDES D EEZHNT
W5 (Vaccine 2020; 38: 4783-91)

AFHN D G IR SR BB TlL, AAIFGEH O~ T A 2B W Tl H RBD IgG2a ffi/ RBD IgG1
i, Thl BI#E DY A s A OFBLK O Thl BES A NI A >/ Th2 B#Y A B A Ll DFF
il &V, Thl fREORFICEDOEENBD b7z (CTD 4.2.1.1-1, CTD 4.2.1.1-2 X O* CTD
42.1.1-3) . T2, KR EHFKG Lizh =27 A ¥ VIZ SARS-CoV-2 Z JEYs X JilikH 8k o 95 BE ALk
LA LR M LSRR, 77 AR E R LT ARKIRE CRIEMEFT R OBEEIIRE O Do
77

UL EDIERERRBR O R LY | KA GIC X D2HEEBEERY 27 TN EEZ D,

2 A FaF e B ket FamiE



(fETE SRR

AT, 20 S N2 FERG R FBERRBR 2 D IXARKI P 52 X DB Y A 7 3RV & & 2 508,

Al x e MCEBELE-BORERBERY 2 271co0nTl, BARBREE LIS E X CHEMT 5
(7R3 &) |

4. FBEAREVBEBERRICETIEHROEE IR T 2EEOHME

AHNZE E D mRNA TH D MAFB-7566a 1 NI LNP Z a3 2 I il Td 5 T168-1857a
% OY PEG2000-DMG DO ZEMENEEICBE T 2R E LT, SD 7 v bR =7 A4 Bz A=k
B s,

7 v P RO Lol MAFB-7566a £ 1%, & &M PCR {E (E& FRIX 0.001 ng/mL) (T
FVHESNTZ, 7y PEOY ALOMIET T168-1857a & Y PEG2000-DMG 1L, Wik7 v~
NPT T4 ——= 2T NEEONTE (EE FRIZZNZEN 10 ng/mL XY 5 ng/mL) 12 X9 HIE
SNz, 7 v b OMAET MAFB-7566a J= 513, & &AM PCR{E (& FRIE 0.0317 ng/mL, #H##k
RS HAE L7 & FIRIT KBRE B 86 C 1.62 ng/g tissue, HUIRAR T 1.34~5.98 ng/g tissue, & D
fth D #L5k T 0.983 ng/g tissue) (2 XV WE iz,

B, FRICREDOLRWVIRY , PK X T A —F T EWETRL TS,

4.1 IR
411 Zy PR 4 BEBRBRANE SRR (CTD 4.2.3.2-1, 4.2.3.2-2)

Z v b (MERES 8 B/ BERE) ICAAIZ RNA & LTS5, 15 XX 50 ug/body O FAEIZT 2 #
R T 3 Ef R ANE G, v (MERES 3 Bl/H&#E) ICAAI2 RNA && LT 10, 30 X% 100
pg/body O M &EIZT 2 MR T 3 BIfHKWAEEG I, £iLZ£i MAFB-7566a, T168-1857a &
PEG2000-DMG O Il #E I FE NI E S 72 PKXT A= ZRTD LB Th - 7=, MAFB-7566a,
T168-1857a }2 U8 PEG2000-DMG @ Cinax 2 Y AUC IZHER B OB NSV L, KEHR G2 &
DD LTz, 7 REOBHLOBERHERD —EH D Chax LT AUC 2OV CTHETHE X YV &1l %2 R
L7zbDD, # U CTHERMEEZZ R TEMITIRD Do T,
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£7 S REROHFLD PKRT A —X&

(fE IERBRSR)

PK /X7 | Day 7 vk %
A — X 5 pg/body 15 pg/body 50 pg/body 10 pg/body 30 pg/body 100 pg/body
B | | M W | e | e W | W |
MAFB-7566a
Cinax 1 5.87 5.74 27.5 28.5 77.0 107 8.55 0.674 7.11 11.8 59.8 40.1
(ng/mL) 29 2.13 0.032 6.92 2.24 50.3 41.0 0.006 0.000 0.002 0.005 0.078 0.010
AUC(ng 1 60.8 26.3 112 179 362 1070 109 9.38 85.7 173 810 628
-h/mL) 29 1.22 0.149 7.79 1.94 25.7 140 0.076 0.000 0.018 0.090 0.992 0.145
Tinax 1 0.3 1.0 1.0 1.0 0.3 1.0 3.0 2.8 8.7 5.0 6.8 5.8
(h) 29 0.3 1.0 0.3 0.3 0.3 1.0 15.5 NC 7.0 15.5 12.6 13.8
T168-1857a
Cinax 1 32.2 37.4 356 179 592 676 79.8 4.2 94.6 181 621 662
(ng/mL) 29 10.5 0.0 54.8 24.1 354 248 0.0 0.0 9.0 12.6 49.7 26.3
AUC(ng 1 417 206 1340 1730 3350 9920 1150 48.3 1630 2810 9400 9590
-h/mL) 29 5.3 0.0 66.9 62.8 375 1250 0.0 0.0 134 145 860 387
Tinax 1 0.3 1.0 1.0 1.0 1.0 7.0 5.0 7.0 8.7 7.0 4.6 7.0
(h) 29 0.3 NC 0.3 0.3 0.3 1.0 NC NC 7.0 7.0 13.8 13.8
PEGzooo-DMG
Cinax 1 0.0 0.0 12.2 7.1 45.7 31.4 6.8 0.0 14.5 13.3 50.7 32.9
(ng/mL) 29 0.0 0.0 5.1 2.0 34.8 12.6 4.9 3.4 17.5 16.1 47.9 33.8
AUC(ng 1 0.0 0.0 46.1 26.9 114 89.6 22.8 0.0 153 161 555 447
-h/mL) 29 0.0 0.0 2.5 1.0 22.5 45.5 63.5 39.1 227 192 646 417
Thax 1 NC NC 1.0 1.0 0.3 0.3 1.0 NC 1.0 3.0 2.2 7.0
(h) 29 NC NC 0.3 0.3 0.3 1.0 1.0 7.0 7.0 7.0 5.8 7.0
AUC (% 24h

NC : not calculated

4.2 HAd
4.2.1

7 v NMEKEASARER (CTD4.2.2.3-1)

7 v b (MERES 3 B/BF ) ICAKI2 RNA & & LT 40 pug/body @ &I CTHEIFHA (KEE)
N LG S, 5 1~336 FEl#% £ TOEF 6 BrAL

L)
i, R R

BH. + . 2

CEEE Y CONET, WY N, Mg, TFRE. M. BN, DR, BM. oD g, KRBRE e R
Zeff . B, B KL OWEE) @ MAFB-7566a 223N HE S 7=,

BV T R OSMRET (A (55
ig]

Flo. RERGZROMBE~OERIMMOO, T v b (M 3 61) (CHREHRS LR — &0 AH

W T 2 BIFHAANREG S, 2 B RE 1 RERH% I

BRENRE ST,

& 5 5L A O MAFB-7566a J B2 1% B0l 75 I N 5 1 RS 12 12 e i
oL, &5 336 B £ TICEREREAL TIC

D MAFB-7566a 12 £ X, =2 7. 24 KON 24 BE 4 I mfE

E @H*"‘ [EAu]

’*EﬁﬁﬁuTiﬂ&Tbto

1EH &2 EE#ES 1 K% O MAFB-7566a J#FE L (2 [A1H/1 [B1H O Lh)
i, HRER, M, BE Y BT R ORI B W T ERE R 92.4,
L, 72, oMok cix, 2 FE &G 1 FE% O MAFB-7566a J2FEI1X 1 A1 B £ 5 1 FERHE
% O MAFB-7566a £ £ & [FIFEE X ZNLL T Th o 72,

4.3 R
KA &= v

Vo RUEBR T 52

JE LTV,

11

ZA Fu S RhiE

IR L, Y »oNEL H{ﬁ.ﬁ:) PEaY:
(10,600, 3,720 J% % 2,020 ng/g
tissue) Z/~ L., #5336 FFfZICZ 24 1,200, 417 }2 Y 302 ng/gtissue F TR F L=, 24
TR Z OO AR K OV E 0 MAFB-7566a ## FE I3ARE & o8 L, 24~72 BEf] &£ T

i (66,700 ng/g tissue)
ffi K O Pk

[ SV o i ey

e e OV #LfR > MAFB-7566a

EN AR
17.4, 5.48, 2.56 }x 18 2.38 %71k



(& IESCHR)
4.4 B
AFN 2 W2 B BRITE i S TR,

4.R HBIZRIT 52EEOHE
4.R1 FHDOFHBREDHEIZONT

HEEE 1T, AR OIEHIREDEHEIZONT, UTDOXIICTHP Lz, mRNA O4F&ITKE
VABMICHEL TV DMEED D MR & MECHEBITIEIIRERN & & 2 5 TWD (Nat
Rev Drug Discov 2014; 13: 759-80, Pharmaceutics 2020; 12: 102) , F 7z, A{KN® mRNA (£ VU R
X7 L7 —BIC L0 HEONIC RS, FEIE 30 RS 1R, B < THHFMERE &
WS X TV D (DNA Res 2009; 16: 45-58) , = D X 5 72 mRNA O Rk %2 B & %2 | AAITid mRNA
Z LNP ~EH AT 5% ORFIRFNT LV | GEF LI LB R AERNOMBBATIE R L EME DM
ERKOENTWD, BHANSEREINZABNL, U >S8R SO AN O 5% 2 B Y
ARENDZLICEVFTRY R E~TRA L, RWTEMD Y S HIROHE B M 4 /1 L C B ~
gL, ZHOOMBFOREMIICIRVIAEND EFE XD, k., HIRIO mRNA & 138
FEEAL DO N & O U N HTHS R LT 1% A0 Th 0 | FEERIREBRIC W CHRIRICBE T 5
B AIEIED O TV RN ELERBEICER T RNWESE X5, £, ML T, Bt
L3l 2 B3 ER TRARM THY ., EREITR DL TR (42,1 B2H]) |

AAENDO LNP IZEH EN5H a2 L AT v —/L KT DSPC (1,2-Distearoyl-sn-glycero-3-phosphocholine)
FIEABOMBANBIZ/FAET 2 RARMFETH Y . NKPEIRE & RARICABH L Ot s s & &
25,

AHAID LNP IZH E£4 5 T168-1857a D opAn, U &K ORI, M MEME CTHERR L 72 T168-
1857a % W TIERL L 7= LNP IZAHKI & X272 5 mRNA %# 5 A L7z LNP-mRNA % 7 v R IZH[A]
NG Lo E R BRI L0 BERIRE M. U i, U Nk, R K& OV s
IZBW TR, RO OMEE TIZE & RENENL T THLZ &, &G 168 K E
TIZRF, FEQH ., RO HEEGED 22.9% 088k S, RV I FEICEREHAHANKRY o3
BIZEFL TS Z &, MHAH TIX T168-1857a (21 2 T AT VIR Gy fif S U729 338
N5 ENRENTWD (CTD 4.2.2.3-2 KN 4.2.2.4-1 B)

AF| O LNP (23 45 PEG2000-DMG D434, AREH & OHEII MG STV 2208 | 2
5181 L 7= PEG2000-C-DMG @ in vitro ikBR K N in vivo iRER (7 v XU VICHEIRNES) I8
T, PEG2000-C-DMG X FEIZAFNE K Ol ~2 4 L. REHZoF 2T, FIZHEITFZ20 L TES
CHRtt SN D E ST D (v Xy b e AilFRE 2 mg/mL FBEREE (GFooHE 5 A
16 HfHF) ) &

KAIDBREBATIEIRF SN TRV BEARDO mRNA UV 7 F o (2577 4 LR A
7Ny 7 A) OFGIRAFFETIL, b O RARIIK . I I & R O W3 7012 & mRNA (3R S
Nighoi- L@l & Tuvad (Nat Commun 2022; 13:4422) , KAID 7 ~ AR E wMERER X
DVERRHABEIZOWTHORZERBRAHERINTEY | RIZAFZRELZBBLIZELTH, £
DEBITEH TE D LEZD, £ AFOAIBITHITMEF S T2 as | BE&FE © mRNA
T F o DBEEMIZICEB D TIRIEE (1.3~11.7pg/mL) ® mRNA NI TFICHHE SN S & D
H 8 % (JAMA Pediatr. 2022; €223581) . — 5 T, A L7234 R o ik 112 13 Ht SARS-CoV-
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2 1gG

M2 FETHROAFMOIANBITER2VEDLEE XD,

AR I, 12 S TR R 2R B e

ITAREE Z R D,

AR 00 & . ARAI O K Eh R R

5. BHERBRICET 28R OCEEICEIT 2 FE OB

AKH D wEVE

T 2R E LT, ARz AW REREEERR, B

7 PR B K OV P R SME BB oD iR AN 1R S Tz

5.1

HE & 5 Z R R

(fE IERBRSR)

PRIzt S oHE S H Y (Front Immunol 2021; 12: 777103) . FL4h 2

(5 i

ZOWT—EDIEE

mERBR, A

AHN 2 I T2 B DB B g M AR T FE M S A0 TN R W A8 LR o0 B[R $ B IRy o0 g (BMEEE M)

F., 7y PRI =74 FIiTH

% AR A G 7

#ER (CTD 4.2.3.2-1 1V 4.2.3.2-2)

OPEEGHZOERENOFT MM I N, AAARGICLDETCIET R, Ty MlZBWT @K
1w ES ik - 1.42°C, M : 0.35°C) NI/ BT,
52 REHREEERR
KENZMNT2T v N RO =27 A T EIT 2 RGN G55 B E il S 7v7z (R 8),
ERFT AT, BEEHANICBIT D RIELEEZ{LTH - T2,
® 8 AAE KBRS BIERR
B 15 i MBIER | b
ShEA ¥ N — N E
AR R o % 5 (g RNAY /body) F 70 AT AL %ﬁ$m oTD
=5 WHEAIZBIT DR DL - B
4 SR B RIE VR IR IR L OVKIE . B i ER, A
It 7t 3 @na)ﬂb)) FER  AFERER, 7 4 U 2 v KON Cxell0
Z v b N 09,5,15 X% 50 DM 50 4.2.3.2-1
(SD) S =15 E Ao M, APTT 4E &
w3 4 am 50 ¢ /N
5 FEMNE: Y
=10 : %5 AL BT D S E M F0 = T
- ROKEE, 747V 77 RO CIGHE
i ( 3451?1)) 50 ORI
=4 L 09,10,30 Xi% 100 |=30: IL-6 O 100 42322
P oA 100 : B 5 FBALIZ I8 0 2 7 M ie O 22k - 37
R BE. G FRER O M
mEMNE . HY

a)
b)

c)

d)
e)

I, 15 K029 HIZ

A#HEl &2 W= F v b (SD)

\ZXFT % 1gG PEAE 3 78

EN Ik

TP 75 8
AFA
YL,

AWl =27 4 ¥ iz

HHRLTWD,

0.212 mg RNA /mL

1I0mM b RAF T

53 EBERBEERR
KA Z AT in vitro e O in vivo 815 = 1E

T T b

R jtﬂi&éfrs (1 XX 2 #77)
:Ia?‘é%fﬁ%iﬁ%ﬁ (CTD 4.2.1.1-4) TiX, #IEHANEGEZ 2000 9 #
LD BTV D

(352

Bl Té*ﬁriﬂi%ﬁ%ﬁ (CTD 4.2.1.1-5) <Tix. #EFHHENE L% 42 A

300mM 2 27 B — A

pH 7.0

AR EN S (R 9) . AAID
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(fE IERBRSR)

x£9 BEENURR

= N NN
8k 0 FH R R e i 8 ig TR
S A FAXIF T AH —/+
0 28 B R TA98. TA100 (48 W) 09, 0®, 0.291, 0.582, 1.16,
TA1535, TA1537 2.33, 4.66, 931, 18.6, 37.3, | &tk 4.2.3.3.1-1
. KIGEE : 74.5, 149 ng RNA/plate
n WP2uvrd
vitro - s
el 7L S e 2 N 72 = —/+
in vitro /MR R U 2 S SEER G (3 B§fH) 09, 0.663, 1.33, 2.65, 5.30. I b 4233.1-2
(TK6) — 10.6, 15.9, 21.2 pg RNA/mL
(24 BH)
in F o i T2 7 > b~ (SD) 09, 12.5. 25, 50 ug RNA/body o 4233 2.1
vivo A H (f7 PN HL R % ) - T
a) PBS
b)  HEALE

¢) W 10mM BEAF YL 300mM A2 m— A pH 7.0

5.4 BARHERR
AKANIER TOMEM S 6 7 H UL LMkl S D EEE TIERWZ b A EZ W22 AR
PERRBR T S LTy,

55 AMERAFEABR
AKHFNZHANT, Ty MBI HAEWBEFEERBRNEREINT- (F10) . AFEGIZEL5H
R OB T AL FOBRAIT AW EHBE N TWD,

10 AEBAEFHERR

b ik MBER | e
R oOME | R g P 91 [ (ug RNAY TR (ug RNA ‘J“CT’D
T /body) /body)
A - BR W EE A e
. ZZBE R 20 H )
i BT R O | e @M 2L
EHoxEN] 7> b %f é}g{éég 09,515 XL 50 |8« JRIE : A2 L 50 4.2.3.5.2-1
W Bk o B%| (SD) o ) Fl A A2 L
HE R B

a) ZELAT 20 KOV 6 H., ALHR 6 H., Mtk 1 BT, KERES (1 B EF ik 2 ) o5

b) AAIEZMAWZT > b (SD) 28 1) 5 HKEH R (CTD42.1.1-4) T, PIEFFANES #2206 9 ET
RBD # v /X7 B IZx 35 1gG EAENREO LI TW 5D,

Al : 0.212 mg RNA/mL

d) BB 10mM B AF T2 300mM A2 n—A pH7.0

o
~

5.6 [RBTHIEMERBR
KAl ZMNT, VY FICBT LHANKEGICE D RETIITEEER2S EE S (R 11) . &EHB
MLOBRMLITRGF LB SN TN D
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(fE IERBRSR)

& 11 REAIE AR _
ST 3 R SR 7T 7 1k SRR m@%ﬂ
Hed & 4 A (100 pg RNA/body) DU T |G MAL o i, KB, AR, #H
(JW) IR &R % [ — AL IS & 5 (3@°> ) L. b | 423.6-1
e AL O FRARL AR 00 B A A mlEME by @ o

a) Al 0.48 mL/site & KARERSMAA A (ZZM0 - AF, AW %) o 1 hpric &b
b) HHEEI0mM BEAF T 300mM A2 a— A pH7.0

c) 1.,

15 2OV 29 A& 5

d)  REE 2 HH

57 BFHMFI OB LCEERR

AKENCEENDEFTME (T168-1857a } U PEG2000-DMG)

IZ DU,

S s (£ 12) © HRNA OB ELEIZREEEHBrESh TV D,

in vitro &Ax = MR N

#z12 BEEHERAR
i 0 i 8 B 59 o S P
TET ﬁtﬁﬁ@*ﬁxﬁ Eﬁ%ﬁ;ﬁ (mﬁ) )EHE E‘Z%ﬁ CTD
FAIFT T AHE
A VT TA98, TA100 —/+ 09, 9.77. 19.5, 39.1, 78.1, 156,
IFZEIRE R | TA1535, TA1537 (48 WE[E])  [313, 625, 1250, 2500, 5000 ®| f&M: [4.2.3.7.7-1
L B /plat
1857a
- —/+
et L3 A & [N (3 BER)
W7o in vitro /ME | U R BRI — 0%, 31.3, 62.5, 125, 250, 500 pg/mL| &t |4.2.3.7.7-2
BN TK6
. 5 (TKS) (24 1)
1243
vitro XRIFT A
e 2 A TA98. TA100 —/+ 0, 9.77. 19.5, 39.1, 78.1, 156,
TIFZEIRE R | TA1535, TA1537 (48 BR[) [313. 625, 1250, 2500 ». 5000 | f&PE (4.2.3.7.7-3
B KIGH# - ng/plate
PEGZOOO‘
DMG WP2uvrA
L e % ek (3}%) e s
VN7 in vitro ANV R ERAE E - 07, 7.81. 15.6, 31.3, 62.5, 125, B2k 14.2.3.7.7-4
i (TK6) " 230 pg/mL
(24 TR
a) &M . DMSO
b) WEBRMEOH LY H Y
5.R BB ICB T 2BEOHMK

RESNTZER D, I, RAOBEMEICRBEORBEIL 2V &I LT,

6. EMEFFRABRROBEE T 500ME, BRRKERBICE T 2 BRI NI 2 FE OB

6.1

Y RFFRABR K CBEET 5 ik

AF O PK OFFEAMEHE & LT, MfmiEdh MAFB-7566a 2 13 & &/ PCR #: T, LNP #REHE T
bDHHTFAUMIEE KO PEG IBEREIZIKIEK I n~ N7 T 7 40— % 7 NEESHT T, PEGHE
BT 5 ADA XY o REEETERERME LT,

AN D Gy FAEOFEAMNIEH & LT, Il FHT SARS-CoV-2 FFIHUAMN XML ZE M Rikic L v |
s RBD 1gG fi. 1gG V77 7 &2 (IgG1~1gG4) i &k OV A b A ¥ E X ELISA 12 X v
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(EnSraySia)
E LT,

6.2 IR IEERBR

BR R SR BRI BT 2 RF i R & LT, ERNE 1T/TMHERER (J101 35) &K OEANE T HZRER
(116 FRER) OFERVPIEH SNz, B, FICHEDO L WRY . PK/NT A —Z (X FEHME (£
HfF2E) TRLTWD,

6.2.1 EANHEI/OIMHERBR (CTDS5.3.5.1-1: J101 RB, EMHARB : 2021 £ 3 A ~ffe . 7 —
2By b AZ7H 200015 RB)

20 % LA | 65 AT O B AR NfEEER A 80 il (16 FI/RE) KON 65 L B 75 mAR O B A A fi
FEm g 62 B (9~15 Bl/EE) (2AH 10 pg. 30 pg. 60 pg XiX 100 pg 5 L < X7 7 R 28
AR C2EMHANEREI N, 2026, 77 B REEZ R EEERA 64§ & OVRE R &l #E 47
Bz W T, MHEF O MAFB-7566a, 71 F 4 PENEE & O PEG IEE O 1L, S HEMATH O 82
% 28 HETO T~9 KA CRIES L, PK NT A —FRNEHINT,

MAFB-7566a #i# & 1%, fEFER A T 1 Bl A #M% 0K 2~4 B (2RO PR E) 12
i (10 pg B ; 0.001+0.002 ng/mL. 30 pg #f ; 0.005+0.007 ng/mL. 60 pug #£ ; 0.015+0.021 ng/mL.
100 pg #F 5 0.050+0.042 ng/mL) %/~ L7c, (@RS EH TIE 1B H#EMEROK 1~2 FFE (458
FEREO F e fE) 12 EME (10 pg £ ; 0.00320.003 ng/mL, 30 ug Af ; 0.011£0.020 ng/mL., 60 pg
B 5 0.019+0.011 ng/mL. 100 ug &% ; 0.077+0.167 ng/mL) %7~ L 7=, f@HE R A K OV BE & fin & U
FTAUIZIB W T S MAFB-7566a Ji# £ 13 2 [0 H B2 FERTIZ B IR SR £ TR R L, 2 Bl H 8% o
Crmax 2 O8N AUC 1 D XL 1 [B] B 558 & 7R B KD - 7=,

HF A VENRE IR L, AR OMEE S & B2 10 pg LT 30 pg BHETIZ T X TR
LT IR ARG TH - 72, 60 pg BE CIXBERE 1~24 B4, 100 pg AF Tl 2~72 B #(2
BB TR AMAL (633 ng/mL LLF) Z/R L7722, Z OO TIEREBARGTH -
7=

PEG JEEREIX, F LA EORATHRERARE CTH o7,

6.2.2 ENHEIMHRE (CTDS.3.5.2-1: 116 RB, ERHM : 2021 F 11 A ~ffkeh, 7—F
Fy hA7H :20%FERA)

20 LA b 65 mERTE O B A NEEER A 80 1 (40 B/RE) A BER S, AK| 30 ug XIE 60 ug 28
28 AR T2 MR S (60 pg BED 1 fil1%, 1 [ HEEM&ICIBERA Ik L) o Bk
ENTWEBRED OB, 206 (10 FI/EE) 2% FLIC, fiEd o MAFB-7566a, 5 F 4 PEIEE K O
PEG IEE ORENKERAT % 7 HETOE 7THATHES, PK X7 A —Z 0NHH
SN,

MAFB-7566a J2FE 1%, 1 [0 HBEFEL O 14~23 B (K BEFERE O bR fif) (2HR Sl (30 pg & ;
0.03£0.02 ng/mL, 60 pg # ; 0.08+£0.10 ng/mL) %7~ L., 2 [0l B BFE AT R H IR R £ TR T
L7, 2B HEFEE D Cnax XY AUCrag O FEHMEIX 1 EIH X0 KD o 72,

HFAPERRE IR, 30 pg BETIZ 1 [ B RO 2 B H % OIE L AL OR R TRERAE
lifi. 60 pg BECIIHERE 1~72 FEf & I MR A ST Z O o fE (11 ng/mL L F) &R L7273
168 RFf] 2 12 1T HIBR ARl CTdo - 7,
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(fETE SRR
PEG JEEHIZ T X COR A CTHREBR K Ch - 72,

