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1. BRXIFEROBREUCAEICKIT AEARCET 288 %

aaF A NRE, S RUANAB T YA VAR T 5 AR YT + 78 RNA VA VAT
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ERE I E) WSS 1 ERORAEREEEY A, 202141 A 7 0K 2 EHORAFEEEY 1MTh
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https://www.who.int/news/item/30-01-2020-statement-on-the-second-meeting-of-the-international- health—regulatxons -(2005)-emergency-committee
-regarding- the-outbreak-of-novel-coronavirus-(2019-ncov) (RA&FEFRA 2021 4 A 22 H)

https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/naming-the-coronavirus-disease-(covid-2019)-and-the-virus

-that-causes-it (F#&HERRH : 2021 484 A 22 H)
https://www.who.int/publications/m/item/weekly-epidemiological-update-on-covid-19---20-april-2021 (FRA#&FEFRH : 2021 £ 4 A 21 EI)

O HEENRR—FanFy A NVAROaAnF AR (FF2E 1 AIZ, PEAREMENDS WHOIZH LT, AMZERTIRNESE
FTRZLBHLIIBESNZLOILRE, ) THHLOIZRA,

T BRCA LN TV A RMEORE (—ERME. TERME. SERMERUFEA LN U FERIMEL R, ) ThoT, B

SEE EOREOETXIT—HEERA L2ThiE, 53 %Fmihﬁ FYVEROCEMRUOBBRIZERREELEXD2BELAREHD D

DELTHFTEDD b0 (RIVEES 6 5)

ENIZETEL2WEBED 5 b2 OREESENICBAT S Z L 2Bk 5 7202 DREECHEICET IRENLELLDOL LT

BATEDD LD BEEF2EEIS)

REFTEFEOERXIT. HHTHER. FER., ERH, #RINE, KRF, RER, SRR TH-2», —KEEIERS

7o

0 BROEEEEOEMRBIIHAR, HER, TER, . #HNR, GRR, SR, UEF, KRF, SER, EER,

02021 4E 4 A 25 R A ORBBEEE O ERRRIHEE, KRN, FEF. RER,

8

9.

2
© COVID-19 U 7 F &5 /L __ R HAE L TEFASH_SEGR IR I REE



v AX 7 &N - S
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FIERT GRERMENH Y | FIE LM b R W OREMRE W L ROEERMOBEE b H B LN
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FETIRIET 575, K9 20%I3AAERASHEIE L, %9 5% A LIP3 4 B b 3 % SR 55 e RS
Zlgar N EIZE D | 2~ 3% D BMARRE LT % (JAMA2020;323:1239-42) , £7-. B - R,
FURHER L L 7= A RROFED IR IN TV DY, 2021 F 4 H 23 BRERIZBWTARR TR VY —
JTEEREIR 100 mg R ONEL AT EEA 100mg 725 [SARS-CoV2 IZ X ARYWE] . AV I ME2mg &
U'RISE 4 mg 73 TSARS-CoV-2 iIZ XDk (72721, BERWAZETHBHICRD) | OBEIEL LK
RINTEY, THHAZY VEEAROMEE - HROHEFATHEATETH I, ZhDDREEIT-
Th, AFORYE, BEEE KU CEORERIIEMBENTEY . BEFEERHOVO @ LMEE 25
TWb, ZOH, BYGERFE E LT, SARS-CoV-2 U7 F 2L B COVID-19 DIEIETBH A HFF &
. BT 7 FUBRRBNRO LN TWS,

2021 42 4 AFRERT, AFRTIL [SARS-CoV2 IZ L D BYMED T %#3hke - R ET DV I F &L
T, aIFT40E (774 VK& BEAREIN TS L DO, SARS-CoV-2 EDBRME, Fik
B CRORZRLIER, HRMKIRITIC L AEREUOHERE~OFEBORE S, TOICHRARED T 7
FUBEBIIH O JBBELMEED AT AR OLZEMRGOREN G, BEEEO Y 7 F o OduE iz a3
RKOLNTNWB,

Moderna TX, Inc.iZ. BAETL D, & A hAH BT A Z (Vaccine 2018;36: 1689-99) . o > 7 /L=
YA VA (Front. Immunol 2017; 8: 1539) | ¥ 7 A LA (Cell2017;168: 1114-25) 2% % mRNA
UIFURABEZFENT. TNODUIFLDTT7y M7+ —LEHEEL TV, mRNA VI F D75
v N7 —AF, VANVAZ B a— KL/ mRNA %, J§&F /8i+ (LNP) ZRW=F U Y
— VAT ALV EERAOHBICED A, mRNA 22LEER SN T A VR Z LR 7 EHUR 2 Hilas
AW RRIED LW REBIZESWTWS, BN~ AENT mRNA IZEZIZIIALT, 7/ AL
HEEA®TIC, —BMICZ T EEFEBXE (Med Sci Monit 2020; 26: €924700) . KND ) KX 7 L
TR LV fREND, KHFNIL. SARS-CoV-2 D S & 130 B N RENIENTRT A 1= DITHE AR F| )N
RiE{b SN 7z mRNA 2H%8E S & L, mRNA 28 LNP ICEA SN2 7 F o Th D, AFNIE. mRNA U
TFLoDTT7y N7+ —L%EFIFH L. SARS-CoV-2 IZ X ABFEDTFH% BRI E LT, Moderna TX, Inc
IZ8Y 2020 4F 1 A K RURICHEREIED bhvie, BAMRREBRITE [R5 (20-0003 3RBk) . FlaM
ABR (MRNA-1273-P201 3RER) R OFEIFERR (mRNA-1273-P301 &BR) NZ T 202043 A, 5 A
BT AXY., ENEEKRER (TAK-919-1501 38k) 132021 4 1 A L BAsA &L, 2021 4 AKHRA
TV b EBRERET Th 5,