6.R HBIIBIT2EEDOHE
FEHINTZER O FORE L0 BT, AE B R SEBEEEMG (2 RF Be o B I 2 v &)
Wr L7,

6.R.1 ADA 2D\ T

HEH 1L PEG IREICx 425 ADAICOW T FO X 9 IZRH L=,

ADA fEMT xR (3101 38R CIXfEREA A 80 il (16 Bl/EBE) I OVEERE & & 62 B (9~15 f
/RE) . 116 BUBR TiX 80 Il (X5 HE 40 #1) ) Z X RICAANCE £ 5 PEG REIZxT % ADA @
FEHBLEAS NFHI S 72, T101 RBRICK T D ADA BHEA TR A TIX, KA 10 pg BT
68.8% (11/16 1) | 30 pg AT 87.5% (14/16 ) . 60 pg #£T 81.3% (13/16 #I) . 100 pg #ET
75.0% (12/16 f5l) . 77 AT 0% (0/16 1)) | & E Tk, A& 10 pg # T 64.3% (9/14
) . 30 ug BET 64.3% (9/14 f5]) . 60 pg £ T 70.0% (7/10 #1) . 100 pg B T 88.9% (8/9 f) .
7T AREET 0% (0/15 ) Thd o712, 116 RERICI T 5 ADA FEEEIA 1% 30 pg #E T 82.5% (33/40
) . 60 ug BT 90.0% (36/40 #l) TH - 7=,

F72. AKAID PK. MG H SARS-CoV-2 HFIE M & LM X T2 ADA O 8% 54 %
720, ADA BB OFGRIZL D07 7V — T IT N EE S iz,

J101 3ABR TiZ. 1 18] B #5#1% O MAFB-7566a 0 Cmax & 8 AUChs D EHIE 121 ADA FEHOAH
BB LMEmIIRD R0 o708, 2 [ B #fE % D MAFB-7566a @ Cmax & F AUClast D -
BB, J101 BB OB KO A EREICB VT ADA 38172 LICH T ADA EHH Y OWBREICE
WTIRWEHBI Th o7z, BT AU HIEE D Cmax XY AUCrase O FEHMEIL. 2 < OB THRIETS N
TWRNZ ENLEBNREETH > 723, R FTRE R @A A O 100 pg BTl 2 B H#EER%
TIXTADA BB LIZH T ADA BB H Y OHERE 1T W TR WMER Th o 72, 116 3R TIX,
ADA Bl L OWBRE NV 2 FHEIZREN TH S H DD, ADA FHBLOAMIZ LY MAFB-
7566a L N F A U MEREE D Cmax & Y AUC st D FEHMEIZ B E 7B WITR D bR o7z,

i 5T SARS-CoV-2 HFIIEMEIX, J101 FER K OV 116 3Bk & $ 12, ADA #3872 LIZH -~ T ADA
B D ORERE TEVEN TH o T,

HEREZOFRBRENSGITONT, J101 3B TiX ADA BB OAF I L 5 WHERMHEITIRO bR
T, 16 R TITERE L ORREBEFEDI B ETCERWREARAEFL LIRS, ADA BB O H K
X DHMERMEITRD LN o7, 116 RBRICEBIT 215K L OREBEBAEETE 20
FENAEFRORBLEGIX, ADA BBLH D O#ERE TIEIAA] 30 pg BT 33.3% (11/33 61)
60 ug BET 47.2% (17/36 f5l) T > 7=4, ADA FBLZ L OYERFE TId 30 pg BT 0% (0/7 1)) |
60 g BET 0% (0/4 6) TH-o7z, 116 iRERD ADA B H Y OWHRE TRO LNIZIRRIE L O
KRBBRAEE TERWERFFENGEFRIL, KR LA 14 6], FEFEAALEE 12 5, 55
(L% 9 FERR 9 Bl VESTERATAERR 7 ., TEETERALAEERS 6 (. VRS EBALAIRE 3 B Jo OV ST B A7 B

D ADA BB EZLU T D3I >0OHE L EHR LI,

¢ N=2F A TOADADBRIETH Y, FGHRICADABELE RoTo G,

e R=RTF A TOADADBBETH Y, BEHRDO ADA NN —AT 1 MED 4 5L EL R o2 85E,
e N2 T4 UERKETHY . 5% O ADA BT H - 72854,
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(ENSa3i)
3FITHD IZEAEDOFRITIREIIHFEE T, TXTOERNREE L, BEOERITEH
EALALBE 2 B R OB L FITHY , WTiLh 1 B HARFIBERE 10~13 HZICHEBL L, R 51X
HEGHEALALBE C 24~27 HfHl, BB T3IHThH o7,

ADA %’v‘éfﬁ&mqﬂf SARS-CoV-2 H GO KR REBERIZT R TH 22, L7 &b ADA HEBL
IHEEICADORELHE 272V EBE XD, F, 116 RRTIHERIE L ORFEEFEREE TE R
b\%m%ﬁ%%%@%fﬁ%ﬂé\rbx ADA BB LOWHRE LB L THY OBRE CENM-T2 2
EAZOWTIE, 116 B D ADA HELR L OWRE RN V7ol 2 L, ADA ¥8LH VY TR
DNT-HERITITV I FUBEBBIC - BROICREOONIAEEERLTHY . ZIXREIHEET
—wEOL D THHoTZ b, £, T101 ait%ﬁf % ADA %’%fﬁ@ﬁﬁ XV IRERIE & O K R BIFR
MEETERVWRENGEFLORBEHEG ICHBERMETIZED LA TVWARNWI LEZET D &
BHRMIACT-ATREER S D LB X D,

VL X RAERES, A EWES T ADA N5 L, 2 [Bl B #E 1% o {0 MAFB-7566a
L OHTFANMEREERENMET T2 88MEITH 208, AIMEL VL 2T S 2 2 IR 7o 2
FRENTH D B2 D,

BEME 1T, BIRRECICBE LN TV AEHN ST, ADA ORI S BK Lo B KBS ER
ﬂzaéhfb\fxu\}:%zéo L BRI SR SN TV D = OFHBICIR AL H 5 H DD, ADA
FEBLR L OMBMFIZH LT ADA HEBLH D OHBRE 1B W T, RBRIE L ORRBARI G E TE
RWRENAEFEELZOEBAEENEL ROMANFEO LN TWD Z & KAl L FERIZ PEG IEE
ZETeftiod mRNA U7 F U280 T H /% O PEG IFE IZxH 35 ADA O RN A 9hME R V%
B RFETEEITIPA LTI &5 (Vaccine 2022; 40: 6114-24, ACS Nano 2022; 16:
11769-80 %) . U 27 F U #FEIZ 1T 5 ADA OEBEBIZOWTHIZRMEANGLNTGEITIX, &
X REEEOELRERHNT OILEND D,

7. EBREADER CBRRORZEMEICE T 2ERY CICERICR T 5 FEOBR
ANER OZEMICET H5HMiERE LT, R BIZFRT IR BRA L INTE, £, 35E
BrE LT, £ 1BIIRT2EBAEE IR,
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(fE1E S BRAR)
£ 13 HPUR LT SEARR K

BEF | EhE | -, . =k N - o )
4y | H b R4 H PO i Ak - 8o H i
N— bk 1:
< JH B oSN — k>
A (10 pg, 30pug, 60pg) XiX7 7R %
SARS-CoV-2 U 7 F IE"@WW%@
. A o o< AEAT RO N — k> B
< (FRFT AR A= L (0 pe. 30 pg. 60pg) . a3 F 7 (1|0 D
) /I |RAA 28y s R) ags g | BT V10 me, SOne, 00ug) N S TITA LR
AEAM [EN | 146 R ) . YT AT E LT 30pg) NIE AL TNy
I ofERLEE 6 HA| A=b 2 ) LS iS5 L LT Sopg) % 1 B
BLERICSE T LI 18| asI8 | He 72 A
DL b o0 AR A ey
KA 60pug, 2IF7 40 (FYF AT LL
T 30pg) XIFANRAL 7 Ny 7R (=T VA
7L LT 50ug) % 1A AN EEFE
[F92 35N
SARS-CoV-2 U 7 F| @tk — b :
. > DERRIE O 720 20 80 71 AF Y (10 pg. 30 pg. 60 pug, 100 pg) XIix| 22k
FINIIOVERER | L/ g oy L s s okitioo | WEHEAIRE |75 €K% 4 R RS C a2t 2 o 75 B3 Py B A PK
P [Z35 3PN b= Nl N
- 62 13
SARS-CoV-2 U 7 F[/)X— k1 :
v OB D 720 20 6 AH (30pg. 60 pg) % 4 BRI T2 \F5| 24
EN 6B | I o ) 65 mokio| 5= k2 |WAEER PK
(2235 PN 74

a) 146 B E O 116 RBR X HMn Rz sHATH D

B, 2EEEE LTI EINT J101 &I, 146 iBR LK OV 116 ARER TH W B L= 1R BREE X
DL IENENRFIOERTH LT~ ORBOMIE O DHIZTEWKT 5,

71 EANSEI/0/MHERR (CTD 5.3.5.1-2 : 146 3B, EMHIK S—F1:202281 4~%
W (F—2 Ay b4 70 20FR A MAE) . S—F2:2022F5 A~ElF (FT—F by
F4+Z7H :20%0A08))

7.1.1 N—F1

PIEGEE LTCaIFT T s XFARAL 7 RNy 7 A% 2 RIS TH 6 1AL LR L~
SARS-CoV-2 &Y FE D 72 18 5k LA LR (/S— b 1 o BAEEEBRE S HEWHE ~— b 48
Bl CRAIEE 36 B, 77 BARRE 12 ) | WATH® N— © 480 #] (CARAIEE 360 #i], xFHEERE 120
Bl) ) AR, AFEZBMERE L L EORFOR 2N, AEMEKR ONRERMED R %2 B
ELTEEAREME ERE 77 B RS REE (R C— ) ROEELGENE R ©
FEH S W ATRE R LR (AT i S — 1) 2NEA 18 Mgk THEME S v/,

A - HER, HEWH S— T, AAF 10 pg. 30 pg, 60 pg XX 7748 (ABEEHERK)
o WPATHESN— FCiE. KA 10 pg, 30pg, 60 pg IEXRE (277 ¢ T AL 7 3y
g RA) D EHANERET LS,

NR—=h1IZBWVWT, FEEEICHWONEZY 7 F o ENchBlaI b7 ak— kR
WEIANAL 78y 7 Zak—h, SHIC, ENENO 2R — FNIZREFERAN (18 L | 65 Ak
) A — N ROEESRE (65l E) adh—FRRIToNTZ, HEBHE S— MNISaF—

O WBRE | IRBREALEAL, BBROMEM, BRI, B, T4 — RREEE L OPURMAE E ET S E N E

WE L Sn,

DA REEE, A I FT 4 ok I S F T 1 BIER A S R s R ke h TR S SRy s R ST,
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(ENSa3i)

F12flE S, #EBREIL. S adh— MZBWTAH 10 pg. 30 ng XX 60 ug O HEREZ &2,
AREBEXNL T 7 BABEIC 3:1 OLTEELBIZH Y Mo, WATHEKR S— MIZKarm— b
120 f5il & S 4L, #EBRE X, 2R — MCBWTARA] 10 pg #. 30 pg #E. 60 pg HE X3 kk BESKRE
(B FTABEFANSNAS I RNy 7 ZFE) 12 1:1:1: 1 ORTEELIZE TR,

ARG S — N Tl BIEAM I 48 Bl RGN IBBRIEN R S v, 25 23 % 2P MR AT X 5
LHIKLNFAS & Shve, WATHE S— FTlE, BIEXRMINT 4376 (FEI=2IFT ¢ 38—
FORERERRAN AR — N ROBEFEEEE 28— 4 120 i, FIEIANA 78y 7 2 ak— hOfk
FEECN AR — b 120 6l L OVERE Ein & = A5 — B 77 5 (ORA] 10 pg BE K O 30 pg . M TN AR
AT Ny 7 ARES 19 B KA 60 png #E 20 B1) ) EGNTIEBRFE S ETE S v, 2008 2 Mg
ctRERSY HOFAS & Sz, B, WTFRLO— MIBWTH A2 (rEFEME) 0X-5
FRHT R GEEFIE FAS & S, S MR AT 12 38 W\ T g R 7 — & O JIlE R 2 ¢ SARS-CoV-
QIBPENEETE LT —4Y OREMITICHNDZ L LSz,

FAS 2B T 24D 2 Bl H /GBI £ COMBO P g (FEFH) 1T, HEHEHE
N— N OEEERR A 2 78— N TIEARAFIRE 6.456 7 A (6.08~8.94 B A) . 77 &ALt 6.456 H A
(5.85~14.26 7 A) | fEFESEH 28— b TIIARAIRE 7.047 B H (631~7.62 W H) . 77k
REE7.129 1 H (6.34~789 W H) TH Y | WATHE X — b OEEER A 2278 — b TIEIARAIRE 6.686
T H (6.05~1492 H H) . a3+ T 486719 W H (6.05~1472 W A) | AL 7 Xy 7 ARt
6.604 71 H (6.11~11.79 7 A) | fEFE @l g 2 A — N TIEARFIRE 7.294 7 A (6.24~11.89 7 A) |
aIFT ARET.146 WA (6.31~14.88 W H) | ANRXA T Ny 7 AR 7294 7 H (6.60~11.86 7
A) ThoiT,

BVED EEFAGNE B Cd HIRBREHRE 28 A% O M HT SARS-CoV-2 (EJEHE) HFnt i Afh
® GMFR'"Y # &G RERMEORREIZN TR 4 KPR ISOLEBY Tholo, 2B, HEW
BRX— FOEHMITLEMEOHRO O, WATHE X— FOREROHZZRT,

O GBI ANA 7Ny 7 A ak— FNO@ERA IR — FOKRA 30 ug HED 1 FlIT, AL 7 8y 7 ZAREEFEH SN0,
RN S BEF CIEEBRICE G SN ARSL I Ny 7 AR LTHRAESNT,

O GERNET — 2 ORER A TORVP@EZFIFICH-THAL SN, ORERET — % OREM S E TO SARS-CoV-2
PiABRAENZETH D, @QERMET — % ORIERF L E TIZ, COVID-19 Z3E L TR,

10 95 B SR B2 R AT O o R PR AT (2 k3 D R o R Fn BRI O b
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(EnSraySia)
# 14 RERAICEIT S SARS-CoV-2 TFIHAMD GMT, GMFR R OHLIERER (FAS) (¥ THE/ —})

A2 X7 4 2k — b A AL 7Ry 7 A akR— |k
AA A Al A aI ;T B AHA A A Al A NS T Ny
10 pg B 30 pg Bf 60 ng Bt N=30 10 pg Bf 30 pg B 60 pg Bf 7 AR
N=30 N=130 N=30 N=130 N=30 N=30 N=30
R—= 2T A v
n 30 30 30 30 30 30 30 30
GMT 24.953 28.006 23.286 28.655 43.938 46.017 31.060 38.699
i ] [17.695, [19.621, [16.541, [17.642, [32.935, [36.120, [22.834, [23.776,
95%CI] ¥ 35.190] 39.975] 32.781] 46.543] 58.617] 58.625] 42.250] 62.988]
TRERIEHETE 28 A %
n 29 30 27 29 29 27 30 29
GMT 858.711 798.388 922.935 922.546 668.116 1049.343 836.092 592.848
[ i 1] [504.963, [527.058, [628.184, [711.056, [489.935, [799.091, [582.880, [460.224,
95%CI] » | 1460.273] 1209.399] 1355.988] 1196.939] 911.097] 1377.968] 1199.302] 763.690]
GMFR 34.784 28.508 41.877 37.832 15.438 23.819 26.918 16.984
[ 7 1l [22.228, [19.545, [29.063, [26.566, [10.095, [18.319, [20.024, [11.639,
95%CI] 54.434] 41.580] 60.340] 53.876] 23.607] 30.969] 36.186] 24.784]
PRG3R Y
n 29 30 27 29 29 27 30 29
L1 s 25 131 5 28 30 26 29 27 27 30 28
L S50
ﬁw([;:f%L 96.6 100 96.3 100 93.1 100 100 96.6
il [82.2, [88.4, [81.0, [88.1, [77.2, [87.2, [88.4, [82.2,
i 99.9] 100.0] 99.9] 100.0] 99.2] 100.0] 100.0] 99.9]
95%CI] ©

N=fEAT RTS8, n= 0% I M o RA s 42 1) 5

a) WA 95% CI BT A 3 IE T A 065 238 D e BB HAE I STt /A A ARE LB

b) IRBRAEEEREAT O PRI HURAMNIS S LT, BERE R O P RHURAN AN 4 5 2L ISR o TR E o EIS
c) Tifl] 95%CI IZ Clopper-Pearson % (2 J& 5 & i i

F15 REBEBEICBIT S SARS-CoV-2 1 fHikffid GMT., GMFR E OHEGRER (FAS) (WATHBR/C— 1)

ME = 2T 7 ¢ ak— b WA RA Ny 7 A3 FR— |
AF AH AF VAR AFA AF A FA A
10 ng #% 30 ug Bf 60 ng #f N=30 10 pg ## 30 ug B 60 ug #f 7 AR
N=30 N=30 N=30 N=19 N=19 N=20 N=19
N—AF A
n 30 30 30 30 19 19 20 19
GMT 14.844 22.227 16.094 17.049 30.552 26.876 28.660 27.877
[ i 5] [11.773, [16.169, [12.655, [13.645, [22.293, [19.704, [19.301, [18.781,
95%CI] 18.716] 30.554] 20.466] 21.302] 41.872] 36.657] 42.558] 41.380]
TR EEE 28 H %
n 29 30 29 29 19 18 20 19
GMT 303.601 719.412 789.773 621.874 575.968 832.856 1296.868 814.476
[ i 1 [196.608, [445.157, [569.710, [457.955, [376.567, [517.947, [781.768, [499.247,
95%CI] ¥ 468.820] 1162.632] 1094.841] 844.466] 880.958] 1339.227] 2151.362] 1328.745]
GMFR 21.048 32.366 48.009 36.047 18.852 32.633 45.250 29.216
[ i 1l [13.606, [21.011, [37.795, [28.831, [13.294, [20.608, [31.426, [20.043,
95%CI] ¥ 32.560] 49.860] 60.983 ] 45.068] 26.732] 51.676] 65.154] 42.589]
Pk Y
n 29 30 29 29 19 18 20 19
L1 s 25 131 28 29 29 29 18 18 20 19
hﬁg({;:)é‘{# 96.6 96.7 100 100 94.7 100 100 100
[ i {8 [82.2, [82.8, [88.1, [88.1, [74.0, [81.5, [83.2, [82.4,
99.9] 99.9] 100.0] 100.0] 99.9] 100.0] 100.0] 100.0]
95%CI] ©’

N=fEAT RE QA1 8. n= 50 3% [ M o> FFA e 42 1) 5

a) WA 95%CT 1 F BT AR Ailfi 313 T A Al 55 00 £ 2R 00 S BB HRAE LS D> Tt oA & RGE LS

b)  IRBRCEEERE AT O BRI LT BERE R o P BTN 25 4 5 2L BT o TR E 0 EIS
c) il 95%CI I% Clopper-Pearson (2 &5 & i i

ZRMEIZOWT, BEMHEU TR Lani, AFEFROREEIITHY 7 F L 0k
R BRI 2 mEREn R EIZES 9 2 FDA S A % > A (Guidance for Industry Toxicity Grading
Scale for Healthy Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials, 2007
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(fE IERBRSR)
FIH) 2B BICRESNTEEICES T sz,
® FREAEFESR IRBIEEML 7 B
> EHEMAEFESR AR EIR, SR, BE. BUR. £ 9K
> et aAEFRS B Bk, B, B2 (&M /T . HRE)
FRiEsh A E R IR BREE £ 28 AR Y
HERAHFESR  MEIRG) D IRBREEER% 52 HHY

O HEEH =k

MEEHE A= BV T EMNBVOREAEFZOBBE ST REIANIT—FD 55,
PIE 2 57 ¢ 3k — b T, AA 10 pg BE, 30 ug LV 60 ug BETH 100% (3/3641) . 77k
REET 0% (0/36]) THY, HEIANA TNy 7 Aar— kT, KA 10 pg O 60 pg #ET
% 100% (3/3 %) . ARAI30ug BET 66.7% (2/341) . 77 BAREET 0% (0/34]) THolz, fi
EmEar— b0 56, fPiElaI T 0 am— kTix, £F 10 ug BT 0% (0/3 #l) . KAl
30 pg KT8 60 pg BETH 100% (3/341) . 7T BREET 0% (0/36F]) THO ., HEIZASNAL 78y
7 Aak— bk TiE, A 10pug, 30 ug LT 60 pg BETH 100% (3/3%1) . 77 8RBT 0% (0/3
#l) ThH o=,

LHMEOREAEEZORAEEG T, BERAZF— 055, HIE=2IFT a2k —+T
L. AA 10 pg. 30 g TN 60 ug BETH 33.3% (173 41) . 7T EHRBET 0% (034]) THY,
WA ASA 7Ny 7 A adk— h T, KA 10 pg BET 66.7% (2/3 #i) . AF| 30 pg KT 60 g
BETH 333% (17361) . 77 BAREET0% (034]) ThHhote, HEEHEIHR—FDI L, ¥
27 0 2h— hTIiE, KA 10pg, 30pg XX 60 ug FEIF N7 7 EREEVT LD 0% (0/3
B) THO, HEIRNSRAL TNy 7 ZAak— kT, KA 10 pg BEL O 30 pg BETH 33.3% (1/3
Bi) . AH 60 ug BET 66.7% (2/3#1) . 7T EARFET 0% (0/34]) ThH-oT,

BENAAERRORERREAFIT., BERAIF—FD>b, YEI=aIFT 4 28— T, K
F 10 pg BT 33.3% (1/3 1) . AHI 30 pug N 60 pg BETH 0% (0/3 1) . 77 B REET 66.7%

2386 THY , YIEIANRAL 7Ny 7 Aak— bk TiE, KA 10 pg KO 60 pg B TH 33.3% (1/3
B) . KE 30ug BT 66.7% QB3 H]) . FTEREET 0% (034]) ThHhotz, 2D 5 b, HHE
22FF 4 ak— bOTTEREE333% (173 61) ROYEASA 2 Ny 7 Zak— k02
ERIEHE L OR RPN EETERVWAEFEFERL (BIKR) &3, @ESREaFR— MO
2B, WEla ST 0 ak— b T, AH 10 ug X 60 pg BETH 0% (0/3 #1]) . KA 30 pg Bf
KOT T vAREETHE 33.3% (1341) THYH ., FIEANAL 73y 7 Zak— kT, AH 10 pg
J Y 60 ng B TH 33.3% (1/3 i) . AH 30 ug # T 66.7% (2/3 f5l) . 77 B HREET 0% (0/3 #l)
Thole, ZTOHH, HIEIANAL 7Ny 7 ZAak— hOEFINEIIGE ST,

MBI AN — MCBWTHERAEFRRIIB DO LN 5T,

BRI, RBREEER 2D 7T HMIIREAEFRORBA LR ORBRREZ . 28 HIEHFEAFTEFLARD LN
LA I RBERN EE T HECR & L, IWREEEMSUIHRREEMNT, ET HEOED, HRE~OMBZEICT
FHANAEZRER L. AEFRZMRE - G L7,

DR BT SRR HEMIL, B ARE ORBUIEEEL 28 HM O L) RUHBRE ~OMBEICTCHERERAFEFS
RS - AP L 72,
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@ AT b
WAT B S — M CB T DB 7 HIICRD DN EAEFEEH 16 KOE 1710

(fE IERBRSR)

N I
£16 BEERALBIIBEAEESR (REMBITNREH)
a2 X575 0 ak—k HEAINA Z Ny 7 A ak— k
MedDRA A H A A AH a3 AH A A AH AL
PT 10 pg A 30 pg B 60 pg Bt 7 1 B 10 pg Bt 30 pg Bf 60 pg BE | Ny 7 A
N =30 N =30 N =30 N =30 N =30 N =29 N =30 N =31
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
e S A 25 24 29 28 22 27 29 29
AEHEL (83.3) (80.0) (96.7) (93.3) (73.3) (93.1) (96.7) (93.5)
HLBE 0 1 3 2 0 1 4 7
(3.3) (10.0) (6.7) (3.4) (13.3) (22.6)
e i 1 1 2 2 1 6 6 6
(3.3) (3.3) (6.7) (6.7) (3.3) (20.7) (20.0) (19.4)
T s 2 1 2 5 2 6 3 5
(6.7) (3.3) (6.7) (16.7) (6.7) (20.7) (10.0) (16.1)
VIR 23 24 29 28 21 26 28 28
(76.7) (80.0) (96.7) (93.3) (70.0) (89.7) (93.3) (90.3)
ER 4 5 7 8 5 12 14 13
(13.3) (16.7) (23.3) (26.7) (16.7) (41.4) (46.7) (41.9)
9 FE K 0 4 5 2 4 2 10 11
(13.3) (16.7) (6.7) (13.3) (6.9) (33.3) (35.5)
4 G PR AT 7 13 20 23 14 13 23 24
EE G (23.3) (43.3) (66.7) (76.7) (46.7) (44.8) (76.7) (77.4)
55 2 3 15 11 2 5 9 11
(6.7) (10.0) (50.0) (36.7) (6.7) (17.2) (30.0) (35.5)
e 12 i 4 9 17 18 9 8 16 17
(13.3) (30.0) (56.7) (60.0) (30.0) (27.6) (53.3) (54.8)
SR 5 6 14 9 9 7 13 14
(16.7) (20.0) (46.7) (30.0) (30.0) (24.1) (43.3) (45.2)
W95 0 0 0 0 0 0 0 1
(3.2)
SR 1 2 5 13 4 3 4 9
(3.3) (6.7) (16.7) (43.3) (13.3) (10.3) (13.3) (29.0)

N=FRAT e G 511 %

PR N = A8 — R

60 ug %ié&:

3 fil,

B HEEDOREASTFRITENINAFTFRLAA 30 ug # IS
2B B, EIMEAEFERRBAHF 60 ng B
(R, R HHA 1B KORANAL T3y 7 ZFEC 1 H (BRI

AL TN 7 AFET

n= & BLH . MedDRA/J Ver.24.1
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(fE IERBRSR)

£17 EFEERECRBII2BREAEER (RIS R4ER)
ME=a I )T 4 am—Fh WA A A 7 Ny 7 A 2R — |
MedDRA A H AH AH 23 AH A Al AH ARNA
PT 10 ug 5 |30 ug B |60 ug B | 7 ¢ BE 10pg B |30 ug £ |60 ug B | /N v 7 AR
N =30 N =30 N =30 N =30 N =19 N =19 N =20 N =19
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
A A ERSR 14 22 26 26 14 15 20 17
(46.7) (73.3) (86.7) (86.7) (73.7) (78.9) (100) (89.5)
I BE 0 1 2 2 1 0 3 5
(3.3) (6.7) (6.7) (5.3) (15.0) (26.3)
JIEE i 1 1 0 2 1 0 5 6
(3.3) (3.3) (6.7) (5.3) (25.0) (31.6)
1 1 1 2 3 1 1 3 4
(3.3) (3.3) (6.7) (10.0) (5.3) (5.3) (15.0) (21.1)
YL IR 13 20 24 24 13 15 19 15
(43.3) (66.7) (80.0) (80.0) (68.4) (78.9) (95.0) (78.9)
E29 2 3 8 8 3 4 8 6
(6.7) (10.0) (26.7) (26.7) (15.8) (21.1) (40.0) (31.6)
9 PR 2 2 3 3 0 1 3 3
(6.7) (6.7) (10.0) (10.0) (5.3) (15.0) (15.8)
LY P E RS 5 7 11 9 2 4 12 8
(16.7) (23.3) (36.7) (30.0) (10.5) (21.1) (60.0) (42.1)
5 N 1 0 5 3 0 0 3 4
(3.3) (16.7) (10.0) (15.0) (21.1)
1 2 % 0 5 6 4 1 2 9 6
(16.7) (20.0) (13.3) (5.3) (10.5) (45.0) (31.6)
IR 5 1 6 1 0 1 3 4
(16.7) (3.3) (20.0) (3.3) (5.3) (15.0) (21.1)
W95 0 0 0 0 0 1 0 0
(5.3)
175 PN 9 0 3 1 4 1 3 4 3
(10.0) (3.3) (13.3) (5.3) (15.8) (20.0) (15.8)

N=fg Hr %f LB % . n=F& B %, MedDRA/J Ver.24.1

MEEmmmE 2R — NSRBI 2 BEOREAFFRIL, EHEMATERNAA 60 ng HEIC 2
#l, EHMEAEFEZTEIRDOOARN T,

WATHE S — MBI 20T ORET 2 FHILL EICRE LR ENE EFL L ORI SL % 3R
18 KOV 19 12”7,

24
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#18 BERACBIIBREAEEELZRCRIRG (BT RER)

(fE IERBRSR)

WEl=2 )7 4 ak—Fh

WIBIANAL 7Ny 7 Zak— |

MedDRA A H AH AFH a3 A Al A Al AH ALY
PT 10 ug % 30 ug Af 60 ng Bf 7 1 B 10 pg & 30 pg Bf 60 ug e | Nw 7 R
N =30 N =30 N =30 N =30 N =30 N =29 N =30 N =31
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
HERS 5 5 7 8 8 8 8 7
(16.7) (16.7) (23.3) (26.7) (26.7) (27.6) (26.7) (22.6)
T 55 A7 0 2 1 2 3 5 6 3
K BE (6.7) (3.3) (6.7) (10.0) (17.2) (20.0) (9.7)
S AL 1 1 3 3 0 3 3 2
i (3.3) (3.3) (10.0) (10.0) (10.3) (10.0) (6.5)
S AL 0 0 0 0 1 3 3 0
Tl A5 (3.3) (10.3) (10.0)
W 7 1 0 0 4 0 0 0 0
(3.3) (13.3)
TE 558 AL 0 2 0 0 0 1 1 0
9 FE RS (6.7) (3.4) (3.3)
Y ] 0 0 1 0 1 0 1 2
JiEt (3.3) (3.3) (3.3) (6.5)
A B P A 0 0 0 0 0 2 0 0
DS (6.9)
B #41 9g 0 0 2 0 0 0 0 0
(6.7)
Bl S b 4 4 7 8 4 5 8 6
(13.3) (13.3) (23.3) (26.7) (13.3) (17.2) (26.7) (19.4)
TE 58 L 0 2 1 2 3 5 6 3
HLBE (6.7) (3.3) (6.7) (10.0) (17.2) (20.0) (9.7)
S AL 1 1 3 3 0 3 3 2
JiE I (3.3) (3.3) (10.0) (10.0) (10.3) (10.0) (6.5)
T 58 L 0 0 0 0 1 3 3 0
i (3.3) (10.3) (10.0)
W 7 1 0 0 4 0 0 0 0
(3.3) (13.3)
T 58 L 0 2 0 0 0 1 1 0
Z 5 P (6.7) (3.4) (3.3)
U R 0 0 1 0 1 0 1 2
JiE (3.3) (3.3) (3.3) (6.5)
E3NEIRE 0 0 2 0 0 0 0 0
(6.7)
N=fig {1 %F G ¥, n=3 Bl %, MedDRA/J Ver.24.1
25
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£19 BEEEHECBIIBRENAETELRVBIRKG (R Bd5EH)

(fE IERBRSR)

a2 25T 4 ak— K PIE] A RAL Ny 7 A aRk— b
AH A A AFH a3 A Al AH AH ARNA
MedDRA 10 pg #% 30 ng #f 60 ng #f 7 4 BE 10 pg #f 30 ug #f 60 ng it | v 7 AR
PT N =30 N =30 N =30 N =30 N =19 N =19 N =20 N =19
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
HERER 6 3 5 7 5 4 6 7
(20.0) (10.0) (16.7) (23.3) (26.3) (21.1) (30.0) (36.8)
S AL 2 1 2 1 1 1 2 3
$TBE (6.7) (3.3) (6.7) (3.3) (5.3) (5.3) (10.0) (15.8)
T 55 A 1 0 1 0 2 1 2 4
T S (3.3) (3.3) (10.5) (5.3) (10.0) (21.1)
S AL 0 0 2 0 1 1 1 1
i I (6.7) (5.3) (5.3) (5.0) (5.3)
Bl S s 4 1 5 3 4 1 6 6
(13.3) (3.3) (16.7) (10.0) (21.1) (5.3) (30.0) (31.6)
T 55 A 2 1 2 1 1 1 2 3
BT (6.7) (3.3) (6.7) (3.3) (5.3) (5.3) (10.0) (15.8)
T G50 A7 1 0 1 0 2 1 2 4
i 4k 3.3) 3.3) (10.5) (5.3) (10.0) (21.1)
TE 5 L 0 0 2 0 1 1 1 1
JiFE I (6.7) (5.3) (5.3) (5.0) (5.3)
N=fift i I L 615, n=FBLF1 5. MedDRA/J Ver.24.1
WATH N — MZB W THEHERAEFRIIRD NN T,

7.1.2 —F 2

MEIGREE L TCaIFTT o NFANRNAL 7 Ny 7 2% 2 BIEMTETH 6 1AL LRl
SARS-CoV-2 YL JEE D 7oy 18 L LD fERERL AN (V35— & 2 & HARHERE 2 4,500 B CAFIHE
3,000 B, XFREFERE 1,500 #) ) ZxfRIC, KA ZBIHERE L7z & & ORF O 505 JF Mk OV 4
PEDORFHE B & U 7s MAEALFEME MY RIS RIEL ML E AN 18 Jisk TR =
niz,

M - AEIX. AR 60 pg IR (27T 4 T A A 78y 7 2) W 2 AN
THZEbEaInr,

NR—=h21ZBVWT, FIEGEEICHWOREZY 7 FroEMNICHEI2 277 4 adm— FEY
KIBIANA 78y 7 ZamR— FRRT b, HREIZ, Far— MW T, FimKy (18
kL b 65 kAT 65 mE LA k) ZRRIK & LT, ARA 60 ng BEIIREERE (2 I+ 7 4 BEX
XANAL 78y 7 ZAFE) 1221 O TEELIZENO T v, & 28— b ORERE BEkBH 46 0
5213 F1 (FEla I F7 4 ak—k: RABE 1426, 2IFT 0B 71 6, FIEIRA AL 78y
J AR — b RAIEE142 B, AL TNy 7 ZFET1B) & AL R LR & L CEA
THZEEaIn,

EALES T 4,518 #110 (FEl= 2 FF ¢ A — b 2,311 il (KRFIEE 1,540 5, =22 FF ¢

1 R RREALEAM ., RBROMERM., BRI HE ., M, T4 — BREEE L OYURMEEE ERT2E R E
BHF L Shi-,

WO, MIE 2T a2k TEaIFT o, YRIAASSL 7Ry 7 AaRk— kK TIEANAL 7 Ry T A LERT,
D ARKBOFBIE (2 25T 4 I ARAL 78y 7 R) 12T 5 GMFR &2 T2 1,10, i A 52 # L7~ GMFR OFE
W% 0.405 EIRE L, ELHME~Y—T 0 0.67, AEAKRERM 1.25%, BT 90%, B 5%D b &, T Eh oIS

BEED IO B L IR AR AL LTRES NIz, RB. BREDLEMOMEIC T Bonferroni M LA AWV STz,
1903 Gl BREI, 2 BIEEALSN 2 FEBREZ /MG SNZ8, WPFhb, 1 BEHICHS S ZERE RS TIXb
BB, 2EBICMH G ENEEREE S CIRRRENER SN QO PR T77 ¢ 2k — b ORAEE,

1B fIEl AR 27Xy 7 Ak — b DO KFIRE)
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(ENSa3i)
BE 771 B1) | FIEIASA 78y 7 22k — b 2207 Bl (RFIFE 1,473 B, A4 78y 7 AR
734 451) ) ® 5B, 4511 F (FEI= I FT 0 ak— b 2,307 B CRAIEE 1,538 61, =257 ¢ B
769 Bil) . FIEIASA 7Ny 7 A3k — b 2,204 Bl (CRFIEE 1,469 B, A4 7 8y 7 AR 735
B) ) ICIRBRENSERE S, IR AR S N7 4,511 B3 EVERRNT SR R OVE Btk
FEAT AT HE FAS & S 7z, BHRRIGBRFEMET B EN O OBRBLO & > 72 15 fil %2 kR4 LT 4,496

(a2 2 F 7 ¢ 2dR— b 2,297 Bl CKRAIRE 1,531 6], =257 ¢ & 766 ) | #IE A1 7
Ny 7 ZaiR— b 2,199 Fl (RHIEE 1,468 Bl . A/SA 73y 7 ZFE 731 611) ) 234 20 FEAT AT AE
PPS & &Mz, F7o. G E MR Al AE PPS 1X. 421 ] (WIE = 27 ¢ aadk— bk 209 #il (K
KIRE 140 5], 2 FF 4 BE69 ) . WIE A N4 7 Xy 7 Zadk— b 212 5l (CRHFIEE 142 4
INA T RNy T AFETOHR) ) & &,

L ARVERRAT R R RN I 2 WIEI S o 2 [B] B #2800 6B N £ < o kRO i (FEpHE)
B2 57 ¢ aR— FTEAFHERSI VA (53~199 W H) ., 2IF7 1 #89 W H (6.0
~19.7 B A) | FEIANSNAL I8y 7 Zak— N TIEAFR 93 A (6.2~16.1 B H) | A/A
Ny 7 ARE93 A (6.1~16.2 7 A) | SRR AT 68 PPS (2381 2 1Al 66 o 2 [B] H 42
b MEEE CoMBoORIME (FME) X, #Ea2IF7 1 3R — F TIEARFE 79 4 H
(6.0~184HA) . a3 FT 4880 M H (6.0~12.6 W) | WE AL I Xy 7 Aak— b
TIIAKIFESI WA (62~105HH) . AL T RNy 7 AFE86 WH (64~102 W H) Tho
7=

BNEICOWT, EEIE E X, GBI 28 H % O M H SARS-CoV-2 (FJFEEE) i

PUIRAE O GMFR & Sz, £72, BIREEMIE B & L T, {653 EME 28 H # @ i 1§ SARS-CoV-
2 (EJEER) FRPUAME O GMT kORISR N #E SNz,

TR BRFEETE 28 A #1236 1) 2 Sy e 0 F RN I B & OVEIREEEE B Of5 RIZFR 20 D L B
DT otz BIFEKRIZK T D RFHiAM > GMFR Ol 97.5%C1 & FERAEIX., Wik o % I
W (2 ITTAROANAL 7 Ry 7 A) IZXH L THIELEORAE L Sz 0.67 % EAY | F
AN E SN L EOR DR ENER S -,

DB AN 7Ny 7 ZAaR— LBl PIE 27T ¢ am— b2 ERARBAREE LTERA ST,
27
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(fE IERBRSR)

% 20 SARS-CoV-2 FRIPIAM D GMT, GMFR R OBIAKIGE R (S5 3/ T HE PPS)

WE 23T 7 4 ah—k

WA AL T Xy 7 A2k — |k

A HE a7 T 4B A F AINA TNy T ARE
N=140 N=69 N=142 N=70
R—=RAF A4
n 140 69 142 70
GMT 24.292 29.468 62.576 45.185

[l ] 95%CI1] @

[20.431, 28.882]

[21.614,40.175]

[50.873, 76.971]

[34.608, 58.995]

TR BRI 28 H %

n 137 66 136 69
GMT 1345.327 951.373 2078.015 1096.038
Lt ] 95%C1] [1153.683, 1568.806] [768.559, 1177.672] [1795.209, 2405.372] [878.747, 1367.058 ]
GMFR 58.690 38.044 36.074 25.402
Ll 95%C1] [49.643, 69.386] [29.704, 48.726] [29.292, 44.426] [19.163,33.671]
i GMFR 57.700 39.410 38.864 21.932

[ 95%CI]

[50.330, 66.149]

[32.365,47.989]

[33.687, 44.837]

[17.935,26.819]

H# GMFR Lt
[ fil 97.5%C1]

1.464

[1.112,1.927]

1.772
[1.335,2.353]

R

n 137 66 136 69
PR I 25 1 B 133 65 129 64
PUBRIGEE (%) 97.1 98.5 94.9 92.8
[ 95%C1] @ [92.7,99.2] [91.8,100.0] [89.7,97.9] [83.9,97.6]
PURISE R D% -1.4 2.1
[l 95%CI] © [-5.9,5.4] [-4.4,11.1]

N=fRAT 6k 52 1 % |

n= 3% JFUME O B R 5 ) %

a) W 95%CT (3 HT A ST A0 A A 185 00 65 =8 0 Sef BOZE SR LS oW Tt Al A RE L B
b) WA B U PRI 2 A R . B2 B R W R LI PRI R O X — X T A i e R

HET 2P WMAITET VICESE GMFR O CRARE /G REE) &5, KEHEEIC W T,

LHYEFEAN T 5 Z & & & & L Bonferroni A 1IE 12 X 2 Wil 97.5%CI % %,
c)  IRBRIEBEFAEATO R RBURMIC KT LT, #REEZ O FMPLIEMS 4 52 il o 2 BRE 0BG
d) M 95%CI 1% Clopper-Pearson 7512 13 & 5
e) Al 95%CI (X4 TH AL L 728 Bl Newcombe-Wilson score 3512 35 & &

wEMIZOWT, BIEHHLAOCAEFROEELIL, N— ML EFE—O

TR 7 HRICRBO O N TR ERAEFFRE L 21 ITRT,

28
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(fE IERBRSR)

£21 BEAEER (REMEVTNEEF)
#m\la )7 4 ak—F WE AR 7Ry 7 A ak—k
AR F BE ENVAaAES - A ) B AN TNy g ARE
II}’I]?dDRA N =1,538 N =769 N =1,469 N =735
£ T £ o 2T o 2T g
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
EE LA EE S 1,440 43 727 14 1,411 56 700 39
(93.6) (2.8) (94.5) (1.8) (96.1) (3.8) (95.2) (5.3)
HIBE 152 15 74 1 194 20 140 13
(9.9) (1.0) (9.6) (0.1) (13.2) (1.4) (19.0) (1.8)
i 222 13 118 2 248 16 176 11
(14.4) (0.8) (15.3) (0.3) (16.9) (1.1) (23.9) (1.5)
i 150 6 82 0 156 6 117 4
(9.8) (0.4) (10.7) (10.6) (0.4) (15.9) (0.5)
Y I 1,420 9 709 6 1,380 10 688 13
(92.3) (0.6) (92.2) (0.8) (93.9) (0.7) (93.6) (1.8)
U 609 15 345 7 757 21 425 13
(39.6) (1.0) (44.9) (0.9) (51.5) (1.4) (57.8) (1.8)
Z 9 FE K 258 0 128 0 277 2 152 0
(16.8) (16.6) (18.9) (0.1) (20.7)
M EES 1,051 68 538 33 1,156 82 599 53
(68.3) (4.4) (70.0) (4.3) (78.7) (5.6) (81.5) (7.2)
3 BN 521 42 276 17 626 44 349 30
(33.9) (2.7) (35.9) (2.2) (42.6) (3.0) (47.5) (4.1)
15 5 R 851 30 447 17 984 38 498 29
(55.3) (2.0) (58.1) (2.2) (67.0) (2.6) (67.8) (3.9)
BRI 591 8 319 6 677 10 358 13
(38.4) (0.5) (41.5) (0.8) (46.1) (0.7) (48.7) (1.8)
W95 25 0 8 1 22 0 17 0
(1.6) (1.0) (0.1) (1.5) (2.3)
5 P I 316 6 180 7 342 10 191 9
(20.5) (0.4) (23.4) (0.9) (23.3) (0.7) (26.0) (1.2)
N=fg B 5 S 1%, n= 78B4 . MedDRA/J Ver.25.0
WD RET 2% BB L RENE EFR KOG ZE R 22 12RT,
£22 BENEEERRVBIXE (REBMTXRER)
WE =2 F 7 4 aFm— b WIE| AL 7Ny 7 Aak— k
AHEER Bl S GEEES fall 5
MedDRA A FBE A A FBE A A FBE A A EE A A
T N =1,538 7 T N =1,538 7 4 B N=1,469 | v 7 ZFt | N=1,469 7 ARt
N =769 N =769 N =735 N =735
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
HERESR I OG 523 (34.0) |279 (36.3) [396 (25.7) P20 (28.6) | 563 (38.3) |267 (36.3) [449 (30.6) |201 (27.3)
T 5 5 AT AL BIE 132 (8.6) 78 (10.1) 128 (8.3) | 78(10.1) |209 (14.2) 65 (8.8) 207 (14.1) 65 (8.8)
T 5T 5B AT N IR 103 (6.7) 52 (6.8) 103 (6.7) |52 (6.8) 142 (9.7) 61 (8.3) 141 (9.6) 61 (8.3)
5 AT A RS 91 (5.9) 54 (7.0) 91 (5.9) 54 (7.0) 101 (6.9) 63 (8.6) 100 (6.8) 63 (8.6)
5 N 59 (3.8) 27 (3.5) 53 (3.4) 26 (3.4) 46 (3.1) 16 (2.2) 35 (2.4) 13 (1.8)
COVID-19 25 (1.6) 14 (1.8) 0 0 29 (2.0) 12 (1.6) 0 0
BN R AL Z O PR 19 (1.2) 2 (0.3) 17 (1.1) 2 (0.3) 31 (2.1) 2 (0.3) 29 (2.0) 2 (0.3)
U2 S E 21 (1.4) 18 (2.3) 21 (1.4) 18 (2.3) 25 (1.7) 10 (1.4) 25 (1.7) 10 (1.4)
W 5 26 (1.7) 19 (2.5) 24 (1.6) 19 (2.5) 19 (1.3) 11 (1.5) 19 (1.3) 10 (1.4)

N=FEHT xt B4, n=FBLHI4. MedDRA/J Ver.25.0

EHERAEFRITARHFBE2/3,007 B 3 {4 (I4AH2E K NP S 58 fa fil 24/ 7= S 08 /i Bl 45 1 1) |
32T 0 B 2/769 BT 2 1 (A BIRG B OFRERE SR 4 1 1) R OVA S A 7 3y 7 ZRE 1/735

Bl 1 (HgE5)

7.2

FA7H 200 ERERAP)
SARS-CoV-2 U 7 F  #Ff B Jz T8 SARS-CoV-2 YR D 720> 20 7% LL b 65 7% A< i O fat FE Al A\
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(& IEBCBRASR)

(BB EL : ~— b 1661, /X—F2;7406]) ZxtRIT, KAIOL M, DEMEKRORE
JRMEDO T A B E Lo EMRIER A &IERR (S— b 1) ROEEAL_EER'S W17
FER LR (N — b 2) EWN 2 fiigk THEbL S iz,

M- HEE, WTIho/i— R MZB W ThH, AHAI30 pg X% 60 pg % 28 HEIR T2 EIFHAN
wHETsZ LT,

WERE I, WThO/A— MZBWTH AR 30 ug XL 60 pg BEIZ 1 : 1 OHTED 1T 5z

(/X— b 2 1T HEAEAALEIM) o BER SRz 801 (VS— K 10 661 (RHAI 30 ng B 3 B, $ﬁ6o
ng BE3 B . RHOUS— 1 2D 74 5 (KK 30 pg & 37 B, KA 60pg BE37TH) ) Db,
k2 OARHK] 60 pg #E 1 F1' 2 Fr< 79 BHIIRBRIE D 2 [RIEEFE S du, 80 5l &6 73 22 4= M MR AT Xf 52
L H K O IR AR AT S R & STz,

LEMEICONT, BRI To LY L ahiz, AFFLOEIEEIT, 146 #ER & FERIC
FDA % A % > A (Guidance for Industry Toxicity Grading Scale for Healthy Adult and Adolescent
Volunteers Enrolled in Preventive Vaccine Clinical Trials, 2007 /£ 9 H) #ZE&IZ%E Sz L
Lo S T,
® FEAEFFR:1EHKO2EHOIRBEREER 7 HRK WY

> EHEAERESR GEAR. MR, A, KW, AUk, £ O FEIK)
> EFMAEFRES (B BRRK. BUF. B2 (25BN . #HRE)
o REANAEESR 1 H A IRBRESEMN S 2 [\ HinBREEHEME% 28 A M 1V
HELAERESR  MERGE, G 2 B BRI 12 7 H % SOIHEWHURB B R A O &4
FEAR D WT IV E T

BB ML 7 ISR DN TR EAEFERE 2K 231277,

ST HEFEALE . ML M E, RREEEE . RREETHE . FERBRETEME L CEREE N EILE S
HYF LN O T XTOREGRHE (BB, 105 ST K A% Ok PLA o FEfi B i sk O Y % | 1GREEE) DERHE &
iz,

D X— R 2OKA 60 pg BELHITIREIAORBREEBZICRAEMEIL, 200 OBRBRELEREFHRRE T IE L,

30
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(fE IERBRSR)

#23 BRELFFAEERTAMCBIIREAEES (BB R4EH)
| EIRE| 2 [\l H
AFHN 30 pg e AFH 60 ng Kt AFH 30 ng HE AH 60 ng e

lli’lTedDRA N:4:)lg N:43g N:4(L)lg N:4Of,ﬁg
n (%) n (%) n (%) n (%)

TSN A EREE 34 (85.0) 36 (90.0) 34 (85.0) 32 (80.0)
KL HE 0 (0.0) 1 (2.5) 2 (5.0) 6 (15.0)
i B 1 (2.5) 1 (2.5) 0 (0.0) 3 (7.5)
Tl s 1 (2.5) 3 (7.5) 0 (0.0) 1 (2.5)
iz 3 34 (85.0) 36 (90.0) 34 (85.0) 32 (80.0)
ER 5 (12.5) 7 (17.5) 5 (12.5) 7 (17.5)
% 5 FE 1 (2.5) 2 (5.0) 3 (7.5) 6 (15.0)
EHMEREEFL 22 (55.0) 23 (57.5) 18 (45.0) 30 (75.0)
I8 £ 0 (0.0) 4 (10.0) 3 (7.5) 8 (20.0)
5 2 % 6 (15.0) 10 (25.0) 9 (22.5) 17 (42.5)
SR 3 (7.5) 7 (17.5) 4 (10.0) 16 (40.0)
b 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
HARRE] 18 (45.0) 19 (47.5) 13 (32.5) 19 (47.5)

N X B B
a) % SxPERAT A G T b 5 7 1)

ZE L

n=JEH % . MedDRA/J Ver.24.1
1 ETH BRI

Al Bl L

2 [ H ORI 2 51T T g 1

WP OFET 2 HILL EICRI LR ESNAFFR L ORI Z K 24 1277,

#24 1EHERREEENOCERE LEEBEZ 2 ERCBI AR ENFEERRVBIKGE (Rt RER)
HEHFR Il i
AFHI 30 pg AHAl 60 png AHAI 30 pg KAl 60 ng
g/ITedDRA N =40 N =40 N =40 N =40
n (%) n (%) n (%) n (%)

RiE 5 5 (12.5) 9 (22.5) 5 (12.5) 9 (22.5)

T S8 08 L B 4 (10.0) 8 (20.0) 4 (10.0) 8 (20.0)
TS ERAL 2 O FEIR 2 (5.0) 7 (17.5) 2 (5.0) 7 (17.5)