12 https://www.mhlw.go.jp/stf/covid- 19/kokunainohasseijoukyou html#h2 1 (FL#&FEsRE : 2021 4 A 26 H)
19 hitps://www.who.int/publications/i/item/modes-of-transmission-of-virus-causing-covid- 19-implications-for-ipc-precaution-recommendations (5

FeEER A (2021 £4 A 22 B)
9 https://www.niid.go.jp/niid/ja/diseases/ka/corona-virus/2019-ncov/2484-idsc/10280-covid19-41 html (R ALHEERA : 2021464 B 26 H)
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\ZE-3&, COVID-19 OFFhiZxt LT, KETiX 2020 4F 12 A 18 BIZ Emergency Use Authorization % 1%
CTHEY .. BRINTIX 2021 F 1 H 6 HICERHFEARR R INT,

A%, K[E FDA IZ X % Emergency Use Authorization 23 H 7= Z &, BRINZIB WD TEHRAA & AFENR 22
SNl &, AR TIIRERER LML 0T 2 EN TAK-919-1501 BBRNREHEFR ThoTzZ L%
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A7 11—, DSPC & U PEG2000-DMG) 7> 5 %2 (I . O~ 116 %184 L T4 5 mRNA-1273
LNP %3, Lonza AG IZ X ¥ MF (MF %35 303MF10038) I[Z&EHKI LTV D,
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mRNA Th Y. 2507 I /BB (KIS6P KX VI8TP) 12X T S # /8y BAMA TSI LE L
T5 X HFEEN TS, CX-024414 O RNA FRFNTIE, 5’ KD Capl 15 K OFERIFR 81K, SARS-CoV-
2 DRMARTZEL S # o7 BOBIFRER, 3RBOFEMREREORY A #HIEEND, 72, TLR
DOIEHALZEREL, BRGEIGE 2B ZE5729, UTP OfH Y IZ N1I-Me-YTP 2MEH I TV 5,
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%) | EHTRMM (tew JELE SRRSO SRR w) | mEWHE (I R
W e )RR L S, WPThOBETREEAMY L, METECHSICkRESR
HILEDPHERINTVWD, 2B, BEF U N7EITEEERRICEID . A DNA [IEEOHE RN
RBRAEICLVEEIND, XEEREFRBEREFFICEERZ

2.1.2 REOHEHHE
BEDOLBY TH A,

2.13 FREOEFH

JFEORERUORBRAFEL LT, 88, R, B (EEAS)) . pH., MERER [mRNA #E &
U BHE Bk #i4 (RP-HPLC) . 5-Cap( (RP-HPLC) . AV A 4D
@ (RP-HPLC) . ¥ DNA (qPCR) ] . =V N hF v, MAEYRERVEERE (UV) BDRESH
TW3,

214 RROZEE

FECEESNEERRERRRIIR 20L B THY . RERERROERIZLE TH o7,
HRROMER. @0 ARAT o S ) > ST, E T
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U Exy, BEog2HE . (. - - AN C—20E5CTRET DL X, 6
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2.2 8% (mRNA-1273 &IH)
221 BAIR UL 3 UM AR B

RIFNI, 13470 (13.5mL) 12, NAKE SmL 720 R (CX-024414) 1.0mg 2 &8 T HEHE
BEREA (1[H 0.5 mL #fE) ORBMHEERAITH 5, BANZIZ SM-102, =2 L 27 r—)L, DSPC, PEG2000-
DMG, JkEfEE, EiliET F VU v Ak, bu A ZE—), hox&e—/ViEfgE BRAEROENA
ABTMAIE LTEEND, 4 EEOBERS (SM-102, =2 L 27 1 —/L DSPC & U PEG2000-DMG)
222 G . EAE~ OBV AL ORKEL, N LZREOMREEE ~DOEE, Hk
SIEBROBRABIES2END LIRFEN TS,

222 BAIOBERE

G RNA-1273 LNP OREEHEIL, B0 EBY) ThH D,

mRNA-1273 LNP LA DO fFI O RLE THIX. mRNA-1273LNP OFR, BEL. EE A8, £TA, B
- R BBRNDRD,
- QbD OFEEFFIAL, CQA BKEEhL WS (E3) ,

£3 BHOFERBEOBRE

CQA EEITE
EE e B ORI 15
F#RABE_(mRNA) ke I URBR 515
kRS (IEH) 1 B OB 71k
mRNA & B R URBRI 1
mRNA 18 B OB I ik
mRNA T#i4 B R URBR S 15
EEER ' B B OB 1
B A R B ORBR 15
i G
[ [
pH R ORBR 15
BBE B R ORB S 1=
TR TR B R URBR I 15
SR Bk R OB 15
RIS F 18 % O BR )7 1
RRA R B R ORB
ERA 2% e B OB 15
T B R URBR I 15