T SR A B IR 0 7 (17.5) 0 7 (17.5)

T SeF 508 A 5 1 (2.5) 5 (12.5) 1 (2.5) 5 (12.5)
COVID-19 2 (5.0) 1 (2.5) 0 0

5 AL T 1 (2.5) 2 (5.0) 1 (2.5) 2 (5.0)

T 56 50 7 B0 1 (2.5) 2 (5.0) 1 (2.5) 2 (5.0)
G 0 2 (5.0) 0 2 (5.0)
N=fig 1 xf G %, n=3 B H. MedDRA/J Ver.24.1

HERAEFEZIIVTNROBHICBWLWTHLE D N2 T2,
TR BBEIZBIT2EEOHK
TRl BERT—F Ry —VRUOBEDFTEIZONT

H &5 BEIRT — 2 Xy =22 o0 T, LFOXIICHBHLTWD,

M6ﬁ%%%%ﬁSMWCWQU7?Vﬁ$%T%%méﬂ/@@ﬂ%L AT Z LD,

&UZHK BiF5 18 EJ?‘U\J:@UJIE%E{PET# Ix 70%7&#&1@‘0 D20 A E 7‘5$
MTOPEIEEIZHRLIABIIRNE LT L2 E L2, VIRGEITHRDIARELY M;%ﬁ*a LT
BN IR DAL ERT S L & L,

BEZKGE O SARS-CoV-2 U 7 F U HEFEIZ X % i 14t SARS-CoV-2 HufiAfi 25 COVID-19 FJiE

 https://info.vrs.digital.go.jp/dashboard/ (Fc#&HERE B : 2023 4 6 A 9 H)
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(ENSa3i)
TR R L FBEMEE R T 2 E R RAICH LN E o TE 722 & (Vaccine 2021; 39: 4423-8, Nat
Med 2021; 27: 1205-11) Z#kE 2. [HR=anF v AR (SARS-CoV-2) U7 F v OFAMIZE
THE 2 (fiE3) wEFREICESSHMan T vA VAT 7 F O MOBE 251 (EEG
RS AR, T34 10 A 22 HMF) (LR, TExF (E3) 1) Tik. BETH
BHEDRENTWDEEAFED SARS-CoV-2 V7 F U axtBEL LT, EFEEZEEL LA
R A2 T O RE TV v VU I OIERBAEEE SN TS, L7en o T, 146 R/ S— 1~ 2 T
X, REIFEMEICE S FHMEEEZ AT, a3+ T KOARAL 7 Ny 7 2233 5L MEE
BAET 22 & & Lz, 7B, 146 B/ S— b 2 O R E (X, VIRGEE TH THDHHBM
PR ORET-EREORMPIARMEZA L TE Y, BINEREE O R PR M I, AR EEE
IC X DB R OGO PRI OmMEICEELZZIT LT 6, 146 AR/ — K 2 OFE
FEAGIE B 1X GMFR & L., BIREFEMEER & LT GMT K OWBIRIEE RE2RET D L & L,
A OB FEIL, SARS-CoV-2 (EIEEK) 1Zxf3 5. SARS-CoV-2 U 7 F 12 & % W) H 4%
FETHESNORKFNOBMGEOBEICIGZBHE L TWDHI END, 146 REBRAZFEMER L LT
KA D AF M O et E2 M 5 Hét e L,

BRI, UTOX2ICE25,

146 FRBRBE 4A 24 B O AR D SARS-CoV-2 U 7 F U IR I IZ D W T ¥IE e 58 7 EIE 2 70%
EHBATWEZ L2 ER DL RAOBMEEIZHR LML EITI T LITHB TR L E
25, T2, 146 ARBRBIAAFE(IXBEICHE S D SARS-CoV-2 UV 7 F UMK EN T2 &, &
Z 77 (& 3) | 1Zrd ko, BEKGR D SARS-CoV-2 U 7 F v xR & L C KRB 4 % i 9
ZHIZEE L. COVID-19 DFIE TP RDOIELHHERFEICIT, 7T R ExBET 55D 2~3 %
DNEZETZERNDDHEOHENRH YV (Clin Trials 2021; 18: 335-42) | 77 & A xR 0 3
JERTREMEIZZ LS, ET Y v P EIERA LR 2R T 2L EEIC oW Taryke R
NS5 TUW= (ICMRA COVID-19 Virus Variants Workshop. 24 June 202120 ) Z L 2 FE 2 %
L IBERT (WE3) | ICESE, BIETHRB RSN TV D BEAR D SARS-CoV-2 U 7 F
VEBBE LT, FHIICRESNTZRETY v O IR DR RIS EEMT 5 &
W) HEEE OFFN TSR ANATREE B X D,

BHHPEIZOWT, 146 B O EHEFEHE H X GMFR & SR TRY ., FFEHEOHHIE—E DO
ENFIRETH D EEZXLDbOD, [FExH (HiE 3) | IZBWT, %ERMEO FHEFAMEE X
GMT & L., GMT IZ X5 FHEHMREREZIT O B A 12X, PRFUKISZERICOW TS F AR HE A
ELTHBELDIFELEEZRIAT ILERHH LR L TNDLEEBY ., BIRFFMER & L THRE
INTWD GMT K OH KIS E R 2 ED T, KAOHFHEICOWTHRFTHIZ L L, M
ZC, ETV v VU SICEBFMTFEEACESATHo T, BIKRMZR A X2 N ORAR
MEMRL, GEFEICEDI2EDEFMZEMTIZENEE LN 0D, 146 RBRICEBT
% COVID-19 OFIERPUIZ O W TIT A RERR VR T2 2 & & L,

BEMIZOWVWTIE, RAOEBERBRIIBONDZ b, 46 RBICINA, 25 &R & L T
H S 72 BRI 20 2 B R FER (J101 38R L O 116 3BR) IR 1T 2 LM # b FE T

21 http://www.icmra.info/drupal/en/covid-19/24june2021 (H#&FERH : 2023 4£ 6 H 9 H)
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wdoZ &L L,

7.R.2 B#HEIZOWNT

ARE| BN PEFE R O F P
146 RER X — N 1 O R EZBSE 2 T 146

IZOWT, HEE

UL TFO XS I L Tnd,
AR SN— R 2 TIEARAOHEE L T60 pg 238N L |

(fE IERBRSR)

PEK RS SARS-CoV-2 U 7 F v ORI ESTE T 2t 1, AFEFRE (2157 4 T AR

SNy R) OEINEERE 28 H % 0 SARS-CoV-2 (2 IE#%K)
DFER, A2 IFT 4 3R — FXEFPEASNAL 7 RNy 7 23R —=FDONTHRIZENTD,

WXt o EREE R LT, %

t#

SRR R 28 H & O M SARS-CoV-2 (EEJEEE) HFIHFLAAN D GMFR IZ DWW T, I (= 27

T 4 XNLA A TRy J R)
F 7o, FlmE R of ik

L B T

PPS Ot RITI x, S R ME
BEPPS ODFMED H 6 [/3— K 2 OBERB LA D 007 %
AR Y CNOENQE Ittt
B THY, BN & RS T ISV TR ZER T

AP Al 7T HE

X D AFN OIS ERREFES iz (7.1.2 2 8])
(DWW T, (R s i O MR S e

muy) E)hfotﬁ)o 71:_.0

WIROHNTWD 2D,
PPS X4 Tl dH 5 b O O & JHidk

Al mT

R B R e M) DR 213 4] &
BT HREEEGRE LSO TREREZMFT LIEMERE. K250 L

# 25 4EER SARS-CoV-2 FRIFAEMD GMT, GMFR R UOHLAIGESR (5B R PPS®) (146 RBR/— | 2)

ME = 2T 7 ¢ 2k— k WIEI A A 7 Xy 7 23 R— |
60PN H HE 15 lin e HE R N\ B HE 1 Ui A
A FIHE a3 AFHE a3 AFHE ALY AFIHE ANRA Y
N =133 T A HE N =90 7 4 B N=139 [~y 27 2| N=29 Ny 7 AR
N =67 N =45 N =68 N =13
N—2AT A
n 133 67 90 45 139 68 29 13
GMT 25.269 30.261 25.243 28.780 61.995 45.792 70.654 61.274
[l 95%C1] [21.131, [22.038, [17.950, [20.212, [50.525, [34.899, [38.966, [27.941,
30.217] 41.554] 35.500] 40.981] 76.069] 60.085] 128.114] 134.371]
1B BT 28 A
n 130 64 82 42 133 67 28 13
GMT 1367.897 973.321 1491.014 | 1254.776 | 2108.455 | 1096.201 | 2626.100 1501.714
[ 95%CI] © [1171.214,| [782.968, | [1137.166,| [901.567, | [1818.471,| [874.617, | [1523.745,| [865.947,
1597.609] | 1209.951] | 1954.967] |1746.362] |2444.683] |1373.924] |4525.957] | 2604.252]
GMFR 57.494 38.048 75.779 44.128 37.029 25.099 42.012 24.508
[ 95%C1] [48.390, [29.476, [58.270, [31.273, [30.349, [18.783, [21.808, [11.453,
68.311] 49.114] 98.549] 62.268] 45.181] 33.538] 80.932] 52.445]
UG 2 = ©
n 130 64 82 42 133 67 28 13
B i 24 1) 126 63 81 39 127 62 25 12
e o 96.9 98.4 98.8 92.9 95.5 92.5 89.3 92.3
ﬁwméj‘ (%1) [92.3, [91.6, [93.4, [80.5, [90.4, [83.4, [71.8, [64.0,
L 95%C1] 99.2] 100.0] 100.0] 98.5] 98.3] 97.5] 97.7] 99.8]

N=FR AT 56 G2 il 5,

n= 5 9% J5UIE 0> F Al et 5 461 B

a) ERESEE T, ERMEREAN PPS RN OWERF O 5 b FIEFIEFEN PPS O&MED 5 H T8— | 2 O xR

P4k 7 & S g2 S

b)

i 2 RE LS H
o TR E OF B

PERTAR IC 26 B2 A DO IRE 213 41 L0 ) JIFLAOETORMFITHL T 2 HBME L E T
R 95 % CT I HL A fiffi 313 4704 Al 38 00 5 =1 00 b B A A L2 > T e 4y
c) IRBRIEEEREAT O R R HUAAMIC S LT, BERER O R HURATG A 4 520 1

d) i 95%CI 1% Clopper-Pearson {5 (2 &5 & 5 i
Fo, 146 B X— k2 T, IWBRSNEICA 2 b 1 DU Eo&OHE (BEEEL &Ty) 2

T HWERE OFMEEZ LT 5 H I CHERMEITE E L7z, &0HE (—& COVID-19 @ &HiE{k
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(ENSa3i)
YR BEWVIEBEBE T AR 25T 2HREZET) AENOHEICONTE 26
DEBYTHY, GMFR Oix, FIEI 2 I+ 7 4 a2k — MEOYIEIARL 7Ny 7 Aak—k
DWVFTHICBNWTHAEPHEZR LOEERE L g LT, GHEH V OHFBRE CEmWEmIZH Y |
AOHED D OWEBRE TAB O ENEIT L LiThneEELLND,

#2060 BSOHEAENOBBRIKETE 28 H% D SARS-CoV-2 FFIHAEMD GMT, GMFR kR UHLHE R E R
(ER M. SFERIEFEME R PPS)

(146 AB— b 2)

G OFHRE B D G OHE L
HE =277 ¢ HEIANA T Ny TR HE=2 57 ¢ WIEIAISA T Ry 7 A
=N = =N =i
A5 HE N A HE ANRA 7| KRR aIF T4 A B ALY
N=56 7 ¢ Bt N=41 Ny 7 A N=84 e N=101 A/
N=26 iz N=43 B
N=25 N=45
n 56 26 39 25 81 40 97 44
GMT 1.791 2.144 1.195 1.782
Cifi ]l 95%C1] @ [1.180, 2.718] [1.307, 3.516] [0.863, 1.655] [1.315,2.417]
% GMFR K 1.731 2.080 1.305 1.623
[l {1 95%CI1] [1.166, 2.570] [1.279, 3.385] [0.973, 1.750] [1.215,2.170]
PRIEEFEDZE (%) -3.6 6.9 0.0 -0.6
[l 95%CI] © [-12.1,9.6] [-7.3,25.2] [-6.4, 10.6] [-7.8,10.4]

N=fRHT 5 S Bl %k . n= $a 9% 51 oo 2T filf 56 5 41 2%
a)  GMT Ot (RFIEE /%P HREE) . il 95%CT 1 HL A il o> 6f $% 28 BAE 122\ Tt 2041 A e L H
b)  GMFR Dkt (AKFHIEEGMFR) , H5ESH €T IS SR, WA 95%CT 1T HLAAM O 6 FZEHE I >V T t 4y
fi 2 AE LB
c)  BIRIEEFROZE (KRAIFE— EE) . Wl 95%CI IX Newcombe-Wilson {51235 & B H

2021 412 H 26 H205 202246 H 30 HE THOA I 7 v VERIRITWI O KE THEi Sz T A
NATT 4 T T A O TES FAFSE T, BEZAFE mRNA SARS-CoV-2 7 7 F > O #)[E 4
PE 1k OB IMEEFERE D COVID-19 BIE DO ABRIZR T 2 FMEE et Lz & 2 A, RS
DANBE TR FILE I E I 65 [95%CI : 58,72] %KX N 45 [95%CL: -3,71] % Toh o7z &k
HINTEY (BMJ2022;379: €072065) . EEBZHT 255G THLARAOGHMEITIFFTE
HEDOEFEZD,

@ COVID-19 FJEHIZ DWW\ T

146 RABR Tlx, REBRIEEERE 52 B £ TO COVID-19 BIERZ BIRFMIER & L TREL T
B, KARAGECIXRBREEM% 28 HE TOREZH/R L=, COVID-19 JEAE2 0 FFAH [
X, 23T 0 OREKRRAB (M C4591001 FRBR) O E ZEE 2 T, IRBEEENS 7 A
DI &3 LT, 146 3B/ S— h 2128\ T, COVID-19 FIEH D 7= 2 i xt GEE M H 20 1%
FEAf FTRE PPS & X 4v, TRBREKEEFETL 7 H/0 5 28 H £ TO COVID-19 FJEH|LF 27, COVID-19
PREBEFSEIN 1 LV 2ICRTEEY THY, HIRGEY 7 F 2 OBEICL ST, KA

2 COVID-19 OEJEAL D) A7 B@EmWEBERB XY 27 W& LT, & 4 REARZERS TSR - v 7 F o8 a
TR mEAEART NS (S 34E3 A 18 H) IEHM 2 aF 7 A L ZEYE (COVID-19) 23RO F5 & - 45 9.0 it (2023
F2H10H) ICiL#Ernd KB L LT,

2 COVID-19 JE D E 1%, [37.5°CLL Lo sy | Tk | TR - B LS D - Bk © THemw - 2
FORH) . TEEF) . HBHok®E - e o THER) 0> 5072 —20 E&#® . RT-PCR 7., SARS-
CoV2 MR AEXIXZ DM OEBBRINRES CHELHESINZEAG E S,

W oa I T 4 HEOEKRBR (S C4591001 FREBROE T S— h) OS5, 1RBRIE 2 B B B 7 B #% L IC SARS-CoV-
2 1 35 R B AR 23 B IS E T YW (N Engl T Med 2020; 383: 2439-50) , M % KA HiC = 2 F 7 ¢ O &AM (MES C4591001
REROB N /MR — 1) (Z81F 2 COVID-19 FEJE T Bh 2 B O FEAI I FHITTEBRAEEFE 7 R UM &R E S 7z (N Engl J
Med 2020; 383: 2603-15) ,
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X RO RIZFBRE TH 72, 2B, 146

(fE IERBRSR)

AR /N — b 1 (UEAT N — b)) TiE, KA 10

pg FET 1B (A= X F7 ¢ =R — b, BRA) | 30 pg#ET 26 (TR EFIEARSA Ny T

AapR— k., RAKRONERES 1 H6)
o=,

IZ COVID-19 @ 3 JE 23

b, OB TIERD b

#27 BBREEEZLTAND 28 HE TO COVID-19 RER (CHRHEFEMATEE PPS) (146 RER/S— | 2)
WEla 27 4 TR — k MENA S 7 Ny 7 AR — b
A F #f E AR A R 7 AN J N 7 ARE
N =1,531 N =766 N =1,468 N =731
n 1,525 765 1,463 729
COVID-19 % JiE {51 %k 21 14 29 13
R INGE 103.76 51.99 99.25 49.34
/CI%‘Q)D)'\I;?%?JP (fe % 202.40 [125.29, 269.27 [147.21, 292.19 [195.69, 263.50 [140.30,
Ll 95%CI] ¥ 309.39] 451.79] 419.64] 450.59]
PRI A s )
COVID-19 FIE 2 D [k 0.75 [0.36, 1.60] 1.11 [0.56,2.32]
LMl 95%CI] ©
COVID-19 25 % e %l
a (%) @ 1.38 [0.90, 2.11] 1.83 [1.09, 3.07] 1.98 [1.38,2.84] 1.78 [1.04, 3.05]
[/l 95%CI] ©

N=ARAT 6k 52 B %, n=g¥fifi xF 5 51 %k

a) RS OBIEFRIZYHMICI T D2 REF L Z AWM O ) 2 7 EMOBEANFETEHLZ L2k Bl
b) WA 95%CT I AR T VoA A ARE L CIEMIEICE S & Rl
c) Wil 95%CI % Clopper-Pearson 7% |2 £& -3 & H H
d) BEBEHE (%) = (1—FREHE (KM HEEM) ) X100
e) il 95%CI 1% Greenwood 75|23 & H
Incidence Rate Ratio of
(95% CI) Incidence Rate
20 - per 1000 person-yr (95% CI)
5 Comirnaty 269.27(147.21,451.79)
S~ AF 202.40(125.29,309.39) 0.75(0.36,1.60)
SL 16
-
SR
[SENG)
oA 12+
is)
[IRY
)
FEING) 87
© 9
—
] 4
% Comirnaty
[ & N
A FH | S ‘ e —frr———
0 1 =T - ‘
\ \ \ \ \ \ \ \ \ \
1 4 8 12 16 20 24 28 32 36
Study Day
No. at Risk
Comirnaty 765 762 762 762 759 757 750
AF| 1525 1523 1520 1518 1514 1507 1503
M1 HBREEE7T A%, 28 A% E TO COVID-19 RERESRE

(BE= IF7F ¢ 3FR— b FEHEFAM T PPS)
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(fE IERBRSR)

Incidence Rate Ratio of
(95% CI) Incidence Rate
20 - per 1000 person-yr (95% CI)

3 Spikevax  263.50(140.30,450.59)
5 = AF 292.19(195.69,419.64) 1.11(0.56,2.32)
s < 16—
-
0
[SENG)
Ho-A 124

is)
[OIRY
58
FEING) 8
© 4
—
3 4
§ Spikevax
S AH —

07 — — — — — —
T T T T T T T T T T
1 4 8 12 16 20 24 28 32 36
Study Day
No. at Risk

Spikevax 729 726 721 719 719 719 715

AFE| 1463 1459 1458 1451 1446 1440 1433

K2 FREEE7TAZMS 28 B%ETO COVID-19 REBES &
(BB AL 28y 7 Zak— b : AR R PPS)

@ ZEERIZHT HHEDNMEITONT

146 R X— b 1128 WT, BHERMFEMEE & LT HH SARS-CoV-2 (£ HER) IZxf7 5%
EIRMERRE SN THEY, /A= b | FHHEKEORITHR Th o 72 7 /0 & BRI QKGR I EE IRF O Ji 1T 1K
ThoHrAI 7 m 8k (BALR) T2 MPURMIZER 28 KOEK29D LB Tholo, F
oL BEARBREE AW THBEMIZER LA 7ﬂ/ﬂ5®A45“F\Mﬂl\ﬁ&0XMHS
) IZBTDRERITE 30, K31 KVPER32DEBY Tholo, RANLBIMEAE IC . FIEl e
D 7T OFEER AN XL S R T ﬁﬂ%(fw&% 3 7m/ﬂimA1M YO
BA.4-5 %) ) (2R L TH HRPUARAM O LA 2R S v, IR L i U Cb R X R E

LRERTH oIz, T2, A3 7m/ﬁﬁm11\#&oxmnsﬁf) 23 D R
B AR Lo — OB E C LA R LT,
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(fE IERBRSR)

#28 THAFRRIZK T D SARS-CoV-2 TRIFLAEMDO GMT, GMFR R OFLAREE R (FAS) (WATHE — )

A2 X7 4 2k — b A AL 7Ry 7 A akR— |k
R E AR it v M i B AR it B i fhn &
AA a7 4 BE A a7 Bt AHA A INA T Ny AA A NS TNy
60 ng At N=30 60 pg Bt N=30 60 ng Bt 7 ARt 60 ng B 7 ARk
N=30 N=30 N=130 N=30 N=20 N=19
N—2X T A
n 30 30 30 30 30 30 20 19
GMT 8.225 11.223 6.307 8.224 9.882 11.100 8.711 8.191
[ 7 1l [6.370, [7.756, [5.545, [6.312, [8.096, [7.126, [5.931, [6.335,
95%CI] ¥ 10.620] 16.241] 7.173] 10.716] 12.061] 17.290] 12.794] 10.590]
TR BR BB AL 28 H %
n 27 29 29 29 30 29 20 19
GMT 476.384 382.828 457.980 267.490 288.398 163.866 510.887 162.941
i ] [334.337, [263.403, [332.562, [192.709, [200.270, [123.097, [275.764, [89.114,
95%CI] 678.780] 556.397] 630.694] 371.290] 415.307] 218.138] 946.482] 297.929]
GMFR 63.924 39.214 72.915 31.971 29.185 16.777 58.647 19.893
i ] [46.832, [28.642, [54.610, [22.683, [21.034, [12.225, [36.332, [11.425,
95%CI] 87.253] 53.689] 97.356] 45.062] 40.495] 23.024] 94.669] 34.637]
Uik &Y
n 27 29 29 29 30 29 20 19
L1 s 25 131 5 27 29 29 28 30 28 20 18
L= pe stz
Wzk({‘;o‘ﬁ* 100.0 100.0 100.0 96.6 100.0 96.6 100.0 94.7
i [87.2, [88.1, [88.1, [82.2, [88.4, [82.2, [83.2, [74.0,
95%C1] © 100.0] 100.0] 100.0] 99.9] 100.0] 99.9] 100.0] 99.9]
N=FEHT 3+ G2 1 $% . n= o % J5U M D §F Al kb 52 61 5
a) A 95%CT X HT AN S ILHT A A5 3 O A BB I DWW T e oA A RKE LE N
b) IRBEBEFEATO P RMAUAMICK LT, %O R RPUEM 4 50 EIC R o g BRE O BE
c) Tifl] 95%CI IZ Clopper-Pearson % (2 J& 5 & i i
#2909 FIZvr (BA1ZH) T 5 SARS-CoV-2 HFIHLAM D GMT, GMFR & O HiL k)i & 5=
(FAS) (WATHBE/N—})
WE 2 F 7 4 adk— k WIE| A A 7 Ny 7 A Ak — b
e HE R it B i fhn i BE A it BJE i fhn &
A 2T 4 BE AH aIFT 4B A Al AINA T Ny A Al A INA T Ny
60 ug #f N=30 60 ng #f N=30 60 ng Bt 7 AR 60 ng ff 7 AR
N=30 N=30 N=130 N=30 N=20 N=19
NR—=2F A
n 30 30 30 30 30 30 20 19
GMT 5.878 6.231 5.000 5.000 5.748 7.939 6.486 6.113
[ i 5] [4.603, [4.373, [5.000, [5.000, [5.266, [5.135, [5.332, [5.206,
95%CI] 7.505] 8.877] 5.000] 5.000] 6.274] 12.274] 7.890] 7.177]
TR HEE 28 H %
n 27 29 29 29 30 29 20 19
GMT 162.077 102.820 169.855 79.048 188.092 98.031 226.246 113.139
[ i 1 [108.684, [77.929, [120.041, [58.201, [134.193, [71.744, [121.639, [66.325,
95%CI] 241.701] 135.662] 240.341] 107.362] 263.640] 133.948] 420.812] 192.996]
GMFR 30.792 19.593 33.971 15.810 32.722 14.366 34.883 18.509
[ i 1l [20.805, [15.144, [24.008, [11.640, [23.837, [10.543, [20.351, [11.346,
95%CI] 45.574] 25.349] 48.068] 21.472] 44.918] 19.574] 59.793] 30.194]
PRI R Y
n 27 29 29 29 30 29 20 19
B S i 25 1] 27 29 29 28 30 28 19 18
hﬁg(f:;:)é‘{# 100.0 100.0 100.0 96.6 100.0 96.6 95.0 94.7
i [87.2, [88.1, [88.1, [82.2, [88.4, [82.2, [75.1, [74.0,
100.0] 100.0] 100.0] 99.9] 100.0] 99.9] 99.9] 99.9]
95%CI] ©

N=f#AT 6k 52 B %0, n= 592 [ o 51 fiffi e 5 1) %

a) W 95%CT 1 HUARAMG 313 5T A M 5 00 £ 3R 00 Sk B A L2 DTt oA & RUE LR
b)  IRBRCEEERE AT O BRI LT BERE R o P BTN 25 4 5 2L BT o TR E 0 EIS
c) ifl] 95%CI IE Clopper-Pearson % (2 J& -5 & 5 i}
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(EnSraySia)
#£30 FIZ7vrkk (BA4-5FZM) 12T 5 SARS-CoV-2 TFIHFAMD GMT, GMFR EUOHLERER
(FAS) (WATH®BE X— )

=2 IS 7 4 ak— |k BIEIA A 7 Ny 7 Aak— b
fidt B B A\ Tk e v im0 fi B Rk A\ it B 1 hin
Al aIFT R A A aIFT R Al Z N TRy Al AT A
60 ug Bf N=30 60 ng Bt N=30 60 pg Ff 7 AR 60 pg Bf 7 ARt
N=33 N=33 N=33 N=30 N=23 N=19
R—= 2T A v
n 33 30 33 30 33 30 23 19
?lﬂ\g};] 51 [48,55] | 55[45,68] | 50 [50,50] | 50 [50,50] | 56 [44,71] | 62 [46,83] | 50 [50,50] | 53 [47,60]
nokjil
95%CI] @
TRER I PERE 28 A %
n 33 30 33 30 33 30 23 19
([}%’IL 203 [ 148, | 236 [ 174, | 229 [ 147, | 116 [ 86, | 294 [ 202, | 181 [ 122, | 378 [ 217, | 189 [ 116,
Hi
95%CI] 279] 321] 358] 156] 429] 268] 656] 309]
G[I\%F{RJ 39 [ 29,143 [31,]46 [29, 123 [17,]52 [36,]29 [22,]176 [43,]36 [ 2.1,
[l
95%CI] © 5.4] 5.8] 7.2] 3.1] 7.5] 3.9] 13.1] 5.9]
PURIS R Y
n 33 30 33 30 33 30 23 19
W7 S I 225 191 16 18 18 6 22 8 15 8
PURISZE R | 48.5 [30.8, | 60.0 [40.6, | 54.5 [36.4, | 20.0 [ 7.7, | 66.7 [48.2, | 26.7 [12.3, | 65.2 [42.7, | 42.1 [20.3,
(%)
66.5] 77.3] 71.9] 38.6] 82.0] 45.9] 83.6] 66.5]
[ A
95%CI] ©

Va—RKRUANRAERWEAL Y7 2T 8T vkA

N=f Bt kF QG150 n= 009% J5L M o0 BT Ailfi S 5 491 4%

a) WA 95%CT T HTARAM S ILHT AR A 2400 65 2 O S BE A DWW T t 3 2 RE LA

b)  RBRIEEERL AT O BRI IS LT, BERE R O PRPURAE A 4 5 0L BIC T o TR E o EIS
c) Tifl] 95%CI IZ Clopper-Pearson % (2 J& 5 & 5 i

#31 FIZ vk (BQL1) IZx9 % SARS-CoV-2 HAIH Al D GMT, GMFR & Ui )i & R
(FAS) (WATH B /X— )

wiml = 2 J 5 ¢ 3k — b WIEl A SNA 7 8 7 A 3k — b
Bk A ek B i Tl BE Al A fi B i
A a2 F 5 ¢ B A AR - AH 2L TRy AH Z A TRy
60 ng 7f N=30 60 ug N=30 60 ug 7t s 60 ug 7f 7 AR
N=33 N=33 N=33 N=30 N=23 N=19
N—Z2 T4
n 33 30 33 30 33 30 23 19
([}l\ﬁ/[;u 50 [50,50] | 52 [48,56] | 50 50,501 | 50 [50,50] | 57 [44,73] | 59 [46,74] | 50 [50,50] | 50 [50,50]
95%CI]
BB IEHERE 28 H 1%
n 33 30 33 30 33 30 23 19
GMT 56 63 56 79 63 74 98 84
[ [50, 63] [54, 74] [52,61] [58, [50, 78] [55,99] L65, [57,
95%CI] ¥ 106] 149] 123]
GMFR 1.1 1.2 1.1 1.6 1.1 1.3 2.0 1.7
[ i 8 [1.0, [1.0, [1.0, [1.2, [1.0, [1.1, [1.3, [1.1,
95%CI] 1.3] 1.4] 1.2] 2.1] 1.3] 1.5] 3.0] 2.5]
PUiRIG &R Y
n 33 30 33 30 33 30 23 19
LA i 2 151 44 1 1 0 4 0 1 5 3
R Y 3.0 3.3 0.0 13.3 0.0 3.3 21.7 15.8
(%) (0.1, [o.1, [o.0, [3.8, (0.0, [o.1, [7.5, [3.4,
L 4 15.8] 17.2] 10.6] 30.7] 10.6] 17.2] 43.7] 39.6]
95%CI1] ©

Va— RUANVAERNWIIAN Y 72T =T vEA

N=f B kF R BI 5L, n= 0092 J5L M o 5T i < 5 491 4%

a) W 95%CT 1 HUARAMG 313 5T AT 59 00 £ 3R 00 Sk B A L2 DTt oA & RUE LR

b) TBBREEEEFEATO P AHUEM IS LT, BRG0P RS 4 £5 0L LT o R EE o FI S
c) il 95%CI IE Clopper-Pearson (2 55 & i i
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(fE IERBRSR)

#32 FIZur#k (XBB.1.5) 2T % SARS-CoV-2 FIHL &AM D GMT, GMFR R UHLEGER
(FAS) (WATHB S— 1)
HMEaI ST 4 ak—hk BEAINA 7Ny 7 ATk — k
i g ik A Tt i 1 i i e kA fide JE v i
A Al aIF T 4R A aIFT 4R A Al AINA TNy A Al AINA TNy
60 ug Bf N=30 60 ng Bt N=30 60 pg Ff 7 AR 60 pg Bf 7 ARt
N=33 N=33 N=33 N=30 N=23 N=19
R—= 2T A v
n 33 30 33 30 33 30 23 19
?lﬂ\%u 50 [50,50] | 52 [48,57] | 50 [50,50] | 50 [50,50] | 56 [45,70] | 57 [47,69] | 50 [50,50] | 50 [50,50]
95%CI] @
TRBRHRPE AR 28 1 %
n 33 30 33 30 33 30 23 19
GMT 60 54 59 63 69 61 109 64
[ 7 1l [52, 68] [50, 59] [53, 66] [51,79] [55,87] [49, 77] [69, [49, 82]
95%CI] 172]
GMFR 1.2 1.0 1.2 1.3 1.2 1.1 2.2 1.3
[ (1.0, (1.0, [1.1, (1.0, (1.0, (1.0, [1.4, [1.0,
95%CI] @ 1.4] 1.1] 1.3] 1.6] 1.4] 1.2] 3.4] 1.6]
PSR Y
n 33 30 33 30 33 30 23 19
L A s 25 151 85 0 0 0 3 1 0 7 1
FUR IS 23 0.0 0.0 0.0 10.0 3.0 0.0 30.4 5.3
(%) [0.0, (0.0, [0.0, [2.1, (0.1, [0.0, [13.2, [o.1,
L 10.6] 11.6] 10.6 26.5] 15.8] 11.6] 52.9] 26.0]
95%CI] ©

Va—RUANAERWEALY T 2T =BT v A
N=fEAT 56t G2 1 £ . n= 5 2 L4 0> B Alf et 52 1l 4

a)
b)
c)

A, LTk
146 AR/ N— b 2 12V T, FEFHREE & S/ GMFR (25T,

TNy J A

K OPURIRERIZONT Y,

WIS

2B x5,

AR 95%CT 3 HTAR AT S 1350 A Al #8500 £ 2 0 st BB HAE I >V Tt 5
TR R B R AT O PP 6k LT, R O MR HUEM 2 4 5 0L ki
i 95%CI X Clopper-Pearson % (2 J& -5 & 5 i

T A AR E LS H
3o TR E OF &

aIFT 4 KA NA

L THARFOIELMENRIES 1L (7.1.2 Z2) (BIRFEHMEE & 472 GMT

AIFTT A ROANRAL TNy 7 AL LT, KA

2B W T FEE

FEORRTHL I 2B Lc, £ FlENOMFNIIB W T, BEMRA LRSS & T,

FEFMEORRICHERZRIROONTE LT, 18 WU EOREM NI W TIE, Finlc X
BFARFNC L 2HDMEIIFTEDLE XD,

EN

75 BRI K B A

IZDOWT, A X7\ UBREAT F Tk, BFEEKIC L TEWAZ)

PN HER S VT2 BEAE D SARS-CoV-2 7 7 F 2 Th - TH A E D I TIEH 1 (effectiveness)
DA 7 v 8k BAL SRR XX BA2 RAICKH LT 35.9~71.0% & OHRENH VD . REEH 72 G %)
PO FREO LTS (Nat Med 2022; 28: 1063-71, Nat Commun 2022; 13: 3082, MMWR
2022;71:931-9) . F7z, FREERKIIKT 5P MEEOKRFICE W TH . BEKICH~NTAH
7 CRRICKRT D P RIEHEITIERS 25 2 E B HE STV D (Nature 20225 603: 493-6, N EnglJ

Med 2022; 386: 698-700 %) . — K T, BMBEERIZEBIT LA I 7 0 KI5 8 9%
(effectlveness) M 56~84% T DH L DAL (MMWR 2022; 71: 931-9) | BN E% 2~4 M
BT DEINE (effectiveness) MT IV AEKENA I 7 v UERICH L TENEIL 94.7~96.6% K&

W 64.9~73.9% & @%&i (N Engl J Med 2022; 386: 1532-46) 03D I 7 v UHRIZXF L TH,
WIRIGE DB DG E IR THIER B WNEIARBD 5TV D, RFNIZ K 5BMAEICDN
Th, 146 RABRIC Té@d# CaAITFTT 4 RRARNNS, TNy 7 R LRI Y] B R R R
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(& [E MR
Lch iRz i LA S8 20 2 & ROERK (F A28k, 437 v U8 (BAL R# & T BA.4-
S5FM) ) WCKHT L -EOHMPLEMEFEEST 22 LRI TR, BFEEOM, I 27 nm
VHREBDERKRIIH LTS —EDOFRMENIIFTE D &MLz,
2L RANCB W TR ENEDO T — 2 KOEMORHEOT — 23 oh T b7,
RUIEIR FE %Ik L CREMIE 21TV B O N2 B2 dC0 I ER B IR 2 M EE )
HDH, B, BIWKEEMEE & L TERE SN TWD COVID-19 FIEZRIZ OV T, FEA R 23R 9
THEL . RARE R O REFE NS COVID-19 FBIEBFIE AR SN 5720, B S TY%T —
IS AR HBNIIRECH 2, DR EBBFATHELNLTWAIERYHIX, #EKG
BEU 7 FUORBBEIZE LT, ML L THIMERRELSELEI2BRIETALNL TV RN ESE
A

7R3 ZEMHIZONT
7R3.1 BEMETv 7 74 NMITHONT

146 BN — F 2 1B O AFFROBILRMOMEITIR B3 O LB TH Y, KAIRE L X
W (AT T A RRANRALA 7Ny 7 R) OB TRERERITFBEO N> T2,

#33 UORARANA—P 2RI FEFSREBERROBE (REMMFTHIREH)

#El2 147 ¢ ak—h HIEIARA 7 Xy 7 23k — b
15 B IR A HI ER AP - AFI AL TRy ARE
n (%) n (%) n (%) n (%)
S 52 1l T 1,538 769 1,469 735
BT 0 0 0 0
EELRAHEFEG 1 (0.1) 2 (0.3) 1 (0.1) 1 (0.1)
ST ERAL O 5 E A E H S 1,440 (93.6) 727 (94.5) 1,411 (96.1) 700 (95.2)
E9is 43 (2.8) 14 (1.8) 56 (3.8) 39 (5.3)
PHEOREREFER 1,051 (68.3) 538 (70.0) 1,156 (78.7) 599 (81.5)
s 68 (4.4) 33 (4.3) 82 (5.6) 53 (7.2)
FESAHEFEG 523 (34.0) 279 (36.3) 563 (38.3) 267 (36.3)
E9is 10 (0.7) 3 (0.4) 28 (1.9) 3 (0.4)

n=%& 3L 5

QR ERHFFL
REAEFZORILRMIZE 21 (71228) 0LBY THY | < PRE ILFEHED A EH
FRThoTe, MIEIZIFT 4 2R — MROPEIANASL I Ny 7 ZAaR—=FOWNTRIZEBNT
b, AAEFEROREARTFEROFEBRIIIFEETH - 72,

BB N OREAETEFRORBIE TOHEEFf H A K 34 RORKR 35 1TR-T, FEA
FHRERGZOFEBE TO B HKOFHRE HEIC, HBEER CHEREWITIRO bRro T,
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(fE IERBRR)

X34 BEABEFROFREITORELFERAE (46 RBRX—t 2, FIE=2IFTsak— b, BEUEBITIREM)
MedDRA FEETORE (A) BB (A) @
PT AFIRE (N=1,538) a7 4 (N=769) AHIRE (N=1,538) a7 4 (N=769)
n o [P ) n e [P ] n o [ PH ) n e [P
g%i%f%$ 1,440 2.0 [1,6] 727 2.0 [1,5] 1,440 4.0 [1,34] 727 4.0 [1,32]
AL EE 152 3.0 [1,7] 74 3.0 [1,4] 152 4.0 [1,29] 74 3.5 [1,11]
JlEE J% 222 2.0 [1,7] 118 2.0 [1,4] 222 3.0 [1,28] 118 3.0 [1,15]
Tl At 150 2.0 [1,7] 82 2.0 [1,5] 150 3.0 [1,25] 82 4.0 [1,9]
230 1,420 2.0 [1,4] 709 2.0 [1,3] 1,420 4.0 [1,34] 709 4.0 [1,32]
F 609 2.0 [1,7] 345 2.0 [1,4] 609 3.0 [1,15] 345 3.0 [1,29]
Z ) PRI 258 4.0 [1,8] 128 4.0 [1,7] 258 3.0 [1,28] 128 2.0 [1,28]
EAUREER 1,051 2.0 [1,8] 538 2.0 [1,38] 1,051 3.0 [1,42] 538 3.0 [1,32]
(1K)
521 2.0 [1,5] 276 2.0 [1,7] 521 2.0 [1,9] 276 2.0 [1,26]
851 2.0 [1,8] 447 2.0 [1,8] 851 2.0 [1,42] 447 3.0 [1,32]
591 2.0 [1,8] 319 2.0 [1,8] 591 2.0 [1,32] 319 2.0 [1,27]
25 4.0 [1, 8] 8 3.0 [2, 5] 25 3.0 [1,19] 8 2.0 [1,15]
5 P iR 316 2.0 [1,7] 180 2.0 [1,5] 316 2.0 [1,29] 180 2.0 [1,28]

N=fif 4 %t G2 B4
a) F—F Wy AT AETICAEFLBEE LRI LA,

n=J 5% . MedDRA/J Ver.25.0

HHEZRBEMHORKAE L LTI #H-o7

BEAFEFZRP RO O NIHRE BT 5 % 29

K35 FEFEEFLORBETOBRLF/REK
(146 ERBX— b2, FIEA AL I RNy 7 Rar—b, REEMBFTHREM)
BB ECTOHE (H) Pt A%k (A) @
predbiA KA (N=1,469) X’w(iz’;;sfzﬁ KA (N=1,469) X’”(i:’;;fﬂi
n ol [#iPA ) n ol [HiPA ] n o fil [ DA ) n ol [HiPA )
g%ﬁi%)ﬁ%gﬁ 1,411 2.0 [1,6] 700 1.0 [1, 3] 1,411 4.0 [1,34] 700 4.0 [1,29]
HTBE 194 3.0 [1,8] 140 3.0 [1,10] 194 4.0 [1,34] 140 3.0 [1,10]
JiEE J 248 2.0 [1,6] 176 2.0 [1,4] 248 3.0 [1,16] 176 3.0 [1,12]
i 156 2.0 [1,8] 117 2.0 [1,4] 156 4.0 [1,18] 117 4.0 [1,26]
3k 1,380 2.0 [1,4] 688 2.0 [1,3] 1,380 4.0 [1,34] 688 4.0 [1,29]
Uk 757 2.0 [1,7] 425 2.0 [1,5] 757 3.0 [1,19] 425 3.0 [1,11]
QRS 277 4.0 [1,8] 152 4.0 [1,7] 277 3.0 [1,28] 152 3.0 [1,13]
EAUREER 1,156 2.0 [1,8] 599 2.0 [1,7] 1,156 3.0 [1,29] 599 3.0 [1,25]
(4 1R)
% 626 2.0 [1,7] 349 2.0 [1,6] 626 2.0 [1,9] 349 2.0 [1,24]
5 12 & 984 2.0 [1,38] 498 2.0 [1,6] 984 2.0 [1,29] 498 2.0 [1,25]
SH IR 677 2.0 [1,38] 358 2.0 [1,38] 677 2.0 [1,19] 358 2.0 [1,19]
95 22 4.0 [1,6] 17 3.0 [1, 6] 22 3.0 [1,27] 17 2.0 [1,7]
5 A 342 2.0 [1,5] 191 2.0 [1,3] 342 2.0 [1,14] 191 2.0 [1,12]

N=f A 5 52 1 5%
a) T—HAy AT AETICAHAEERNEE LR > 2 E0E,

n=% B 4. MedDRA/J Ver.25.0

HHZFRGBORKRE L LTI H#H-T

LHUAEFEZNRBDO LN EWHRE T T 2 H5EERL 29

HEDOEHNMMOEEREESRIT, FEaIFT ¢ ak— FOKFEE CITRBRESEE® 2 0
HET (PRfE1.0H) IZRD BN, E A EBIIRH LS 3~29 0 (FRfE60H) THH, =

IT T A RECIIIRBRE % 2 HE £ T (PRfE2.0 ) |

-z
i

DBV, R HEITEI N D 2~

8 H (FHAE 6.0 H) Th o 70, Sl I ARAIRED 2 B (75 ERALALBE Je OV ST ERAL AEAR 2345 1 451)
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(ENSa3i)
X7 =4y A TR TRENED, TRUNMIEECTH o7, WIEIASAL 7Ny 7 A2k —
N OARFIFECIXIRBRIEEM®Z 2 HHE T (PRE 1.0 H) TR D B4, R HBUTRB D 3~
34 H (Ml 8.0 H) THV, A4 7 Ny 7 AFETIXIRBIESERE%L 2 HHE ET (R 2
H) IZRO biv, Fike HEBITFHE NS 2~uH(ﬁ%@4oa)f%oto%%@$ﬂﬁ®2%
(TG EREAALEE) X7 — % v A 7R S TREES . 2RUSMNIEE CH -7, &
EoORGMOREREFRIL., YIE=aIF7 ¢ 2R — FOKRFIFECIXIGRESEME%LZ 3 HEE T
(Foefl 2.0 H) IZ8® B, Ffit HEIZRBE NS 1~19 B (FRfE 40 H) THH, 2
TARECITIRBRIEEEREL 2 BHE T (FRIE 2.0 H) ITRD B, Fife HBUIRE D 2~29
H (FRAES50H) Thote, BIFITaITFTT o O 16 (FHRFE/ MBS 7 —% 0y M
7%%T$E@w\%ﬂu%iﬁﬁﬁkoto@EXA4?NV7X2$—F®$ﬁﬁTi%
BRIEHEFE% 2 HE EC (PRE 2.0 H) ICRD B, Firfe HBUIHBL D 2~14 B (HR1fE
H)T%D\XN47NV7X%EﬁTi%%%§5255iT($%f205);m®6ﬂ
Frfoe H BT B 5 2~25 H (FRAE 4.0 H) Tholo, BIFIZANSAL 73y 7 ZAFED 1 ] (s
B X7 =y bA TR TREIE 2D | TRLSMIEIE TH o 72,

FloOBREEEZ OB ED 29 AR £ TICRIADPRBD LN BEREOEN NG FFSR L
@é%ﬁﬁ%%%@%S@D&%@f&oko?—5ﬁyﬁﬁ7ﬁﬁ;kWT\E%%Mﬁ%$

DWW TAFIRE DRI ITAREIE 11 FI L OO 1 flZ2REEE, 23T A BHEERARL S
A/ﬂxﬁi BllEE . EHEAEFEFRIC OV CARAIRE O RIRIEREIE 2 6] L OHEIR 1§ %
Br&mIfE, 2 357 4 BILREIE 216, A4 7 Ry 7 R iﬂ%ﬁlfﬁz‘”ﬂﬂ% frREmlfETH o
Too 70k, BEERERMEOERNMMUAEERLOCEYEAEFLZIRO LN RN T,

2 EEHERALALEE (1 1) IXEERESL 42 B B ICEIE., EAEACER (1 f1) XEERE% 12 B BICEIE L,

200 FEEERALKLEE (2 1) X, ERENEER% 57T HHA KO 66 B BICEE L,

MW aIFT 4RO LB (RS IXHRERTFIEL TBY RKEIRIIRH, 24 27 Ny 7 280 16 (BRE) 1%
PRt 57 B BICEIE LT,

28) VR B ERAL AL BE ST TR E AL IERR (6 B) XS 33~46 H BICEIE., TEHERALE O FEIR K OEEEALALBE (4% 2 f5])
W N I ER AL B S (1)) 122023456 H 8 AR CRIFIETH 5,

2 RKFNFED 2 Flic W TEER (1 B (3% 4 BHE, %2 QF) IEM%sS7THBIC, 27T 48O 1o T
AP (1) 1 Z4ERE% 129 B, AL 72 RNy 7 ZBED 26055 1 FlOBERKITHER%L 33 A RICRELEZ, 2B,
AR 7Ny 7 ZBED 1 HIIE 2023 45 6 B 8 AN TREE TH 5,
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(fE1E L BRAR)
#£36 BREONHBUAEFLROLIMAETSR (146 RBS— b 2 BLEETARES)

A2 257 4 a2k —h HEIANA 7Ny 7 A ak— |k
AR F BE a7 4B A ) B AR TNy g AR
Ili’lldeRA N =1,538 N =769 N =1,469 N =735
£ T 2T T 2T o 2T Eigis
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
S AL A EF | 48 (3.1) 5 (0.3) 3 (0.4) 0 104 24 (1.6) 4 (0.5) 1 (0.1)
% (&1K) (7.1)
BT 37 (2.4) 5 (0.3) 0 0 87 (5.9) 22 (1.5) 2 (0.3) 0
il % 16 (1.0) 2 (0.1) 0 0 34 (2.3) 6 (0.4) 0 0
Tl i 3 (0.2) 0 0 0 7 (0.5) 1 (0.1) 0 0
301 0 0 1 (0.1) 0 3 (0.2) 0 1 (0.1) 1 (0.1)
Fapd 7 (0.5) 0 0 0 5 (0.3) 0 0 0
* 9 PRI 19 (1.2) 0 2 (0.3) 0 31 (2.1) 1 (0.1) 2 (0.3) 0
b EE g | 37 (2.4) 1 (0.1) 13 (1.7) 0 37 (2.5) 4 (0.3) 16 (2.2)
(2fK)
55 A 10 (0.7) 1 (0.1) 1 (0.1) 0 13 (0.9) 4 (0.3) 3 (0.4) 0
15 5% 7 (0.5) 0 1 (0.1) 0 3 (0.2) 0 5 (0.7) 0
IR 15 (1.0) 0 7 (0.9) 0 20 (1.4) 0 8 (1.1) 0
b3 9 (0.6) 0 3 (0.4) 0 7 (0.5) 0 2 (0.3) 0
775 PN 9 2 (0.1) 0 1 (0.1) 0 1 (0.1) 0 0 0

MedDRA/J Ver.25.0

QO ENFEFRROCEERAEFRR

RENAAEES (L22, 7.1.23R) 2O T, AARE L FREHOZR2ET 0 7 7 A4 LI
RERER TR, BEERAEFRICOVT, 7U2HICRHREHEO LB, BHETERANRBD LN
b0, WTIRHIERELORREEFREITESNTEY . AFERHICL Y BERET IR
PR Bl o T,

Q@ FEwBI DA EHS

T ORFEAEFSR (BERKOEE) X, RITEKVPEKRISDEBY Tholz, 2k, 146 K
BRIZBIT D EEOWERERDROEND 2D, N—F1 KON — 1 2 205 LR EZRT,
Va2 I F7 4 adm— FEORPIBEIANRAL 78y 7 Z2ak— ke bIZHEBE CIEIERIRE & LR
LT, MEAEFRROCEEOREAREFRORBBEE G PR VE T 25D b7,
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(& 1E SRR
K37 FEIZIFTTaFb - IBITIEBIOKERFEES
(146 RBE OS— M1 RV = F 2 f8) : REHBITNHRER)