EETE L LT, G - == = TV D,

223 HAOEE
22.3.1 CENEEE /S8

G > FiE R ORBE E LC e D
]
(G
e ) - = < TS,
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2.23.2 mRNA-1273 LNP D% #

mRNA-1273LNP O EHiE & LT, &, Mk, MRR% [mRNA (HEEF]) . SM-102, 2 LA
72—/, DSPC & TN PEG2000-DMG (RP-HPLC/CAD) ] . #EERER [mRNA #iE K& O E WHE H R
¥ (RP-HPLC) . IBEA~#i% (RP-HPLC/CAD) | . D vH. 3ZF. EHRFRERKRUIEHH
B, = R Xy, MAEDRE, BEEE [SM-102, 2L 27 a—/, DSPC KU PEG2000-DMG
(RP-HPLC/CAD) 1 . E&E{E [AEX-HPLC] MFEE XN TW3B,

2.2.33 8% (mRNA-1273 84#) oE®E

WHI DR ORBSEE LT, &, MR, FERRB [mRNA (BHEES) | SM-102, 31270
—/V, DSPC kT PEG2000-DMG (RP-HPLC/CAD) ] . fMifE#EBR [mRNA #iEE K OB BO%'E B A #i9
(RP-HPLC) . FEER#ism (RP-HPLC/CAD) ] . GEEMEEED. i»vitro FiFR (SDS-PAGE) . pH. #&
JE, EHRITRR OS5 @R0eEEE) | NEERY., NIRRT, BRREE,. =V F %
v, EHE, JBEEE [SM-102, =L 2T r—/L, DSPC K UPEG2000-DMG (RP-HPLC/CAD) ] . &
&1 [AEX-HPLC] BRESN TS, ’

224 BAR|OREME :
#IA (MRNA-1273 A TEMINT-EREZEMRBRIIFZ4DOLBY THY . BRIIZETHo77,
Tz, RBREMHRBROFR, BANICALETH- T,

#£4 MHOZEERER

R4 E#foy o B BE REFmEE RIFHH
= S ay b o G 1 o
EHIRTFAR Ty b —20=£5C Ry x BN 5 2B A T 6 A

a) ENTIRT ERA & 8ERT. BER 7 —, BEFEENER LM, ERAZOSERSEESER SN TS,

b) 2~8C T30 HMKRU8~25CT 22 &L, 2B, BAEFEHNEENTHRNZD, RYNTHERIL
Tho 6 EEIRICEET 2,

o) 24 7 A ¥ THEEETE,

Lk, #xloaRHE . G - e & T AR TAERRCT, BRI L DIE
FT. —20E5CTIREFETDEX 6 VA LRES N,

728, G & ' mRNA-1273 LNP ORGFHIEIX, ThENoEHRGERR (Sfay h3ny
R ORERPSL, WTFNRL—T5EI5CTIRIET D L &, 3 WA LREShT,

2R HERICR T D EEOBE

BT, ARIOBREHMBEWZ EE1 6, ARBBREOEETICR R INZT — % CHILRE
BTH TR, BRI FOPIHHET DL EEEZER L., RIE SO BRI ESEAFEL T,

R, B SNEERRUCUTORENS, Jﬁﬁé&(ﬁ%&ﬁmﬁu’gl&@@u:&ﬁ SNTWAHDE
W L7z, E7=, MATRARACT—ELzey MRERBLNLTEY . BERSCEER r—1 0
B 5ENHRTERAE OREREMNHERINTWAZ EELEE L, 2B AREICBWTIL,
MF IR 5 &£ MF BB 0 LRSI H I N TE D HEBIZB W T MF IZBT 2B E 21T o 7 RIT,
MO LB TH D,
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2rR1 (- -\ T

A DT 5 . OY mRNA-1273 LNP > MF %45 . g -
T Z sizon g, #E D, I e R
(D e

- S5 L. W R,
HEEEIIU T O L S BB LT, |

(D e S
(S S
(e
L
' . |
- 1 |
G |

e, D e

FEEITR DT,
AL, mRNA (CX-024414) ZARK|DOFEE L35 Lk,

g, BEEoRZ 2 TA L, 28, DN O s e R,
CTD3.2.P TiZ72< CTD32.8 & L TENENEM STV, AF 2 B0 i#a 3 D LEME 2 B
L. AEEIZBWT, CTD EV a2—/L 3 ODERIZOWTIIERE 2RO o7z,

2R (- >\ T
seeel

ZDoW

T, UTO X3 IZ#HA LT,
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< A% v TRE . HEP

H

=11

i)

FHIZLLT DL SR LT,

BT, BFEEEORAETA L,

2.R4 S - O\ T
MREEE L.
DT, LFTO XS IZERA L=,

(B}

SNy
ARy, B, O T

oo |

(G - 1157 7.,

2.R.5 FHEMANCHOWT
BIENZIX, BNEIE U, HEHETEIA /20 SM-102 &2 U PEG2000-DMG. [##7E ORIFI|IoM E DLMT
IZBWTORMERNBRD SNZEMB OB NIOWT)  (ERL 21 6 A 23 BAITEBERK) 12B8W»
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< A% UG WD

TRHEDHAITOAMERANRD LTS DSPC, FHANERICRI 2HEAfIEZB2 531 RAT 0
— /AN FF N EERE COME ARTEIA 72 b e 2 2B — UREIERE T T\ 5,
sM-102 3 s e G P:=G2000-DMG 3 D e GED

DSPC i g - . <5 - i -
XT3,

2R5.1 S~ O\ T
G S < > C . i,

BT D & HFEFEEITRD T,

REBEIZL T O L 5 1B Lz,

il

e

aul

T

FREEE ICRAT 2RO 72,

BT O L D IZfA L,

Bz, AEEOBRPAZ TALL, 256, ol o G
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< A% TR RS

2.R52 RefizonT

HEEAEIL, SM-102, PEGZOOO-DMG\ L RATFo—A RO A X E—AEREORBERSEE,. K
BRE5EE. BEEEROEREBAEFEICOWT, BH I -EHHEREE (CTD4.2.3.2-1~6, 4.2.3.3.1-

1~4, 4233.2-1, 423.53-1, 423.7.7) &b, BEEIBSBBRVERAL TWD,

¥iEIL, LT X528z 3,
CRFEMANC OV TR, W b AR ORFIFHE LR T S 720KELE 2 o0 s, (IS
. 1 |
(A
G S — (. > O SN AFNC A D T L iz
AIFTREL E 2 B, LA LR H, SM-102 & PEG2000-DMG 134 R BIFIRS 2 WERINF TH Y. o
mRNA-LNP 8% % W= F v MBI A XKEMENE S5 HERER (CTD4.23.2-1~6) TikEHOLEME

REFMENTWRNZ 2D, ZREORMENL, ARORE - ARICR-7HER LT & THY,
FRRTTBI & LCHR D b7\ o & ASEED & Il L7z,
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< A% JEF . AT

3. FRERPRIREMBICEET 2 BRI R UHIRIZ 31T 2 BE OB
- AAIOIERRFEERBR E U, SN2 BN 2B R S, Rk, AFIUIARED &I
mRNA £ & L TR,
3.1 $AHhEEMHT AR
R INHABROBME GHEEERD IR SDOLBY THS,

£5 PAEREMTIRBROEE FHERE)

AL X X g4 k= WMEIRE - A FEeFEEE wRER
M BERE I bLHANES (REBEOEES) CTD
HEK293T #ifa - - A3 0.003125, 0.00625, 0.0125, 0.025. 0.05, 0.1, | in virro FUEHE? (3.1.1.1) [42.1.19
02pg MOD-
BALB/c =7 % AHE KB 6 - AH 2. 10pg invivo FUREEHR Y (3.1.12) |4112.1273
v PBS B : 4 - PBS
B
BALB/c =7 % AH 10 pug B | - AA 1 10pg WAEE? (3121 42.1.12
i SARS-CoV-2 S # | + SARS-CoV-2S # ¥ /37 B 10pg+T7 V2 v b 9 | THIIISE® (3.122) MOD3937
i LRYE+T Va | - PBS ‘
N NEECEBES (20 (14 BRIR)
AFN T ugdt: 7
PBS B : 3
BALB/c =7 R <MOD-3938> - A#) 0.0025, 0.005, 0.01. 0.02, 0.04, 0.08. 0.16, | FifkEEA " (3.12.1) 42113
S A#0.08 ugBEPBS | 032, 0.63, 125, 25, 5. 10, 20 ug THBRARSE © (3.122) MOD3938
it B BREA - PBS /
hoAFIEE  £H 8|2 [@ (21 AR MOD3940
<MOD-3940>
AKIBE : BEES
PBS & : 8
BALB/c] ¥ 7 2 &5 30 - AFO01, 1ug mAEELY (3121 42114
i - ZERIE(L SARS-CoV 0.2, 1pg+7 ¥ ko | THIEKEY (3.122) VRCO05
i3 - SARS-CoV-2 =M S # L /82 02, 1 pg+7 ¥ = | BRIREHE RETFES (3.1.3)
ARV N o)
- PBS
2 [F (21 BREIRR)
BALB/c = 7 A £H#E 10 cAF 01, 1ug PUEEAD (3.1.2.1) 42.1.15
i (91 FE) - ZERIEL SARS-CoV 0.1 uyg+7 ¥ =" b | THRESE? (3.122) VRCO02
s - PBS YR, RIETBE (3.1.3)
: 2| (21 BRERR)
VYT UNKAY | EEELS < AR 1. S, 25ug. 2[E (21 BRERR) FAEEY (312.0) 42116
— RYLB5E,/ RAETBS (3.1.3) [UTMBOI
i3 + AHl 25 ug Xi% PBS, Hi[E
VL £BES « A1 10, 100 ug PEEELY (3.1.2.1) 42117
i3 - PBS ’ THIRRSZE ™ (3.122) VRCO04
2B (4 ERERR) RYLBATE RIETHS (3.1.3)
7 5T £ 6 - AA125, 30 ug REEEY (3121 42118
v 23 - PBS , THRSE @ (3.122) VRCO7
- /v a—F 47 mRNA 100 pg RRYLBH, RAETEA (3.1.3)
2 [8] (48R
+ RH 100 pg, HiE

a)  FUEHRERA .
b)  BUBHRERA :

c)  KEE{LTI X

d) HBHEEA -
e) ABHREXB :
f) HEHRER :
g) HABHEEA :
h)  HEHERERA
) ABHEEB
) EEHREA
k) BEHREA
) BEHERIRAE :
m) BEHREXA :
n) FAEHEEA
o) HAEHEEER :