FEEAEFL K HEOREREFS
A a7 B A A a3 )T 4B
MedDRA 60 ng ff 60 ug Bf
PT HERERL N | BERE R E | EEERCAN | BERE A | RN | RS | RN | RS
N =1,475 N =123 N =754 N =75 N =1,475 N =123 N =754 N =75
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
TE AL 1,386 (94.0) | 109 (88.6) | 715 (94.8) | 66 (88.0) 40 (2.7) 3 (2.4) 13 (1.7) 1 (1.3)
HERS
HLBE 144 (9.8) 13 (10.6) 72 (9.5) 6 (8.0) 14 (0.9) 1 (0.8) 1 (0.1) 0
JiE A 206 (14.0) | 18 (14.6) |113 (15.0) 9 (12.0) 11 (0.7) 2 (1.6) 2 (0.3) 0
i 132 (8.9) 22 (17.9) 81 (10.7) 9 (12.0) 5 (0.3) 1 (0.8) 0 0
3T 1,366 (92.6) | 107 (87.0) |698 (92.6) | 63 (84.0) 9 (0.6) 0 5 (0.7) 1 (1.3)
2 582 (39.5) | 42 (34.1) |[332 (44.0) | 29 (38.7) 15 (1.0) 0 6 (0.8) 1 (1.3)
) FERE | 247 (16.7) 19 (15.4) |120 (15.9) 13 (17.3) 0 0 0 0
25 A (1,031 (69.9) | 51 (41.5) |541 (71.8) | 29 (38.7) 67 (4.5) 2 (1.6) 29 (3.8) 4 (5.3)
g
i B 517 (35.1) | 24 (19.5) |278 (36.9) 12 (16.0) 41 (2.8) 1 (0.8) 16 (2.1) 1 (1.3)
s 12 i 840 (56.9) | 34 (27.6) |449 (59.5) | 20 (26.7) 30 (2.0) 1 (0.8) 15 (2.0) 2 (2.7)
i) 583 (39.5) | 28 (22.8) |321 (42.6) 8 (10.7) 8 (0.5) 0 5 (0.7) 1 (1.3)
395 22 (1.5) 3 (2.4) 6 (0.8) 2 (2.7) 0 0 0 1 (1.3)
5 A i 308 (20.9) 14 (11.4) |[181 (24.0) 16 (21.3) 5 (0.3) 1 (0.8) 5 (0.7) 2 (2.7)
N=fg b1 xf S 1%, n= 78B4 . MedDRA/J Ver.25.0
38 PERNL IRy s 2ar— BT 2FBIOREFEFR
(146 RBR (X— P 1 R — 2 5f8) : REWMMBITHSRER)
FrEAHEFER SR EEORFEREFG
A H ANRA TNy T ARt A A ARAL TNy AR
MedDRA 60 ug Bf 60 ug B
PT ERERE N | EREE I | MEEERR N | EERE S | REEERRON | EEE SRS | RERERRON | fREE S
N =1,470 N =49 N =753 N =32 N =1,470 N =49 N =753 N =32
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
B RS AL (1,413 (96.1) | 47 (95.9) | 720 (95.9) | 26 (81.3) 57 (3.9) 4 (8.2) 41 (5.4) 0
AHEER
HLBE 193 (13.1) 8 (16.3) 144 (19.1) 8 (25.0) 18 (1.2) 3 (6.1) 14 (1.9) 0
JE 250 (17.0) 9 (18.4) 179 (23.8) 9 (28.1) 16 (1.1) 2 (4.1) 11 (1.5) 0
i 155 (10.5) 7 (14.3) 119 (15.8) 7 (21.9) 6 (0.4) 1 (2.0) 4 (0.5) 0
I 1,381 (93.9) | 46 (93.9) |707 (93.9) | 24 (75.0) 10 (0.7) 0 13 (1.7) 0
EARY 759 (51.6) | 20 (40.8) |431 (57.2) 13 (40.6) 22 (1.5) 0 14 (1.9) 0
DR 277 (18.8) 13 (26.5) 159 (21.1) 7 (21.9) 2 (0.1) 0 0 0
a2 5 A (1,160 (78.9) | 31 (63.3) |[617 (81.9) 14 (43.8) 81 (5.5) 2 (4.1) 54 (7.2) 0
HHER
7 624 (42.4) | 14 (28.6) |358 (47.5) 6 (18.8) 43 (2.9) 1 (2.0) 30 (4.0) 0
5 12 % 983 (66.9) | 26 (53.1) |511 (67.9) 10 (31.3) 39 (2.7) 0 30 (4.0) 0
SH R 686 (46.7) 7 (14.3) 368 (48.9) 8 (25.0) 11 (0.7) 0 13 (1.7) 0
F B 21 (1.4) 1 (2.0) 18 (2.4) 0 0 0 0 0
HARRE] 342 (23.3) 8 (16.3) 198 (26.3) 5 (15.6) 9 (0.6) 1 (2.0) 9 (1.2) 0

N=ff 47 5t G451 5. n= 7 Bif 4. MedDRA/J Ver.25.0

7.R3.2 FEHRITREFEFEFERIZHO>NT

fitd> mRNA V27 F U THEATREAERER - QS E L TRESATWDL Y a vy - TF
T4 Tx T —, DK - LER . VAERD - VAED KL OYX T 0 « N L —JEBEREIC O W TR L 72,
O vavs - TFIT4TFT—

Yavl T F 74 T7F—ICEHETLIAEFRE LT, MedDRA fEHER KX (SMQ) [T
T 74 xR ORI L OUREL) | RO HEEUE (ORIK) | 12435 PT 245 L7,

146 ARBRS— K 1 TiX, AK 60 ug #F 3/122 ] (2.5% : & 2 B, =B 1 6H]) | A A 7

44

7o Fa T E - A RS E




(ENSa3i)
Ny 7 ZRE S50 6] (2.0% : HZ) CRD LT, WIS EELITBRETH Y . AKARETRD
BRNTAEEZITIOCTNLIERE L OREBEBENSEE SN o, i, AA 60 pg B
FHRBILT — 2y A TR TREETH Y, ZOMOERIIEE TH -7,

146 B S— k2 Tix. AHI 60 pg BT 105/3,007 il (3.5% : 395 63 5, = o FEHE 9 B, %k
OB 6 Bl ALBE 5 B, ZFEHRZ K S ERAL 82 45 4 B, ARG M IR S O i IR 45 2 31
IRZ 5, IRFEd, WAWEIR, RBIEIR., ACEMZ. FRER, EMRER. LI,
AR PRE S OERR S 1 6 (BEEH V) ) . 2577 o BET 20/769 fl (2.6% : 3% 12 I, % 5
FEAE 2 I, ek, FERRE . IRBENEAR. PEOREEE. FRE K. MR PR R O B4 1 Bl (EE
H) ) . AL TNy 7 ARET 34/735 B (4.6% : FI5 18 B, KMk K QSRR B & 5 B, L% 3
Bl 5 FEIE R ONMER R EER 2 B, IRZE S FEIE, AXERB, 7T LA —MEREOFES 1
Bl (EEHV) ) IROLNT, 2056, EEOFEREGIE. 21577 48 1/769 il (0.1% :
WBIE) ODHICHERO LN, IBRIEEOREBERIZIEE SN, TEEOEERESEN, KA 60 pg i
12/3,007 1 (0.4% : 332 7 6. Fwkz 2 1. £ 5. IRZE O FERE. IRFe i k VL IBALBES 1 4
(E@%@)) 27T 4 BE1/769 Bl (0.4% : SRIZ 1 Bl) . A8 78y 7 ARE 4/735 Bl
(0.5% : %95, %Mk, & o, FERREL OCBLRFRZ A 16 (EEHL) ) RO LN,
ik\$ﬁ6m@ﬁwmomﬁ (2.6% : 835 59 B, % 2 FEAE 5 i, ALEE R ONES AL B 4 4
Bl w5 3 B, Lk R ONREL R A 2 B, IRIGIERR . DEIER, M AR R & OEIRS 1 6] (FE
BWHV) ) . I T T ABE16/769 B (2.1% : 32 11 61, £ 5 FERE. Sk, RMGMEAR . 0k 1A 3
FOERRZ A 1 B]) . AL 73y 7 AR 22/735 B (3.0% : 3835 17 B, % 9 FEIE MK 2R S
A2, Bk, T LR R ORISR 1B (EEH V) ) TIHIRBRE L OREBEENE
EEINT., 2055, KA 60pg B 7/3,007 i (0.2%: 32 7H1) . =277 ¢ B 2/769 61 (0.3% :
BB ROFERZ A 1B . AL 78y 7 ZAFE 2/735 B (0.3% : B OZ S FEIES 1 61) |
HEETH -T2,

IR IE, T — 2 Wy b A ZRERICE W TARA 60 ug B 3 6 (3815, T 5. ZHMZ & O
%%1&(E@%@))&UXA47Ay7xﬁzﬁ(%Q%ﬁﬁoﬁﬁf%1ﬁ>#$w
AFNEE 10 B (WK 3 B, 2 5 8EE 2 #], B, B2, AR, DEEIRELKOCFEERS 1
Bl . A FTAHE2H (HERBEKOFEERE 1H) KORSAL 78y 7 A8 6 B (%K,
ZERRZ L BB A 2 F) BREIENY THY ., ERLAMIEIETH - 7,

J101 BR Tk, AHl 30 pg & 3/30 B (10.0% : BEfil 2 & 9% . BRI o OVl A P45 1 41) |
KA 60 ng BE 2/26 B (7.7% : FZE 2 61) . 7T BREE 1316 (3.2% : 7 LAF—HER) TR
DO, WTR L EEEITBRECTHY . KRAI 60 pg BEOFRE 2 FlIXIRFRIE L O KR EBEBRNE
ESIN7eholz, Bwix, KA 30 pg BEORBARIKIZT —F B v MATRFRTREIETH -
e, ZOMOFERIIEE TH o,

116 B TiX, /S— bk 1 OARH 30 pg # 1/3 il (33.3% : %Wk) . 78—k 2 OARHA 60 ug #f 2/37
Bl (5.4% : Wk F OB 58 R P A 161D ISR bz, WPFR b EEEITEE TH Y . KA 60
ng BED M A PREITIEBRE L OREBEEITE SN edole, BIRIZVWTIoFERRE EIET

O RFIFE 2 G (DBIEIR K OVE D FEIE) . A8 7 8y 7 ZAFED 26 (KWK & OZEHEIZ) ZBRE ., 20234 6 A 8 H AR
THAR X EIE 72 5 7o,
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(& 1E S fift)
o7,

@ LK - DR, ¥T 2 - N —JEWERE, VAED - VAERD

DR DIERICBEE T 54 EFHELE L LT, MedDRA &AL AHFE (HLT) [ IEREYME L5 %%
Bt TIEREGE DR | ICYTHPT A2, ¥T7 0 « NU—JEBERICEETLIAEFERLE LT,
MedDRA SMQ ¥ 7 o« N L —JEffE (Blk) | (25449 %5 PT . VAED - VAERD (2R3
LHEEHREG L LT, MedDRAPT VAED| . [VAREDJ . W ONZ COVID-19 e E# B CTDE
J£ MedDRA PT [WEWR RS | THEPER) . MEEEHESE] . TCOVID-19 i) . TFERA4A)
Je OV TR IR 858 E e i | 245 L7,

146 # R /S— N 1 L O3 — |k 2, J101 AR L OV 116 %ﬁ%%?? . b‘?fiLOD%%f?E$7T%> Dl -
DS, ¥ T2« N L —JEEREK TN VAED + VAERD ICBE T2 A EFROREIITRD b
Mo T,

7R3.1 K TR3I2ONEFELY | HEEE T AFERER O EMEIZHOWTUTO LB AL
TW5,

ARENBENMFRE O Z BT 07 7 A )Vid, FIRGREY 7 F o OfE, AKX E#E I
T BELREBIROONT. £, 2 IFT 4 L ANA 7/\y7x0>a_buﬁﬁa:ﬁ%2:tt$xb
THREZREZRIROONT, AR THo7-, WIS RO EFNTN O EREFR
FEREOBAETHY, 2HHOREAEFRIIBERK, R, KORM_ThHo7z, HIALL
BEHBOLL PBETHEEPO—BEOLOTHY, BEEOAEESRL., £ NERIF

FEFEICE->THEEL, —#EOLDOThoTz, 7o, REBERGEIN R WEERAEE
FEREIWBOONE o, AITFTTAROANRNAL IRy JATEEREINTWD Y a v 7 -
TFT74T7F— LK LIEER, £F 2« NV —JEBFE AT VAERD * VAED (Z2W\W T,
YavZ e TF T4 T7F v —HEREFEFLUSN, BIRATHRITRD SN TW RV KANT
IAIFT AL ORANRNAL TRy T AERE—FF VT L OmMRNAVZF o THHZENEL, ZiUhH
DHERZORBY A7 ITIXRBRICEENLELEZ D,

DLEXY, BRRBICBWTHBEPNBEOONTEAEFEFRZLPHETOREFEROBIRN %2
BEE AT R EEMRESENLETH L05, BEKE O mRNA SARS-CoV-2 U 7 F & O ) [E] it
Z5E T L2 18 ik LA LD ITKE T 5 AAl 60 pg OBMEEFEILIAEREEE X D,

BRI, UTOXo2ICEZ25,

AEFELEHBRELE SN2 I T T AHRORANRNAL I Ny 7 AL ORI N T, BB L
AEFZOBELOBBEHAICREREZRIAONTEL T, ZIBREIFEEOREE
BTholmZ &, FMICELDIRENT B 7 7 A IVDOEETIRO NN Z L&D, 185%
UL EDFIZEB T HAHA 60 pg D ﬁﬂ@@ﬂ#@ﬁ/}im:ov\f XAEATRE L I L=, LaL72
WH, O IFTTABEROARANAL 78y 7 AFEL R LT, ARFIEE CIXEER M O = F AL S
DRBEIGNE N2, RO@WEaIFT 4 ak— kB LTHEAA 7Ry 7 R
2B — MIBWT, RABMBERERFICEBEEASAEWVEAZ RTHEEEERH DL LIZONT

BETLOILENDD, £7o. HETAREFEFLOI L, AFEEZICEBELRRD LT
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(f& IE S BRRR)
Yav s e TF 74 7FV—BHEAEERICONTIE, WG EE TP EEOBBEUE TH
D, BEARELEZX D, TOM, aIFTT A ROANRNAL I Ny J ATERTAREAERFRL S
NWTWDLFHE - DIEEK, ¥7 2 - N L —JEfEREKR O VAERD - VAED IZD W T, OYi%AHFH
SLUIIRBBEMELS , BHSNEHKRARTIE, a3 7T AR PARNS I Ny 7 AR LT
SBHEEEO THRAPBD LN TNARNI LN BB ATHEOLNL TV D EFERICES S P
URZHWEAT) ZEIIRNEEEZDZ L. KOOARFR AITT A ROANRNAL 7Ny 7 R L
Fl—FXY 7T 4OmRNAV I FrTHLHILEBERAD L, BEFEENEIT LRI E
TERVWILENDL, WTRBEENLETHY . HEFZOHMA LB, EEREEZITS
Y LT L7z, b, MERERICIT. L0 EFRORBBURDICER L. @ R E )
Y A7 HW L R RIEEDORE LEOMISHLELEEZD,

7.R33 BHRREREZETIEFHICONT

AEOR R Y FE2ATHERCBIT 2L O VT, HEZTIZLLTFTO X2 ICHI L TW
A
O EBEBEEZHTHEICHONT

146 3R Tix, BEE O REE, BIBEE, IFRES, MREER, KRR R, $F
b, MR E T EEE 2 AT 25 NRAREL L CRE SN, —FH T, BRI LU
WIS L2 b DD 146 sABR/S— h 2 T, BB 1 DLl L& OHE (BETERE 25 Tp)
EHTOWRE OLR M ETMT 2 BB CHEEMTZER Lz, AUHED Y OHBRE XL 2N
FREHT R G 4E ] 2,059/4,511 BIRFZE4 L, 2D H H COVID-19 OEENY A7 BR@EneE SnTWnd
BB T Y 27 K130 23N T 2B ONFRILER SR A 63 B, LA 220 # (& i E
fiE 199 fil 22 & Te) | ATFHEER 105 Bl B AE 8 . WEIRIA 120 1), iR i 6 B, HMEIE T 27 4,
JE'E L5 E 390 Bl K VNI E B 1 Bl CTh o 72, GOFEDOH B O EREHFROEIE ST
RKRI9DELEBY ThoTe, HENAEFEFLEETULAFTFLORBAEEG L, BOHESL Y OPERE T
X, WRl2 27 ¢ ak— FOARFIRE 96.7% (722/747 #1) K= 2+ 7 1 B 98.7% (366/371
Bl) . FIEIASA 7Ny 7 ZAak— hORFFE 98.7% (613/621 ) K NASAL 7 8y 7 ARt
98.4% (315/320 #3]) . A OHIEZR L O#ERFE TlIAIM = 2 57 4 2k — b OKRAEE 96.3% (762/791
Bl) MO =TT 4R 96.5% (384/398 i) | WIHIA/NA 78y 7 Zak— hDORFIFE 97.6%
(828/848 fil) KRNA/NA 73wy 7 ZHE 96.9% (402/415 #) Tod V| I OFHFEFEG O A
ErEEz b, AUHEOREIC L 2L 2O RMERZRIIBED Lo 7,

EXY, AHEOH DHWBE B W TARIC X 2 HEFRLOREE S L OVEERE BN
HEWIBKITRNWEE XD,

W COVID-19 O EJEAL Y A7 BEWEMREB L LT, B4 NELEREEESTHER - v/ F o082 THEMREA)
S (SFf3E3IH I8 H) L FrAan U A AEYJE (COVID-19) 2O F5 & - % 9.0 it (202342 H 10 H) I
mnborEBELE LI,
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(fE1E S BRAR)
£39 AOHEABAOBEAEFS (146 MBS— b 20 REMENT A SEMH)

GOHED Y HPHEZR L
ME =2 IF7 4= WE A 7y ME =2 IF7 4= WE A 78y
MedDRA m—k A aAFR— B =k A AR — k
PT AR F BE a3 AR H BE ALY A ) B Ea AR HBE AT
N=747 T 4 B N=621 | 27 2#E| N=791 7 4 Bf N=848 |[/N\v 7 A #E
N=371 N=320 N=398 N=415
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
WS | & 702 (94.0) 359 (96.8) [598 (96.3) [311 (97.2) [738 (93.3) [368 (92.5) [813 (95.9) [389 (93.7)
R o 24 (3.2) 10 (2.7) |29 (4.7) |20 (6.3) 19 (2.4) 4 (1.0) |27 (3.2) 19 (4.6)
HTBE 2T 72 (9.6) | 37 (10.0) | 84 (13.5) | 60 (18.8) | 80 (10.1) | 37 (9.3) |110 (13.0) | 80 (19.3)
o 5 (0.7) 0 11 (1.8) 5 (1.6) 10 (1.3) 1 (0.3) 9 (1.1) 8 (1.9)
JIEk 2T 120 (16.1) | 60 (16.2) [108 (17.4) | 81 (25.3) [102 (12.9) | 58 (14.6) |140 (16.5) | 95 (22.9)
E9is 10 (1.3) 1 (0.3) 9 (1.4) 6 (1.9) 3 (0.4) 1 (0.3) 7 (0.8) 5 (1.2)
385 4T 82 (11.0) | 47 (12.7) | 84 (13.5) | 59 (18.4) | 68 (8.6) 35 (8.8) | 72 (8.5) 58 (14.0)
o 5 (0.7) 0 4 (0.6) 2 (0.6) 1 (0.1) 0 2 (0.2) 2 (0.5)
YR 2T 691 (92.5) 351 (94.6) [585 (94.2) [307 (95.9) [729 (92.2) [358 (89.9) [795 (93.8) [381 (91.8)
o 5 (0.7) 4 (1.1) 6 (1.0) 7 (2.2) 4 (0.5) 2 (0.5) 4 (0.5) 6 (1.4)
U 2T 325 (43.5) [176 (47.4) (332 (53.5) [196 (61.3) [284 (35.9) [169 (42.5) K425 (50.1) [229 (55.2)
E9is 8 (1.1) 6 (1.6) 10 (1.6) 5 (1.6) 7 (0.9) 1 (0.3) 11 (1.3) 8 (1.9)
O | 2T 131 (17.5) | 70 (18.9) 124 (20.0) | 73 (22.8) |127 (16.1) |58 (14.6) [153 (18.0) | 79 (19.0)
o 0 0 2 (0.3) 0 0 0 0 0
eHEEAE | 2T 530 (71.0) 256 (69.0) [493 (79.4) [266 (83.1) [521 (65.9) [282 (70.9) |663 (78.2) [333 (80.2)
4 E9is 39 (5.2) 17 (4.6) 40 (6.4) 25 (7.8) 29 (3.7) 16 (4.0) 42 (5.0) 28 (6.7)
it B 2T 271 (36.3) [139 (37.5) [271 (43.6) [164 (51.3) [250 (31.6) [137 (34.4) (355 (41.9) |185 (44.6)
E9is 26 (3.5) 10 (2.7) 19 (3.1) 14 (4.4) 16 (2.0) 7 (1.8) 25 (2.9) 16 (3.9)
8 2 i 2T 427 (57.2) [210 (56.6) 427 (68.8) [223 (69.7) K24 (53.6) [237 (59.5) [557 (65.7) [275 (66.3)
s 16 (2.1) 9 (2.4) |21 (3.4) 12 (3.8) 14 (1.8) 8 (2.0) 17 (2.0) 17 (4.1)
IR 2T 303 (40.6) [156 (42.0) [304 (49.0) [169 (52.8) [288 (36.4) [163 (41.0) 373 (44.0) [189 (45.5)
E9is 5 (0.7) 6 (1.6) 5 (0.8) 5 (1.6) 3 (0.4) 0 5 (0.6) 8 (1.9)
W95 4T 15 (2.0) 5 (1.3) 14 (2.3) 11 (3.4) 10 (1.3) 3 (0.8) 8 (0.9) 6 (1.4)
s 0 1 (0.3) 0 0 0 0 0 0
AR 2T 151 (20.2) | 85 (22.9) |150 (24.2) | 88 (27.5) |165 (20.9) | 95 (23.9) |192 (22.6) [103 (24.8)
s 2 (0.3) 4 (1.1) 3 (0.5) 5 (1.6) 4 (0.5) 3 (0.8) 7 (0.8) 4 (1.0)

N=F# T 6t G451 5. n= 5 BLHI 2. MedDRA/J Ver.25.0

@ fhhm. BHWIZOWT

FERG R O Al 5 A FHERER CTlX, BEY O — i EME K VTR NS Ik R34 kR o
HAMBOHABROREICHTHEBI N7 B5BR), LML WTRLOBEERRTYH,
OB IMIAREH & L TRV, HREFOLEICBIT 2R OEMICET 52 et T LT
WV, B WThoBEKRBRE L, FRBROT —4h v A7 B E TIEROHE TR -
oo ZOD, WG XITIER L TS A EEMED H D thicxh LTk, PH#E EoFRENE
iz EE 2 W SN ALEICORBERET LI L, LONREEEMRIET S Z L AwEY) & H
Wrl7-, £72, AWIZTOWVWT S, il & RARICE KRR COBRERERIT WD, THh#EE
FOEHRMER ORI REBEORRELZBRE L., RAOMEE TP IEEZRFTTL2Z2 L, WRIZE B
BAF~OBITEIAHTHL Z L2 FEEMRMET S Z &3 @EY) &l Lz,

UEoXs2, O, QFOFERORMCETHEEREEE L L THEERE S TV D HFITH
LCiE, RADO N ETCOBKRBRTHARNLRIASIATHDZE, EO [Hflaa)r v g
Vv AEYENZAR DGR O PRI M B (RAETEE (FMm4HE8H1H) ) IZHESZ,
KL FEBROEBWMENLE L E XD,

B, LT Xo2EZ D,
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(ENSa3i)

M6ﬁ%’£wf AOHEZ AT HWBE CRNER L LKL THRICEEZ2ET L2
DBERFTROONR N LE2ERLTEY, BRIV TAELZ AT 5H I3 L TRED
‘/E%?”ﬁ&i#%%fibﬁﬁ EWEBE XD, R, AHEEZ R T 2 H KT D ARHK O BRI ER
RO TEY, BREFICIIEIVERZETLEE2L2 00, HELFAKICERRET S
TN &M LT,

A0 AR F R 12 > T, K [E CDC 1E. Vaccine Adverse Event Reporting System (VAERS) %%
DEBOBIIGHRE S AT ANEHELNTZmMRNAY 7 F o (aIFT 4 T AL 7Ry 7 R)
D% Z T O Z2EER LY RS THREoRZE Loy 7 ridfion Te b7,
fEh 1L COVID-19 EHRIC LV HIE(L LT W I o U 7 F UM a R L TR, il
GOTHAanF I I FUEERTHI L ERHEL VDY 2L AFICBW T HIERICE T
% COVID-19 EJE(L U A 7 Z % 2 SARS-CoV-2 U 7 F L DN IEORNTENTWS Z & (&
m3$8ﬂz3aﬁ JELAE 55 8 44 e B R R AR T B B R s e VR A B E 1 & b R ER R
R EEEE TIRTFOFE~OFNaa U7 F U OEREEOHR a2 v ) v A L R JEYE 51
@%% IOoWT) ) HaExs e, YHERICHTHARMOBERITBEEND, KRR

IBWTAABEGICL 28 EY K ORI A~DOLZ 2 EOBRESITRO SN TR OO I
’ﬂ?éﬁﬁ@%@&%i&w L ROARBIOILH FRBITHEERFT SR TELTF AP TH S

[N Z IR 2 AR OBERERBRIZ R W2 &b G ORI IS5 9 % i E i
i%%kﬂﬁ® REETDHI LY & HW LT,

BRRBR CHANDL LA SN RHERE RE2 AT 5EM 25D, RIERTHICITR A 22
RAEATLOESNOEBMPEESINDZ b, ZNOLOHEREEZE D, KR OREMWEE®RE
JRSUWEE L, GO MICE S & | 3 B i B2 380 0 2 45 KA B O B & Mt 3 2 B8
b5,

7.R.4 ERRBAMERM TR OZEE - ZHRITOVT

FET DEEE « FhH 1T [SARS-CoV-2 I XD EYED TG L3 Tnbd,

HEEH I, AAOBEROMEMNSTIZONT, LFO X ICHB LTV,

A TERBINTNDEIITT 4 RANA, TNy 7 AT, WA CHEM S N2 BRKABR T,
KAENDHDME KR NZ RO T, 146 RER/S— 1 2 ITBWT, ORFEE O BB T 2
GMFR £t D 97.5%CI @ FIRIZ.HEGRET 7 F o OFBEICED & FCRE L HELME~—
VU THD 0.67 & LY KA O RIEICK T DIELERMIES N (7.1.2 Z2]) [ ©@= T
T A NIFANA TNy 7 A BNEER LT & X b U CARALEMBERIC X 22T 62
ﬁkéww%éﬁwrci&< ARFAREEEZ LN, LEX Y | KHNIL, BEAFE D SARS-CoV-