24, 48 RN 72 BRI

24, 48 RO 72 B

=8y VN

2EIB®E 13 B#%

2E|B#%5 18 B

2EIRZERTE RN 14 B

2EIE®RE 14 Bk

2EIB#HE 14 AR 1THE

1EIB%E5 14 B RO 2BIHE S 14 B

TANABRE2LHRO4 B

2EIH&ERTE RON20 Atk

1 EIE#E 1 @a1. %50, &528, 48, 68, 8 B#%., VAL AREER, 7THRV 14 A%
1B EHRE 8%, VAN RIEE2BRV4 B

| EE#E 1A, H50, %528, 48, 68, 78%. VAL REE 2R, 4HRVCT B
| EH#&E 68%
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< A% UEAT WS

3.1.1 HUREFEB (CTD 4.2.1.1.9)
3.1.1.1 in vitro
SARS-CoV-2 S # /X7 E19 Zza— FLIZ mRNA %, 7R 7 =2 ¥ 3 UREE% VT HEK293T
MBNICEAL, S Z V7 BRFEOERD 7 0 —4A kA b —TiHliS vz, ZO/RER, MR
CHURARE L, FURORBIL 72 R £ THRE ST,

3.1.1.2 invivo

BALB/c = U AZAKZHEIRE L, S X U7 EHREORERN 7o —H A F A M) — Tl &7,
ZOFER, WIRE U /)Eh 6B U 7o E HRARBNRHRL & OPERBUBNIRAERRIZ B\ T HURDFEER
DHERINT, PURORBREIT, BEMRRERR & 7ERBBMR D & TEWT 2o T,

3.1.2 AEEM
3.12.1 HifkEEAE (CTD 4.2.1.1.2~8)

AR EHOMIFERO S & o737 B ROHURM R O Fdt T ACE2 BRI 5 aTHE
ERBSHET &Sz, STUREFEOTE (ELISA 15) ROWHFHUE (2 — Ko A4 1217 B L <X SARS-
CoV-2 ZHWANL Y 72T —EBLHR—F 7 w4 XX SARS-CoV-2 ZHWA 77— R AE) | XX
ACE2 Xk &L OB EHEER (BEXFLE) 2R LEBERIILUTOLEBY TH D,

v 7 A% AWEERBRICBW T, ARBRGHOERERAT, S ¥ 37 BRFENTUER O Rk
(Va—RUANAREZRWIENAY 72T —FLR—2T7 viA) OFERERINT, /-, S 2o
7 ERRRAHUE, S1 & L3 ER BEOBUAR,. RBD R EAPLA T NTD 8 REVPLAEITE N FndiiE o A
BERTHRLFENHER I (CTD4.2.1.13) .

NEAY —F AWTZRRIZEBWTC, AERSZROBRERRT, S ¥ /37 E /RBD BRIGERD
PRIFUA (SARS-CoV-2 VB 7T — 7 /iR BRI, SHRAEMTWIToORETYH 1 BEE
E# X0 2 ABREECERETH 2, 2 BREHOFMFUEMIIOTNORETEH, EEELE?Y
DOHFFIFURE L D BEETH o708, &K 25 pg HEIREH CIMEHETH o 72,

P %RV EREBRIZBW T UAKIER % OFRIER R T ARIREIC L S S # 30 B REHUE,
RBD FRERMFUEIL ST # 277 B O NTD FrREHLAM, ACE2 RRPUAMER OFFHiE (2 —F
%4 VAL SARS-CoV2 HANFA LT 25 —BLE—FT v e AL 2) OBERERSNE, S
&Ry BREROGUER, PRPUAM A O ACE2 FEEBREREIX. W bAHKI 30 ng2 BIF 58, A<Al 100
pg HEIRERE, AHF| 2.5ug 2 EIEEHOMEICE <. &K 30 pg 2 EREHCRIEEMEY L9 bEET
Ho7- (CTD42.1.1.8) ,

19§ H R ERRMAMOMEEEICEELSED ), heptad repeat 1 KA A VRIZ2 507 0 ) VBBREET S LS IEMHiL-5%
4E D SARS-CoV-2S Z /30K

17 SARS-CoV-2 (Whuhan-1 #k) B S # o R BEEBFRUNLY 7 =2F—FLR—F —BIRFEBBALEL U FIA LR

® COVID-19 FBREM H V. BREIZ L 5 SARS-CoV-2 B DOFER%E 1~2 D AKB L 72 18~55 D K —6 Hl LEIR I iz fiF ik

9 COVID-19 RERENH Y . REIZ L 5 SARS-CoV-2 B DFER% 1~2 ZARIB L7z 18~84 D KF—42 ffilH HLER Sz miBR i
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v A% JE

3.1.2.2 THIBSZ (CTD 4.2.1.1.2~5, 42.1.1.7~8)
AFIEH# O~ 7 2O BRIV VL ORI MERZEKEZ, S1 RS2 XFF Rz L VgL

71, PAA
\_

H@Wﬁ&’?g’ééﬁ’:) ERRET LIZRERIZLLTO LR Y TH D,
FARFEE RO~ v AEIEHILZ BT, CD4 Bt T MBS ZE RO CD8 Btk T MRS A 23380 b,

Thl BHEEY A h A o (IFN-y, TNF-a& OVIL-2) 7% Th2 B#EY- 1 F 74 > (L4, IL-5 R OVIL-13) XD
bR TH -T2,

AFBE G DY L FRG M EAZERIC IV T, CDA B T MBS/ OMEL S CD8 Btk T MIRIS 2338

HiL, Thl BEEY A M4 > (IFN-y, TNF-aX OV IL-2) AFEH 5,
5 ROVIL-13) 13REX
M T HERRE ONT

3.1.3 BUSRFEBIC X D BYBHE B TFHBREORKRE (CTD 4.2.1.1.4~8)

AEEBRD<T A,

E%l

&

PRI UIE (FURA L RAF T Ly R T ARUY L Ta—d A b A b —

Th2 BV 1 b A > (IL4. IL-
NITBHERRUT ThoTz, Fi-. S Z U7 BRI X Y. CD4OL FEH. CD4 [
IL-21 EE4: CD4 [BE T Ml OFBENTED b,

NBAE =B OYVIZEIT D, SARS-CoV-2 BRFE% DR/ F40E T Boh R

ORFHERIIFR 6D LB THD, ZNODERNL ., KK SARS-CoV-2 (x5 2 RYL5H,/ RIiE
TR PHER SN L RFEFIIHEH LW S
#6 HEBRBROEROEE"Y
94 ARORE - AE. ERFBROPE &R
(I %/ER) A N AR T CTD
BALB/c]  |AFI01Xix 1ug% 21 Bl | 7A/LX RNA (B UEEA) - 42114
~ U & T 2 B AARES 01pug BT, VAU REE2 ARV 4 BROMBECEBENOWTR T 74 | VRCOS
i AH 2 EBHRE 4 BRIz Y | ARBHERM, 4 BETIVIEECh- 7, g BT, YAV RIBE2 B
(# 20) 2BI{L SARS-CoV-2P (1 X10*| %% D BIENIZIRIE TR Sz 28, %hu%mxﬂ"hmﬁmﬂ# BRURIET Mﬁ
PFU/body) % SREN#EETE HRAUT TH-T-,
fittf (7 AV REBRE T BE)
FRMERH R TIL, | EEREMHMORRES LSRN, 0.1 pg R 1 pg B (1
PE&#ER<) TiX, HIOORTRIZIA LN 2T,
iR FRORE FIRE : YAV RBE4BE)
FEtEXtBBEE T, PEE~EEORERR. VA L AHEBEHRA T E At
B L, _
0.1 ug BETIX, BE~DPEE, | pg BHIIBM~EEDORER RATRD S,
HFEEEREM ORIERISITRD ST, U1 W AFRBEMEOBD ITHEKE B R
HHl,
BALB/c AKN0.1 XX 1pg % 21 BREKR| 74 VA RNA (HRDEBRA) 42115
TR <2 BEfRARNERE 0.1pg BT, VAN RBRE2 BRV 4 REOHRVEENOWTFRTE ¥4 L | VRCO2
i AH 2 BIBHEE 4 BRIz U | ABBRB SR, Bcii4 BRTEVEETh =, 1pgBHE, 2 BRICHEK
(#f 10) ABIME SARS-CoV-2® (1x10°

PFU/body) % SMIENEEFE

BITY A AR S B TR Nk | flxbRE 4 BEZIZITRE
RFLLTF &R o7z,

itf (CANARE4BE) -

FetERFRRE, 0.1 pg B (1 IEZERS) TIHMEMOFTRAZONIZR (0.1 ug 3
VIREMERTIREE K 0 LB | 1 pg BECIIMHM 0BT RIZH b s o7z,

M OREABAIRE FWMA : VALV ARE4BE) -

FEEX BREE Tl REEN L HEDORIEFRR, 7 A NV AFURBIEMIE S OV FE A%
ZRD LN,

0.1 pg B TITRIENFR
DEADBRD LT,

1 ug B CTHRENRBD b7od,

WD BT B3, IEMER R RE & LB U T U A L A RURIS AT

AN AFURBHERIIEERD bhikeh o,
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m

~ A% 7R

(Kt 6)

- AF 100 pg % | BIFHFARNE
5

A% 2 BEHES 4 B (EE
BERHIRE 8 E%) 12 USA-
WAL/2020 ¥ (76 X 10°
PFU/body) % RERUREN
B

RUBHEEEIELS L,
#£ U4 LA RNA OB EIEK

B5E Bix 1EBE 2HE 4RBE 7BB
A&l 25ug | BALIK - 3% 0 1 0 il
g7 | 24 4 451 1451 0 151
AH 30 ug BAL & — 1 % 0 51 0 %
B2 7 |04 115 0151 0 5
A# 100 pg | BALIR — 0 %l 0 1 0 i
(B[E) BEzT T 0 %l 2 5 0 15 0 i
& % %t BR | BAL#K — 6 % 1 51 0 il
(PBS) Bexv 7 3 5l 4 15 2 1