TR OWEIGREE THROBMEREO —# & L TRERMNAERERH D EE 25,

:~+74%XA47Ay71fi VIR0 1% O 1 H HT SARS-CoV-2 H I HLIR O 75 8 73 i
RENTEY ., AHELNLZEMEICFR, ER, A, RECIABEIND L eZRIER
D HALT . 90%LL EDEWRIE T RN A STV d (N Engl J Med 2020; 383: 2603-15, N
Engl ] Med 2021; 384: 403-16) . — /5 T, U7 F U HERMIC LY FE SN D 08I0 & 1T A 1298

32) https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/pregnancy.html (i f&FEFE H : 2023 4£ 6 H 9 H)
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BT D5 ENRHALNCR S TEY (MMWR 2022; 71: 139-45) | #lEIGESE T 06— &R A
W L7=F, @mmE ., TEBEEL AT o214V A7 FZF 02, SARS-CoV-2 EYH O HIE
b, AP, XIFEHTZ TP T2RBET T2 ARENRBEIN TN D, PIEREE T %, K
AR IC K VAR T L2 a2k, BRI X0, WIS T % O M SARS-CoV-2 H
PR L XLkt EHIT 22 E0RHES N TS (NEngl ] Med.2021;385: 1627-9 %) , AR
BRI K D RBYHERR° Eib 92 K9 R EINEDOWBPHAL NI Rolc 2 & &2%lF, 21T+
BOASRA 78y 7 203 BRI W TR TE 7% OB I Sh T& 7, BIE,
AT, BFEESIET 7 F o2 LT, aiFT g, ANRLA TNy 7 A XXV Ey NijiE
KOV xzaeT UHENRYIEIGRETE THOBMBERICOVWTARBINTEY, & 6104 Rkt
ISU 7 F O BRENER, A I r o RIbD 2V s F LT, a2t T 0 (21fi:
EEIRER A I 7 v 8K BA4-5, 2l EIER A I 7 v 8k BAL) KA ARAL 73y 7 2 (2
i : BIFEEE A7 7 o8 BA4-5) BERIN TS, SARS-CoV-2 (T, THETIZZL OE

RENHBLTBY, BURERD A NV AOBEFHEHRNDSHAKE, Ho0IZT 7 F BN
FREL 72D mRNA U7 F U OB - AFERE N ZEWICRFFT 2 2 &%, EHN TOHEL - 7 HLE

PIE7e EOFRAERFONR T Iy 7R EAFORRC, HAEORELZ T 5 2 &7 EYextR
EHULDZENAREL DR CHRKRMNBRERD S DL LB 2D,

¥, 18 Ll LD SARS-CoV-2 V7 F U RO IFEYZ 2 x5 & LT, KA OWYREIGRE &
L CoORFMME (RERME) ROLREEZMAET 5. =2 I 57 « xf R MAH i B (DS5670-103
AR OFER., aIFTT IR T DL DBMIES N R o7, UEMBRELOICA I 7 v %
TATHRE COEJFER T 7 %‘/@%FH/@&U‘ SARS-CoV-2 U 7 F O HEFE J5 ik DA T )5 #133 % s &
Z. REIOPEIREE L TORRBFFITITDLRWVWI &L LT,

BE, RKFIZB T 7 F ok L?‘:%E;‘%i‘kaﬂi\@ 2MliT 7 F o w#REHY Th D,

BRI, UTOXo2ICEZ5,

BEOT 7 FUonERbEE., V7 FUBEEAANNITEBENICIEN>TWD 00, BEfF
U7 F DTN RITON TR S BRI L5, PUHRIREHERT
LTV FrOBMBEENRLEL SN TND (Lancet 2021; 398: 1377-80) ., F7=. AKA

Rt L, BIEERISE Y 7 F > (1) OB AR LTz H it SARS-CoV-2 A
PUAMH 25[E4 L. COVID-19, ARt & O COVID-19 E'ékﬁlzm:ﬂﬁ“éﬁn%ﬂ%@%bii%k Lz en
WE I TWD (Nat Med 2022; 28:1042-9, Nat Med 2022; 28: 1063-71)

BE, A7 v BKaE 5T 2 i mRNA U7 F L OFMMEICHET2HMERESORSNLTEY
(Results of COVID-19 Vaccine Effectiveness Studies: An Ongoing Systematic Review. March 9,
2023) 3V . R TIE, 2022 9 HICERKMIET 7 F L TaI T 4 KBRS AL 7 Ry
7 A (2 fﬂﬁ EJRRE A 7 v k) NEBMERICOWVWTARIN mRNA V7 F 6 LTiIEY

3 https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-changes-simplify-use-
bivalent-mrna-covid-19-vaccines (F#&HEFRH : 2023 426 H 9 H)

34 https://www.daiichisankyo.co.jp/files/news/pressrelease/pdf/202305/20230519 _J.pdf.
https://www.daiichisankyo.com/files/news/pressrelease/pdf/202305/20230519 E.pdf (F#& 2 H : 2023 426 4 9 H)

%) https://view-hub.org/sites/default/files/2023-03/COVID19%20VE%20Studies Bivalent%20VE%20Plots.pdf (i f&HERE A :
202346 A 9 H)
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(ENSa3i)
2V s FroEERTLIZEEINTWD (BS54 3 A 8 BAHITEAITEE M 0308 5
155 Dl a0 A 0 ZERGIEITAR D PRIEM O E i lZ >\ T (FER) | O~ IEZ >
T) o BIRFR TOWITHREROZN LB E A THEENMMRI N TV LIV 7 FUicllR D & BEIR
BRIZHT 2927 F 0 ThHABOBRKOMEMSTIIARALEEDLI28 00 B2, Ll
R G, BEKRICHT AV F U ThHho THBMBRICEY FAlan ;v A L ZEGIC L D8
BZBoANREOEEIZIT D L &R TnE Z & (MMWR 2022; 71: 139-45) | A& DB N#E
XY oAz HFET 52 LRI TBY, —EORMEEMNFTELLE
AbNDT L, U ITFUOOMIE - AERDEZENICRET 22 L1, MEOFEKICEL S
NDHZER<ERICHLTHERY 7 F UG E2HEAT 2 LT, EEHREZRRICHISLE
U F o EICHSE - T 5 ETHRICEERREEIATWDSZE (U7 F % -
AEPERTI TRAGERIS ) 0 3 4 6 A 1 HEEIRE) #B5E 2 5 &, SARS-CoV-2 EYE 2 TP
500 F L ELTOHERBERED —2L LT, AFOBEMUERITIDLDL LEZD,

Ul bEaEsE 2, AEIOBEE - 2R I1%. BEKGR D SARS-CoV-2 U 7 F o LIEERIC, HFENEE -
RO LBV, [SARS-CoV2 I K DEYED TFy) LxETH I LA &MLz, b,
B A THONTNDST —Z b, RANTBEAR D SARS-CoV-2 UV 7 F I K D HEIGRET T
BOBMBEBIZHWLZ U7 F L LTORERERSH L L O LT 5,

7.R.5 HE - AEICOWT

HEsME - HEIX, TEMGeZEE LT, 1HO0.6mL Z2FENICERET S, | ERFESATH
5o

Fro, HE - ARCHEETIERICBW T, \EICHBE T EM%E & LT SARS-CoV-2 U
JF L OHEEOH D 18 EOFZRNR LT LHE, anf UvAA LV REMTUY P RNA Y Y
F > (SARS-CoV-2) U4 @D SARS-CoV-2 U 7 F U & Ml L 7= B ICARK 2 820 L 72 B O 30 &
O 2MEIIHEST L TV WE ., L ORIEID SARS-CoV-2 U7 F U 8N OMEEEE 3 4 A
DEETHOEERETHENPHBFELIVRERIINLTND,

I, TR2~TRA KOUTFTOHOMA ZHE L, B LBV OME - HBEEZRET D Z &
EHRETH Y . Mk - HEICEET 2 EE TR O SARS-CoV-2 U 7 F 5 b O B TR [#] R
ZONAULEEAR LI ETHFHEZORRONEFZRET S ENHEUTH L &HB LT,

7.R.5.1 EBMHEEICBIT2HE - ARIZONT

HEEE X, BINmEicB 2 HE - AR VT, UFOXLIICHBAL TV,

146 SR/ N— b 1 WATHRK N— MTBW T, FIERED 7 F o OFBELMA X T & b (2
boP . A OBMBERIC L DM P SARS-CoV-2 (EJFEKE) ®RIPFLARM D L7 23R S,
GMFR (3 A#| 60 pg BETH AN TH VD . BEEDO GMFR % E[El - 72, GMT I%., #EGEY 7 F
DOFEFUCE D 5, KA 30 ng L 60 pg BF TR milind & b ICHIREE & R EED |
PURIRERIX MIEIRED 7 F o OFEESCHRA T mmE ICEHL O T DT OEREETH 90%
ZBADMETHoTz, LEXVD | KAIOBMBEROHERERE L LT, FIRKEY 7 F o OfE
ZELLT, RALROERE & DICEHWENERSHFETE, D OREMIZH K& B ENTE
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(ENSa3i)
BRI o Tz 60 ng RN L 72,
146 R /X— 2 OFHE O | KAl 60 pg OBIEREIC X 2 AR HIFCE (TR2 M) |
BEVET O 7 7 A VIZOVWTEHRRBRIIROONBWEHBLIZZ L22b (TRIZH) | K
IRV T, AAIOBMBEEOHREZ 60 pg (&S L T0.6mL) L&EE LT,

HREIT, T R2~TRA OMFt 2B E 2 RAIOBMTEFEO H &% 60 ug (#FEHE & LT 0.6mL)
ERETDH LI ERE &I L7,

7.R5.2 BEMRIZOVWT

HEEE 1L, AFOBEESRIZET 20~@IZH>0 T, UFTOE @B LTS,
O HEFE R A2 DWW T

AFNOBINBEFE O RAEMIZ OV T, 146 B O REMR 2B E 2 18l EEBE LT,
EL 18 AT DE K L TIX, MEHEEZED TWDIRAEZB Y 7 F v & L& RS
U FUTCHESRET L2 EEAFTE LTS,

@ BERYeE ~DOERIZ OV T

146 # Bk TiX. SARS-CoV-2 EYLED & 5 B A 1R HEICRE L TRV | BEERGE Tk
DHARANDOEDME R N LZEEOFRFIZELNTWARY, LrLARL, BEREEDOHEAE, VI F
VEERERI N G PLANA T Z T Gl E&EH D H DD, mRNA SARS-CoV-2 U 7 F U #;
BT AN 7 Z X7 FURMMAEICEL 20 . REREO U 7 F U Bf% O I~
ZENMESINTWSD (N Engl J Med 2021; 384: 1372-4) , F7=. KET® 2021 4 6 H ~2022
FE2HOMAETIZ, I 7 v URATHNC I T 2 BERG#H O COVID-19 1B L 72 ABE i kf 9
% mRNA SARS-CoV-2 V7 F o OV 7 F AL, 2RV 7 F o #% T 34.6 [95%CI :
25.5,42.5] %, IBINEERETL T 67.6 [61.4,72.8] % THV , U7 F U HEMIIBEK Y& 2% L COVID-
QB LI AR A <IN H Y | BEEEEZ ST 7 F BB LH B MR 2170
BWTBIIRERSZ ERHERI N TV D (MMWR 2022; 71: 549-55) , £7=, &M >0 T
I¥. mRNA SARS-CoV-2 U 7 F o #fite . BEEYLHE O J7 a5 PERI BOG O FE BLE G 25 5 W h)
DAROENTEEDODOABEE BT HEIKISIERO e holo b O#HENH S (N Engl ] Med 2021;
384: 1372-4)

LI E XY, BEAGEDO mRNA SARS-CoV-2 V7 F BT, BEEEICx L Tb Y7 F %
BHEITHIZEICEIVEONDEIZXRX T 4y hE ERIDZ Y R 73R EINTELT, VI F R
DHEREIN TV DRWTH D . 146 R T I L S 72 E&KF mRNA SARS-CoV-2 U 7 F
CRIBEOHEMEEZEENERINTND I a2 Ex 5L, KA %#BEKGE mRNA SARS-
CoV-2 U7 F v L AFRICBEREF T2 LA ThDIEBE XD, B, S%FEMTE
DEFRARBRICB W TIE, BERREE DN RICEEN DD, BEERE~EFE LGS0 R T L
BRI OWTIL, YaZkalBRAH I CRMErTRB IC 2 5 & & 2 5,

@ AKHFEMFERTOU 7 F I OWT
146 BRI HIEIGEE THO 1 B HBMERE (LT, 3EIE#E) TOAMMEROEL2MEE
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(ENSa3i)
BRETL TV D ORIEN BIE, BN TIEYIEGRESE TH O 2 B HEMERE (LUT, 4 BB #fE) |
O3 EIEEMERE (LR, 5HEHERE) MMToN TV DRIICH 5, BEKF mRNA SARS-CoV-
2V F U TOARBUBROERIZE T 5 AMMERPNLZEEICHONT U FRHREIN TV D,
2021 A 12 A ~2022 4 8 A T?, K[E 10 MIZF1F 5 COVID-19 #RE B TOREZZ K NABLD
82,229 kDA TIZ, I 7 v BAAS RIATHI CO AR T H2HEY 7 F o AR=R1%, 1
&K D 7 F o 2 BIHEEMICH X 3 EHEME, 4 HEHEETIY SVWADERRESNLTND

(JAMA Network Open 2023; 6: €232598) . 72, 202243 H 29 H~7 H 10 HDORHIZ, KET
1% 50 % LL EO#) 1,680 77 A mRNA SARS-CoV-2 U7 F o D 4 M BEMZZ 72, 5 bR
® mRNA SARS-CoV-2 U7 F U #:fli% % F 723 Clx., 4 [\ B HEM% O EH AL & V25 O F|
FOSDOFEEEN, SHEEHEBEOB LY bIEho-2 b, AEREL L L THE SN 8,515 4D
2B Y8BT EE ThHooZ L E I TS (MMWR 2022; 71: 971-76)

U EOWESLBIED D 7 F U HERIRDL, & 51T 146 Rk T 3 [ H #E 0 B O A7 20 & OV 21k
X2 IFTT A ROARNRNAL IRy J AL TH 72206, R—FX VT 0 ORF G BEAR
mRNA SARS-CoV-2 U7 F o L RARICHIEISE 256 T L2 FIZIR O3, BN L& 12 b [
BORBER TSI MRS EMAGEL /053 E & L7z, SARS-CoV-2 U 7 F U OF TR
MICIE8 T 2 2 ERMEINTEY (MMWR 2022;71:235-63) . BIEEREAMLE LRI T
WHZEND, AAIGHEFEEBIHORBRRENTE L Z LIXEKNARERHL EEZ 25, 72
B, AAITO 4 BEUBROHERCTOANERPLZE2EICONTIE, 4% FERT 2 T EOREKR
BRCiMiT 52 ETFELTWVD,

%72, mRNA SARS-CoV-2 77 F 2 LU4#® SARS-CoV-2 V7 F U B LI &0 b
LECEMEE L TCARZHEET L2 L2 M T 2MAKMBRITBAEE CERL T T, &
BHEHX YT 4D SARS-CoV-2 U 7 F Ul & 52T 72 #F x5 5 ARAN OB IS O fF 2h ik & O
BEMEOMBITR, I ITFTT 0 NEANAL T Ny 7 2B WTIE, fIEGRE & BMeE & T
EFEXVTANBRRLZU 7Ty (RFRAEBTIVTHENIE Y a7 UHE) Z2HELZEO®
E2RH YV (Lancet 2021; 398: 2258-76, N Engl J Med 2022; 386: 1046-57 %) | & M LK VL 4
PEIZBWTEREIEREO b Ty, KAILFETCEX YT 4 ThD mRNA UV F 0 TORESE
ZHE 2 5 L. mRNA SARS-CoV-2 U 7 F LSk SARS-CoV-2 U 7 F v Z il EIZHEF L7z Z
EMBHDLEICHT HARAOBMBEREOFHER OLEMEICKRERBRITRNVEZ D0, T—
IPFOLENTNRNTEOFIER L EETHYLL TWRWEZEEREST 22 & & L,

AL, UTOXoICEZ25,

D~@DNFTHIZONWTH, HFEHEOMBIL TR E S 25, HEREBIEOHIRZR T 20
ZEIZoNnT, RAITORBEEIHFBOALTWARANLOD, H—FX J74@E/@E7$m mRNA
SARS-CoV-2 U 7 F I #EME B OHIR 2 < AN B TWHRIIZH D, BLRFAIZ 1T D A
TO SARS-CoV-2 U 7 F > O BERIR LI IR %#k%%ﬁ@i&&iﬁﬁ%%ﬁﬁ%ﬁ%c:iof%)Eﬁ\focof
B HTIEARNT £S5 SARS-CoV-2 U 7 Fr OFEIGESE T 6l TH v, £ Lo
FEIBAZGIRT 22 LR AFOBMBEREEZERAMRELET L2 LICE-EOERERHDL LB X
Do 7ok BRI ~OBFE L O 4 Bl H DL o B2 12 E@ﬁ‘%ﬂkﬁl@ﬁyﬁé&(}ﬁ/ﬁ@&:ob\f\
Bl RERREONTESGE IR, ERRG ICHEREZET 22 LR B2 5,
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(& 1E S Bfif)
7.R.5.3 HEREMMRBIZOWVWT

HEEE X, AIE O SARS-CoV-2 U7 F U b ARKAIDOHM £ TORIMEIZOWT, LFDO X5
ML TS,

146 AR TlX, BEAGR SARS-CoV-2 U7 F o (I F 7 4 LT AL 73y 7 R) OF)E G
T L, »O2BEEREND 6 P AZRB LIEEZXNGE L TR, N— 228 5%
JRMEFEAf AT 6E PPS (Cd 1 2 M)A S o> 2 [B] H # 5 0s IR B 5 £ TOBIRM o TR B (FEH)
%, 8.1 (6.0~184) WA TH-olz, N—h2ZBIFTH8MHRKME 87 AL LIZBIT 5K
PEIZOWTHBIEL DK ERFI LIZE ZA, RA0DEBY TH Y, BRI T L 0%
JRBEIZ DWW TREAKGR D SARS-CoV-2 V7 F U L DZEEIIRD LN/ ho T,

F40 HEHEBHOERIKETRE 28 AR OREFRME (REFRMEFMTEE PPS) (146 REBRN— | 2)

8 1 H ARl 8 #ALLE
e 2 IF 7 4 am—|PEASRL 7Ny 7 22 WEaI ;T oak—| PEASRL 78y 7 22
5 A — b 5 A — b
KFNHE/ 2 T T 4 B | RFNRE/ AN TNy 7 2|\ KK/ 2 I F T 4 B | RFIRE/ AR TNy 7 A
N 75/37 54/26 65/32 88/44
n 73/35 51/25 64/31 85/44
GMT 1.203 2.041 1.697 1.814
CW Il 95%C1] @ [0.843, 1.718] [1.417,2.940] [1.136, 2.535] [1.277,2.577]
%% GMFR b 1.168 1.830 1.888 1.757
[l 4] 95%CI1] @ [0.847,1.610] [1.280, 2.616] [1.311,2.718] [1.254,2.461]
RNV E XY -1.4 2.1 -1.5 2.1
[l 95%C1] © [-7.4,8.6] [-9.5,19.5] [-10.1,11.9] [-6.0, 13.9]

N=ARHT % B2 Bl %k . n= 5078 5Lk O 5 A 5 G 41 3%

a)  GMT FiZ GMT CRAIRE) /GMT GFFREE) o W 95%CT X HUA AN o 5 EZE HAEIC > W Tt 4940 2 RE LA H

b) GMFR ki GMFR (RAFI#E) /GMFR CeRREE) , e 7 I K-S &%, Wil 95%CL 1Lt A4l o> b $i 25 e fil
IZDWT t oA & R E L H

) PURIGELROXET (RAIEE) — (FHREE) . Wil 95%CI 1T Newcombe-Wilson 112 53 & H

BEMIZHOWNWT, X—=F21ZBT2 8 VHERME S VAU LICB T 2HEREFRIZONT
T, R4 0B THY, EEMBH CRAZSICHL N RERIIRO N7,
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(fE IERBRSR)

£41 BEERBINOBEAEEFES (46 RABR— b2 ZLHEMBITHSRER)
8 71 A A il 8 7 ALk
MEl=2 157 12 WA Z N TNy s WE= 157 42 WA AL TNy s
MedDRA A— b A 2R — bk A— bk A akR— k
PT A SN A T ARA T A HE SN A T A
N=366 T 4 B N=219 |[~v 7 Z2#E| N=1,172 T 4 B N=1,250 |Xv 7 2 #E
N=186 N=116 N=583 N=619
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
TEFEALA | 2T 342 (93.4) (176 (94.6) [210 (95.9) 109 (94.0) 1,098  [551 (94.5) 1,201 591 (95.5)
EHEG (93.7) (96.1)
o 9 (2.5) 2 (1.1) 7 (3.2) 8 (6.9) 34 (2.9) |12 (2.1) 49 (3.9) | 31 (5.0)
HLEE e 32 (8.7) 13 (7.0) 30 (13.7) | 18 (15.5) [120 (10.2) | 61 (10.5) |{164 (13.1) |122 (19.7)
E9is 3 (0.8) 0 2 (0.9) 3 (2.6) 12 (1.0) 1 (0.2) 18 (1.4) | 10 (1.6)
JiE AR AT | 48 (13.1) | 23 (12.4) | 34 (15.5) | 29 (25.0) [174 (14.8) | 95 (16.3) |214 (17.1) |147 (23.7)
E9is 4 (1.1) 0 2 (0.9) 3 (2.6) 9 (0.8) 2 (0.3) 14 (1.1) 8 (1.3)
A 2T 36 (9.8) 17 (9.1) 16 (7.3) 19 (16.4) | 114 (9.7) | 65 (11.1) |140 (11.2) | 98 (15.8)
i 2 (0.5) 0 0 2 (1.7) 4 (0.3) 0 6 (0.5) 2 (0.3)
Y& I 4T 340 (92.9) 171 (91.9) [205 (93.6) [106 (91.4) 1,080  [538 (92.3) 1,175 |582 (94.0)
(92.2) (94.0)
& 3 (0.8) 1 (0.5) 2 (0.9) 3 (2.6) 6 (0.5) 5 (0.9) 8 (0.6) | 10 (1.6)
ER 4T [141 (38.5) | 82 (44.1) 103 (47.0) | 64 (55.2) |486 (39.9) [263 (45.1) |654 (52.3) [361 (58.1)
EYi 3 (0.8) 2 (1.1) 3 (1.4) 0 12 (1.0) 5 (0.9) 18 (1.4) | 13 (2.1)
EOFER | & T 63 (17.2) |29 (15.6) | 39 (17.8) | 26 (22.4) |195 (16.6) | 99 (17.0) |238 (19.0) [126 (20.4)
& 0 0 0 0 0 0 2 (0.2) 0
PHMEAEE | 2T 233 (63.7) (138 (74.2) |166 (75.8) | 94 (81.0) |818 (69.8) [400 (68.6) |990 (79.2) 505 (81.6)
G i 18 (4.9) 13 (7.0) 17 (7.8) 7 (6.0) 50 (4.3) |20 (3.4) 65 (5.2) | 46 (7.4)
i B 42T (120 (32.8) | 68 (36.6) | 84 (38.4) | 49 (42.2) |401 (34.2) [208 (35.7) |542 (43.4) [300 (48.5)
EiS 10 (2.7) 7 (3.8) 9 (4.1) 2 (1.7) 32 (2.7) |10 (1.7) 35 (2.8) | 28 (4.5)
s 2 i T (184 (50.3) |111 (59.7) [144 (65.8) | 80 (69.0) [667 (56.9) |336 (57.6) |840 (67.2) 418 (67.5)
i 9 (2.5) 5 (2.7) 8 (3.7) 4 (3.4) 21 (1.8) |12 (2.1) 30 (2.4) | 25 (4.0)
[ERL 4T |139 (38.0) | 82 (44.1) [106 (48.4) | 53 (45.7) [452 (38.6) [237 (40.7) |571 (45.7) |305 (49.3)
EYi 1 (0.3) 3 (1.6) 1 (0.5) 1 (0.9) 7 (0.6) 3 (0.5) 9 (0.7) |12 (1.9)
B3 42T 9 (2.5) 2 (1.1) 3 (1.4) 2 (1.7) 16 (1.4) 6 (1.0) 19 (1.5) |15 (2.4)
& 0 0 0 0 0 1 (0.2) 0 0
SR AT | 68 (18.6) | 43 (23.1) | 49 (22.4) |24 (20.7) |[248 (21.2) [137 (23.5) |293 (23.4) |167 (27.0)
o 1 (0.3) 4 (2.2) 2 (0.9) 2 (1.7) 5 (0.4) 3 (0.5) 8 (0.6) 7 (1.1)

N=ff 47 G451 ¥, n= 6 Bif 4. MedDRA/J Ver.25.0

BIRF R TlX, 146 B CORMB L AEORRITH LN TN ARWA | KA L [FEL O mRNA
U F o (Ui BEIER) B LT, UTFEAHREIN TS,

aIFT 4 &30 (PEGREE LT2E, ROGBMEER 1 [A) 2/ LB, BMEREQ 3
A#ETORPETHRRIL953%EHE SN TWD (NEnglJMed2022; 386: 1910-1921) , L 2>
LB b, I 7RI, 2377 ¢ 3 RERERORE TR BMmEERE 1 7 A
% T 53.4%., BM#EEFE 3 7 A% 121X 16.5%F TIKF L7 Z & (Nat Commun 2022; 13:3203) | 7
NEBREAI 7 a URIITTHOWTNRG, U7 F U OFMEIEL, PIEGRE %D S ORE R 2
B bl onNTEFT 52 & (MMWR 2022;71:235-63) N5 ST\ b, 4 2 7 1 U BA.4-
5 RFIATHI TD COVID-19 12 L 5 ABTiZxt 3 2 A #MEIT. mRNA U 7 F o 3 [0 H 4 7~119
H% & TIL68% ThHo7eDIZxf L. 120 HLL ERRIET 5 & 36%I2 % TIL T L 72 (JAMA Netw Open
2023;6:€232598) , PLARMOHERSL E LT, BIEREDO 2~3 BHEN LRI TFTARD i
TV % (N EnglJ Med 2022; 387: 2092-2094)

T2, AKHO 116 RER TG L L TARHK 60pg @ 2 B HBERE 6~7 4 H#% OEIFEME I
LU, 2B EEE4BARZOMEOKN 100D 1 TR TFLE, 23701 CBELTYH
FIARIC, BEIRERICKR L C 2 BIHBEAER 8 7 AL 2 [MIHERE 4 MREZOMEOK 10 55D 1 £ TIK
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(ENSa3i)
FTLTWEZ ERHRE SN TS (Cell Host Microbe 2022; 30: 485-488.€3)

— . AL TNy 7 A (2 BIEEE A7 v 8k BAL) OB &R L EERR
BRClE, AL 7y 7 2 (1l : BIEEE) o 1 BIHEMERENS 3 7 AL ERiE%ZIC 2 [[E
OEMBEREL LTANAL 78y 7 2 (24f - WK I 7 7 8k BA1) Z M LIZBROZ 42
PR O E Rl S T Y, aIF T 4 KRN A 73y 7 2 TiE, HilE O SARS-CoV-
QU FUOHENPLLRLEL3ITARBLAERBICER T2 LDTERNTH S,

AFITIE, PERERE THOERMEZ 3 7 HICERE L BRI RE X7 <. Sk
fRIZB T 28R OZEEOMAIIELNTEL T, AR OYEIGEE TH 3 P AL E
Zh- 0B LR RGEREOHBE T — 2 b o TWniwy, LrLAans, Ff—E4
U 7 1 ® mRNA SARS-CoV-2 U 7 F o TiI, APEN RIS T 2 A 28RB D 6 TE Y |
WIEIRETE TG 3 W ABOBMBEREICLY ANEROZEER RSN TWDSZ &, HEAZE
TeRfiShETIX. SARS-CoV-2 UV 2/ F U OEFMIRENS 3 WHRBRE LR > TnD 2 & KAl%2 FEEE
WCEER OBt 2 2 Lz o 2B, i mRNA SARS-CoV-2 U 7 F o b 8RR REIH] O E VW 2 X
HIRGELAZ X -9 REME D ZE L. fthd mRNA SARS-CoV-2 U 7 F o & [RERIC AR O BRI b |
HIE O SARS-CoV-2 UV 7 F o DN LD 72 L b3 DARMBERET HZI L L Lz, B,
BRERRE 3 WA & LG ORKOBMBREFOZEMEIZOWTIX, 4% FET 5 TEDER
KRB CRHMi 32 P ETH 5.