MORERBRENRE (BB 6 Fl. HIHRE : VANV ABRERT~9BE) .
XTI, FEALEEORENBD b, 2FTYA AV AFURESRE S
ni,

25 pg BT, ERRVWXEBEORENLRDH O, 3T A NV AFEFR
Hant,

30 pg HETIL. RIENRVITBEOIENRD L, VAL ATURITREEh
ehot,

‘[ 100 pg BEIEE TlE. RIED LW ITBREDORENBD b, 267 AV AHE

PRIz,

i AEORE - AR, ERREROBE e
(BIBUEE) A NVRBRBEFIE : CTD
YUT | AF2Sug F 1 EFRAZE | U/ LA RNA (FRGERN) - 42.1.16
AR E | EFRL SXE2Bugx 21 B | VAL RBE 4 BRICE, 2 EREEOWTROBEETH YA LR RNA [3#H | UTMBOI

(H 15) ke < 2 B ARNES R T Chol, TANRERIOEEL 725 sgRNA 1T, FTIX 1 pg B0 1
: ZERE. BRHBAUT. BB N CIIEMETBE L L TR Lz, EEREH
AF2EBEERE 21 Btk (BE| G2, A4 A2 RNA T | flEREBHBRUT Ch o723, sgRNA XM VS
BEBIIAARS 42 B%) S| BAonFnbBEanz,
USA-WA1/2020 # (1 X 10° :
PFU/body) % BIEpiHETE EORBEBGFORE FIRE AV RBE2, 4RO 14 BE)
PR BEETIE, UANLRIEE 4 BB LV PEEORENED O, 74 LRI
T4 RBEETHRELE,
AH 2 B SR T, RIEHBEI ) OBREARETh- T, VAV ARE 4B
B TA AV ZFESBRE SRV T ThickiB & niz,
HEHEH TR, BERFICOEAMORE LIILBEORENZD b8,
FEMERRE LV DBEThH- T2,
T E | AH 10 ik 100 pg % 4 BE | VA2 RNA (BEESHD 42117
(M 8)  |FRT 2 EfFANRS | ABBEOWTRORBTHRMEMNBEELY 704X RNA (sgRNA) = t'—3k | VRCO4
Al 2 [E B &5 48%12 USA- | R ORHSMHEIIED Lz,
WA1/2020 Bk (76 X 10° £ YA/ A RNA OBHEEK
PFU/body) % BIERUREN || B 58 Wik 188 2BH 4B E 7H8
wiE A# 10pg | BALEK — 1 41 11 0 51
BiE2D T | 44 5 451 2 f3i 0 51
A% 100 ug | BALK — 1451 0 1] 0 {5
BiFExU7 | 34 0 51 14 0 fil
Fa ¥ xt B | BALK — 8 1l 4 451 15
(PBS) Bexu7 | 64 6 4 151 0 i
Wi OREAREZORE (BB 46, SBRE : VANV AEBE%RTXI8BAE)
FatEst BB ROE & FIR IS PR D O EE ORE., I REEMIZODZENRYD
L.
10 ug BEIRGE & RRICBREDERRD b, 1A AL AFESRE SN
7o
100 pg BITEA OO RBEFM AR UV A LV ARERBD D leh o1z,
T HAFFNL RKH 2.5 XX 30pg & 48HE | VA VX RNA (FEE6H) 421138
R 2 EfHARNES FEFEOWNFNORBTHLRMIBEEL Y L 71V 2 RNA (sgRNA) = b°—#k | VRCO7

a) WThORBROAKEETH, S ¥ U A7 EBENAEROFFIFEEESERIN TS (3121 88) ,
b) BRI SARS-CoV-2 13~ U RIZBY LRV, = T RAERERT 2 L Bk ShiBs Wb iz, ZOWiTER~ 7 AERETS &
BREOEREZFREL, @HvUATRIVEEOERZRT (Nature 2020; 586: 560-6)

3.2

LMK

FEE V- ZEMEERIERBUIER S TRV, AR OREMEIT, T v MEREEEAR

(CTD4.232) . AFERAEMERER (CTD4.2.3.5.3) BT 35— REEBSE CIH S, B

COVID-19 7 7 F &5 /LT i _ R mE S T 581

16
_ HEBAGRICER

FEIE. K

LREE




< A% JEFT AT

HHEHIC L 50 MER. MTRER, PR RSO A ISEE~ D FEIIZRD LTV AR L BB LT
%,

3R BRI BB
3R1 AR OERBEIZOVNT

M, AR OIEFRMFEIC DV TS ISR 2R, BEFIRLUTOL S ICHH Lk,

AHNZ, = 7 A~OHARNB G2 L0 EEE O S ORMRMIIIZ S Z Loy BHIE ORI (3.1.1.2
Z) | BEHWET MBI T, SARS-CoV-2 FFEMFUREEAEI QN CDS it T MIAZ K& Ut CD4 5k
T HRISZE %358 L, SARS-CoV-2 BREEIZXT 2 —EDRREHSENHER SN 312 K313 &
)