BT, UToXoIcE25,

ARINZE 1T D SARS-CoV-2 EYLIR BT DUV T, HiHl SARS-CoV-2 EYLBF O TE U & 1T
ST, 3 VABICHEESLERRI TR NWEE 2530 | BESICB T, AF%E2 67 AR
ORI CHEME L - ERRBREREIISE N TR 5T, 6 A RN OB R CAK %
LB ORNMER NLE 2L ARHATH D, BEKFE D SARS-CoV-2 V7 F i, 3 WAL Lo
HHRECHECTE2RBTIEH L0, BIEORGRNELEE XD L. 6 U H RO BRI
TORBREAE DGO TWARWBLR A TIX, AAO#EMERIT 6 WAL EERET D2 L3HE
) & L7z,

7.R.6 HERFTEOBMEFEIZONT

HiEE I, AR ORGERFEZEMAELZICHOVT, UTOXICHBPLTWS,

& ENZ I e T E R & L CREARE D SARS-CoV-2 U7 F U O#EFREED H D 18 wk LA
FOFEXNEIC, AFOBEMEREEZIZI T 5 L2 KO COVID-19 OFBURZEET 5 2 &
ZEAE LM RS I T EMIE : 3,000 Fl, BZHM 30 H) 2EET5TETH
%o A TEFIED 3,000 FllE, EELRFEINTLIRITHLIVay s TH7 40 7F% 2 —]
OEERORBAEEGER OB EREZ ST THZENARERDIHBTHDLZ EENLRTEL
7o E2. BIEWIMIX, SARS-CoV-2 V7 F U OHEMMEN 3 W AU ETH D Z L2 lE 2 T
E LT, 5% D SARS-CoV-2 U 7 F o O##fExt 4%, EiZmisd . COVID-19 O &EJE(L U A 7 D
BWEBEREZ AT 2H LD LEZEZONL0, FERFICHRFZRITE TV AR W IER S

3%) https://covid19.mhlw.go.jp/ (Hc#TEFRHE : 202346 H 9 H)

56

A Fa P IRt A



(& 1ESCHER)
OSWNWTOHFERGINET D TFETH D, 728, SARS-CoV-2 D LRI 2 R & L 7= A H| o L
FEITRVWZ NS, BERTOARFNZHY 7 F & LRSS U7 8E] 23 G /T RE I
oI, RHEYOREEZ R TS TETH D,

AT, RLERGERFAESEOFEICOWT, LT X 5 ICHWr L7,
AHENOEHERRBICBNTH LN TV DILREER CEENANEDOERVPBONATND Z &%
BiE 2 (7.R2, 7R3 ZW) | AKIORIERFZ IHEHAERBTICH T 2L RMEOMKRZ1T 5 78t
IZOWTIEHBEITHD LEEXD, HATEFABLOBREHMIZONT, KAIZKITHIAFFER
DRBURM OB E XA, HEEOREOLBVFRET I L TELXZAVWEEZD, £
oL BRI TV DM A AT L, RIS LA O MR A ATEE & 2o A I FE
FELEN T, [FHAanF 71 R (SARS-CoV-2) V7 F L OFMICETLE 2 (4
B 4) BUIF U ERE LREERKT I F U ROH BRI BNERER Y 7 5
DR FMEIC IS G2\ T (T 34 7 A 15 B AFT S AT Bk A E SR L E R g A
WA 7 F U BER) LIS E X COVID-19 DFIEA X hOREIFR S & O T+ 5 Z &
MNHEETH D, 723, COVID-19 NRYEE Lo 5 BIRYGEIZBIT L7-% D COVID-19 O kA ik
fil, COVID-19 D EZ Wik FEDOZ{OFHE B E 2 | BWOUICHERINER T DX, HED
FERFHEOFEM R T oML EN DD EE R D,

Fo, EhiF o 146 HERICEB W T, BEHIBERFO A MK O EEOFHR, I N2 COVID-19
BRI OBREAEREDEONKRE ., RAAOEKN2AERES &S CREMT 5 & & bic, HiklE
WA ERBIGICHSDICRET 2L ERND D EE X D,

8. HEMIC X ZABHAFEICHRMT NS ERNTIR 2B O ERER R L UHAE AT
8.1 B A T A A R AT X9 D B O Il
BIE, MAERBT THY ., ZOMEKOEEDOHWIIFEARSE (2) THRET 2,

8.2 GCP EHFRHEM R IT x4 5 848 o H i
BIE, HEER T THY . Z O E KO OHWITHFEERSE (2) THRET S,

9. BEBME (1) 1ERFFICBIT 5RA M

SN ES, ASH O SARS-CoV-2 |2 X 5 RYIED T T 5 BT RSN,
BOONIZARET 1y PEBERD L RAWEFATREEZ 5, KB, EATEESR
B INEEfE & L T AT EE 72 mRNA SARS-CoV-2 U7 F v (11l : @IFEH) THY ., KiH%
BOsF ol LEERKRET 7 F o OBRLRIEL, ENICBOTHREICT 7 F o ia% 7
RBETHHLDOTHY, MRNERNODLILEZD,

HPHECTORMNEB T 2 CHICEEN 2V X 3841003, AMBEEZEBELTEL
KRN EBZ D,
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BHEHE (2)
SMSHETH 18 H
Mg B
(B ¢ 4] 2 A F oSt
[— & 4] 2 F 74/ A (SARS-CoV-2) RNA U 7 F
[H 7 ] B = kSt
[HEEFH B SMSHE1H 138

[ 5E % — 5]
MFLD LR,

1. BEANE

HMHEL TEOZOBMBICBIT H2FEAEOMKKIZ, UTFTDEEY Thd, 2k, KEMEHHE
OHEMEZEIZ., KMBIZOWTOHEMEENLOR LINEICESE, [EEMLEEERR G
IR T 2 HEMBHEREOFMICET 2] (KA 20 4 12 A 25 BT 20 25 8 %) OHE
kv, AL,

HHETIT, BERS (1) I L 7R3 ZeMIcH>WT) . [7.R4 KA BE AT
LOhEE « BRI -V T KO T7.R.S AL - ARIZOWT) 2T 2 48 o Bl T 5 & B H
S5-E R (0 e

1.1 AEC >N T
BB HEICBSNT, EMEE L VUToOERSH S, FARSE (1) © T7R2 Ao

WC 2B D B O B I R S vz,

o Mo RBOFERENL, BIFEMICMA, 7 v U8 (BA1 R4 & BA4-5 %) 25 0E
BRRIZH L TH, RAOBMNFEEICE W T —EORNMEITIFE TE 5 & OO W2 FH
BT 5, —FHT, A7 vk (BQ.1.L Rf K& XBB.1.5 Rft) (Zx9 2 HHiikoihE
FIREMTHY GEEMRSE (1) 31 KO£ 322M) | BIEOERBITH TH 5 XBB.1 %
izt LT, SRS EKLICHNWDZEEENTWD XBBl ZiezEHT 797 F 37 O
R L CRBEOHEDENRBIHFTE D LV LD TIER,

BT, FMmRICB T 2@EmO LB, BED ERIBITHR TH 5 XBB.1 RT3 5 AH

DODEBETRENTHY, AREZBR T 7 F o L LEERRIIET 7 F o OBR%EE, Jl&kex,

BHREDDLENEELEEZD,

W AT EEAREERS TR - v F U oRS (202346 A 16 ABM) A SEKLICHND T2
F 222 TJ https://www.mhlw.go.jp/content/10900000/001108705.pdf (FA&MEFR H 2023 47 H 18 H)
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(ENSa3i)

1.2 EEHKIVRI7EHHE () OV T

HHE#ICBS T, EMEB XV U ToORERA S, FAHRE (1) © T7.R6 IR TFEH

DRFTFEIIZDOWT ] IZBT 288 O Hr X 3R S iz,

* SARS-CoV-2 U7 F r OEFMMPFIZHERE SN D EMKEL AT 581 146 B TH AL
LERAASNTVWADZ D, WERTHEMREFICEBVW CYREMOLZEMEERLIET S
CEEARTHD, 2. BB HRICOWTIE, EFEHYE KO SARS-CoV-2 U7 F
Wb EICR LT, RS IHRIBUT 2LERD D,

o RBBE OMRWEIS G DR BT D W T, 3 ORGSR 78 % A B IS T OHED &
BT, VI FreEEFMT 2 EKAEFMALZEEETITO L - FEEX DL, T
i BT 2 ML SO EAE LN AT 22 HRNICBEAT I ik, V7 F B
I EPERHGRALERRE ) (B34 6 A 1 HEEIRE) ICKWICEMT2bDLEE XS,

AL, LTFTORFICONTHIET 2 X9 HFEHICRD, HEEHITEUICHRET 2 542 EE

L7,

o EiiF o 146 RERICE VT, EHESKOFIER L 2O H, WU COVID-19 ¥
BURM O EAER DN ONRE, AAOBRKN AR LED CH+ 5 & & bic, Y%
15 % EE B % O SARS-CoV-2 UV 7 F v ORI D 2 BfRE K OV FE 5 25 2 U112
Rt 22 &,

. %f%ﬁ% X, EREBEEZAET2EHS. AFOBRBRFICHELNIZHFERIBOLLTWNDE X

%#ﬂ%Ehfwﬁw%lﬂﬁﬁ@%@ﬁ%kﬁbﬁé EDB, IRHOEMLED
Tﬁ@u%ﬁﬂ%%ﬁ“\?%ﬂkﬁ%iﬁ@ﬂ FEPRHL 4 D SARS-CoV-2 U7 F o D
PRI D D BRE R O S it 2 2 &,

AT, D EoEmeiEx, B SICBTAARBOERKE Y 27 FEHEEH (£) 22501 T,
FRNRIORTEZEMERFTFEHEOFIMEICET 2R FEEAFRET S &, WNITE 43 LOE
44 |RTIBIN O EFE Z 2 ERIEE L BN Y 27 /M8 2 £+ 25 2 & 2 mb) & of)
Wr 7=,

£42 EERVABEHHE (B) KB 2Z2HERFEFERCADEICE T 2RFTER
A NEE
EERRFESINIY AT BEEREBEN Y X 70 AN R
s vav s, TFT7 4 T7F v — < DR - DR R < Ut R ORI IS BT DK ek
s FT U N —EGER
© U F BRI D R B R
(Vaccine-associated enhanced
disease : VAED) KOV 7 F o B#
D e Za 9% B HE 78 (Vaccine-
associated enhanced respiratory
disease : VAERD)

AN BT % R R
7 L
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(fE 1E S BRAR)
£43 EXRBVA/EEHE (R) CRISEMPERMZLEMEREHREMO Y 2 7 R/MUES OHE

BN oD [ B i 2 M B LY BN Y A7 fRMEiEE)
T H T 1% i A . 7 R EL 7% A 1S D 1 R it

— i iR A . PR AE A 18 1T A O R & 4 it
. BB TR A 8 F BERF O AR RR & e it
il B 98 BUR L 0 T I 72 N 3

K44 —BEAREREHEOR Y ()
H D] KHF O ERETICB T 52200k
A 07 1k e g gk 5 1K
o o W E I HIE SR BN E & L CREA R O D SARS-CoV-2 U 7 F o OHEFERERH U |
- BIEIOFERENA LR Eh 6 WHARBLIEBICAK A2 THET S 18U EDF
B AFIF B FE B 25 90 A M
T E 1 8% 3,000
ThiihEE | EEEOW R AKOEERN., AEFF4. COVID-19 HIE%E

1.3 @EIE-2SNT
1.3.1 #A D mRNA FEIZ>WT

AH D mRNA #E T, RAoMERS & L, NG < c5 5l Eohs
Ev—7 (582K D mRNA) | R A* S 40) RifigB* wont., i
B 5SS mRESEREICE DRSNS,

AL, A mRNA FiEOBMEIC OV T, EE—27 RO wemar H RS FEAE K OV AR
BRCHERAINZEREOEMENOREHEL THWDE 2 EnD, EE—7 KO rumar O % & R K
DHBEREDEZ FITOVWTHPAEZRD -,

HESHE 1L, LTFTO X5 ICHiA LT,

mRNA #iEO £ v—7 3, I .
. N - < fe
ELTRE L, £, wmpar O MET . NN
ELTWS, TSI rmumax OB EOZ 2T,
I < iax > DB P RE T H VW BRI R O R A D = A BB VT,
Fiiar X mRNA & FERICERNTHOMINVRKARBOBRE /) ~—1lkb 2 &b, REIOZE
PEIZITRE L nWEEZ TS,

UboZ&nt, BRRBRCTHEHNINTZRREOEIMELY b EE— 27 OFAEME K<,
Fhiar DBHIEEILE NS OO, FE L HBMHEIC LV BERRBRCHEA I ZBRELRE0f
IME R NVZEeMEITHEIND LB XD,

FeME X, WA IRE T 2 IEMIRARBR AR M O BLGR N 72 B R 2 L IR E S N2 HBE X, 18
BRI L RIFOME P HEA SN DBKME L IZFT ARV E WL, SECHENIIEMHE TR S
Too LT T, HEMIE, BHRELFAEFOME ZHRMRER LY —7 KT wimar OB E 2 i
ETHIEEHGHEEIIRD D &L BT, KA TIIRATIC mRNA O FHEA 2O b T
WD ZENL, ARHHIHANO mRNAME ZHET 5720 OETIECO W THHEZRD -,

HEEE I, LT X 9 ICEZE LT,

o R 4B E 2, RIEIHE,. mRNA #E ORI 22K T A KX OV R O 1R B o i B
ZEREL, BRELREOMELHMRATEREL — 7 K Fumar OBMMELRET D, £,
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Y7L, BEHT D,

EREIX R D OIRE SN mRNAMEICR T 5 EE— 7 K rmmar O BEAEIZ SOV T,

ZANFREEHE L, ZOEHEGIECHONWTSH THRALL,

(& 1E S MERR)
FHEHMA O mRNA #iEZ AR T D720, WAOEFEHL L L THATRFO mRNA fiEL2E =41

1.3.2 FHERUCHAOFHHEIZOWNT
FABRE (1) IZBWT, #£HZ2 KO TV 72 JFEN QN 8IA o B R FRBR &I >V T, L
ToEBiEEHEINT,
#£45 FEROFBELREEHERBROBIK
JRSE B yR = 4 PRAT SR 5 Jiti 1 fF PRATTE HE
ik e 3 1207
. o ]
5 WP A7 3R —70£10°C e
ik d 3 67 H L IR
a) 247 A F T E MR
#4146 BHAOXTELEEERBROMKE
JR SR Lk ) Ay ooy M| PRAESR 52 it 15 1) A7 B
B ¢ YL C 3 9HH
R 0Ok A7 R B 5+3°C HS5ANAL T
ik d ik C 3 6 H
a) 12 A F TR BBk R P

FAME (1) IZBWT, KAIOFRE R A OFHBEIZONT, R3IKVPERSITRINTE
BRWMIRARBROMBEICESE, TNENDOREERBLOREFMETRAET DL &, HEIX 9D
A, 8EZT 6V AICHRET I EEaN TV (FBERS (1) 2.1.7 X225 5M1) |

A, kR o Bk ¢ MOV EE d ORI O R WIIRAFRERD 12 0 3 KOV 6 I A O I 0N R
o 3L d O 2 v THLE C TRUE SN /F O RWIRAFRBRO 9 VA KT 6 U A D
RCAE A3 BN S vz,

GG 1. M S 2 RIS 3 TR I o 5V 1T B e 7 R IR 1Y 72 2846 OB A 1FR O B 7
MoleZ b, REOADMMEZ 12 WHLERETHE., FFEHINTWRH (9 B HET)
IZBWT, BAOHKICITEST 5 DD mRNA #MEORK FHEBENRBO N2 & 2EE L.
AN OHHWMEZ T DA LHRETHEEZUH LT,

AL, SN EHERGFRBRORELR ORGSR OB A 2B E 2 FUIE K OHA o 4 %h 1
BizoWT, ZENEN, U FOXIICHET D LI E WMLz, 2720, kb oflysd
THREINZFEE 3 vy bo 12 7 S E TORBREE L OVRE d TR SR FEEZ AV
REC TRESH A I ey PO 9D AR E TCORMBRGERBRKBEN GO KRE, #HL
PICHEREICIR T 2 BEN D D,

o FE IG5 T, —80~—60CTIRFTDHEE, 127
H
o MK HTARNALTAEHANT, 2~8CTHREFETDEE, THH
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(& i)
B, EMWMEICB VT, 2~8C TOHREFETIZ mRNA OHMEDR FEFNRD b= & %
KE 2T, MR, KVREICRETE D2 L) ICRERITRFIEEZHERNT LI ENE
FLW, CoFERPHINT,
BRI, EMHE CORRAELHIEEITEEL, HiiE X, LNP-mRNA U 7 F O i 72 BT
FEZOWTHI &R E Mt T 25 &2 RBIZE LT,

2. BEBCIXIARBHEFBECHRMNT REERITHR D E AT R K OHERE QKT
2.1 o E AR RIS D HAE OBl

IS, ERESREOME. AL O EMEOMHAFEICET 2EROBIEIZHES S AR
EEICI T _REERCH L THEEEEmHAZER Lz, TORMK, RESNTARPFE
BHZESWTHEELZIT O 2 LIZOWTIEIZZR WS O & B I3H B L 7=,

2.2 GCP EHIFHEHKE RT3t 3 5 58418 o | B

EIA, ERERSOMNE., AR OLZE2MEOMAREICET 2 EEOHEICHE S X KGR
FHEICIRAM T REER (CTDS5.3.5.1-2) 2% LT GCP A2 Ehg L7=, TORBE, &KL
L CIXIRBRDS GCP IZfE» TIThh T\ ERD b= Z Lo d | #EH SN2 A&GEHFE & R K&
SNWTHEBEZITO Z LICHOVWTHEIZR VG O &I Lz, 7270, RBRaEo i mic
EREREEZLGEZRVWEDOD, —HOIRRFEMEFRBEICBNTUTOFERNRD T
O, UBHIBREMEREEORICHWET XS FHELE LTEAL,
<EETNEHFEH>
15 1R 5 il 2% 5 A% B
o JBBMMOEMICHRDEF O —HEFEICET 5 EHE O TLEH A

3. AT

U EoOREZHE 2, WL, TROKRBSEMELZM L LT, LTOREE - 2R KA -
HRTABLTELIARVEHBIT 2, KRAIIHEDRSEEERLTHD 2 &0 b HE
B 8 47, AR RS B R OV E A HOR B O W LIS b BN T LR R DM
THBIFEIZE YT 5 & HWT 5,

[ZhEE - ZhR]
SARS-CoV-2 (T & & J&YLJE D T [

[ - A&
BN & LT, 1E 0.6 mL & B WWNIZHER T 5

K 58 2 ]

Lo B 27 EHHEZRED L BUICEES L2 L.

2. R TOMANROENTND Z &b BUERTEHK . BISGH 85F OAA O LI B
FTAF— X HONUDEDTEHEICE S BICINET S L L b, M ITEIEANE
SEhn ERE AR AR IR L. AR OB EMTICHERFEZHLD 2 &,
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. BUEEN TEME T OAFNAR 2 HRRRER OB 3G b T2 BRI IE, B0 S 2 B 2 Al

BEM ISR T D & &b, AAOFPERL TR EMEITIRD
A DOEHZ . EREFEROWEREDNBELICAFHRERE LD OMLEREELHELD
Z&,

NEATBLIE N [ 3 i [ B B e

L ARFN ORI L KK OFHER OZ ROV TIIA B BIERPERSIND Z & 25

X, Do LOYPHEMEA IINRFEE ISR OAIER L EIEICHEHT DS CEE
boTitHEh, TREFETLHECLIIRAELZGTHOHEESNAD L O, ERICH L THE
R 5 Z &,
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(fE IERBRSR)
Vil T

Syndrome CoronaVirus-2

& 55 L 5l H A GE

ADA Anti-drug antibody LY UK

APTT Activated partial EMHEALER 4y b v R 7T AT R
thromboplastin time

CI Confidence interval 15 #EH X [#]

COVID-19 Coronavirus disease SARS-CoV-2 |Z K % & YL iE

Cxcl10 C-X-C motif chemokine ligand | C-X-C EF—7 7rEH A U > K10
10

DNA Deoxyribonucleic acid TAX Y RNER

ELISA fsns?;me—hnked immunosorbent W 32 40 985 ) 7

FAS Full analysis set T ONOY IS

FDA Food and Drug Administration | K[E & i [ 3K 5

GMFR Geometric mean fold rise: Wl B RAER

GMT Geometric mean titer AR E NNl

HLT High level term = EE

1 [

International Coalition  of

ICMRA Medicines Regulatory | JE=5H i 2 Jmy [ B3 05 5 40 ik
Authorities

IFN-y Interferon-gamma A —=Txzuay

1gG Immunoglobulin G s 7Y G

IL Interleukin A —aAFx

I 4 s |

LNP Lipid nanoparticle NEE J / K+

MCB Master cell bank AL =TT
Medical Dictionar for S

MedDRA Regulatory Activities ' ICH [EFRE= S ak

mRNA Messenger RNA A vV ¥ —RNA

PCR Polymerase chain reaction AV AT —PE RN

PEG Polyethylene glycol Az FL o7 )a—n

PK Pharmacokinetics Bk Ui

PT preferred term FEARGE

RBD Receptor-binding domain SRR S RAA

RNA Ribonucleic acid U A% HR

SARS-CoV-2 Severe  Acute  Respiratory | HAE R MEMNRaEERH 22 U A LR 2

S ¥ RU'g

Spike protein

ANA 7 2RI

SMQ Standardised MedDRA queries | MedDRA A2 %E ki 5% 7\

Th helper T cell AL ST Wi

VAED (\llizceglsr;e—assoc1ated enhanced Ty F R B % R R

VAERD Vacglne—assqmated enhanced Ty F R T B A IR R g A
respiratory disease

VE Vaccine efficacy U7 F DR E

WCB Working cell bank J—X TN T

WHO World Health Organization 5 Or e B

i i = BRSEAT R N T T o I 0 1 o 1 o e

L PR BR — Wuhan-Hu-1 #£

23)7 4 — a7 A HE

AINA T N T

AN TNy 7 AT

AT ihiE - IRt A E
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A

116 R Br DS5670-116 Bk
146 i BR DS5670-146 X Br
J101 X Br DS5670- A-J101 B

% X H

PHEHAZ1HHELTX HH

AR X HH

A2 1P HE LTX-1 HEIARBT S
£T
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