AANIHURIRTAIIZER Y A i, BAREZREEIEELT S & &b HIE + TIEAHK O mRNA
NEEREINTS ¥ o 7 BHERRET A, S ¥ 7 GBI, BRMEROEMELIZL Y B HIAE
O'T MR ZEMEL T2, BARIZK Y EAINIHREIE, JIERVEHOUVA VAT, HiERGFR
) CDS8 [tk T MM KB DRI A2 ERN L5 2 L T, BRI TPHOIRELRTEELLND,

I, ARIOEREFCET 2 RFEEOBRHEZ TR L,

3.R2 FEREMY X 7o T
BT, ARERIC L AGEIREIZL Y . SARS-CoV-2 RRYLREDIERMN T 7 F L FEHEfERE 1 0 & 143
THYRY (REBERY A7) IZ250WT, BFEFICHALZRD, HEFIILTOI S ICHALE,

U 7 F v BER BRI, Z o0 EERIBEF A 5TV 5 (Front Microbiol 2018;9: 2991, Vaccine
2009; 27: 505-12) , —D>H O#F L LT, HIEIRRGERZ e E SRR UG L 24 ek &
HERER A SR RERMARIZ LV, Th B RfEREE5 &R ITIeNBEL LN TWD, Th2 B2
BEIGE L LT, IL4, IL-5 ROVIL-13 OEfE, FHERE OFBEREE L ML 5 BT KE, REEA R
DILEFWT O RIER OAELZ R L TIFANEDOND, ZoHOMF L LT, HAEE2ETS
DS FRFIE DR HURITER 3 2 PR IE 8 (ADE) 838 2 b, YUEEHUEROFE ALY, Foy
RBEEENLIZTANAOY I 0T 7 —D~DORAMEE SN, VAV AMFEININE LERELE S| &
ZdafBEME R STV B,

BEHEOBYEL AV-RER T, AFIREIZLY . BOPRIEER O Thl B2V A I A v OREEN
RO B1228K) £, vV AORBRIZBWT, ABENCXVEA SN 1gG O 77 T XX,
RBIBET NV L INAT NIV AT Va iy b ERREZHEZAEDETZEORERG & L T,
Thl 172 1gG DY T 7 T ATHDH Z LR ENT-, AREREE O~ VA, NARZ RO %
W BRERBACIL, A L X EORNIEERD SR P. ORISR T b . B RRE & i L
TRIE., REESEROILE K OGREMIRE OB 2580 i, FHER & O REEREAL OFEE 22 RAER
IEHRO BN o1 313 B8) , U LEORENS, KRB OB S ITARFIEREIC X 5 R B
Y A7 IEWEEZ B,

B, BHOBANLOBBEORMSY TAT AR, b NCTORBHERY 27122V TIE, 7.R34
TH| & /atd 5,

17
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< A% JEF BT

4. FERRRDBIERBICEE T 2 BE R ORI T 2 BEOBIK

AHN I AIE 2 V- FERR PRI B RE BRI XM S 41TV 70,

YA NATORTANAD 6 FBEOFEL L 308 (gB\ gH\ gL\ UL128. UL130 X (XUL131A) &Fh <
Na— K942 mRNA (% mRNA OREEE1:1:1:1:1:1) %, AF|OLNP &R UHERD LNP IZ
¥t A L7z mRNA-1647 %mb\téﬂiw\%ﬁﬁ%ﬁwﬁk‘* Hj Ihi,

v b OMERUHERET D mRNA ORI DNA 2RV AA T Y F AL = a vk (TE“E'“F
FR : gB &Y ULI30 % 22— K9°5 mRNA Ti 0.05 ng/mL, gH. gL. UL128 X (' ULI31A 22— KT 5
mRNA TiX 0.01 ng/mL) {Z &V BIESNZ,

BB, BZERRORVEY . PK ST A —Z T EHETRE LTV A,

4.1 47m

41.1 F v bOEEANSM (CTD 4.2.2.3.1)

Sy b (S5 BiI/MEE) 12 mRNA-1647 28 6 FEH D mRNA DO RNA & LT 100 pg HEIFHRNES
CRBREIED) S4L, B ERTROMEE 2~120 BEll# & CO 7 Bz 3\ C D R OS5
(BEEAD) . B D 38, Y 30, BN, IR, BRE. O, B, BhE. IR, Mg R, B X

UZERE) O mRNA #ENBIE Sz,

M4 Crd, mRNA-1647 Z T 5 6 FEEO mRNA TV TN b &5 2 Rk icR & EE R L, ¢B. gL,
UL128, ULI130 T} ULI31A % 22— K95 mRNA (335 48 BFEZICBRHEBRUT, gH 22— K35
mRNA [3# 5 120 R 128 HIRFUE U R LT & e o 72,

HLHEEH O mRNA 1, BRRUAOT X TORFHEM TR 72, mRNA BEIIFHA (5580 . B
Y L oSE, WE D Lo, IIEOIEICE < . Zh S OMBTIE 120 BE% T HLRBTRETH Y . miE
B AUCo. (K9 B Rk AUCo. DELIZZNE 4 939, 201, 62.8 XN 13.4, THARFWEHT (6 FEFED mRNA
DO INBHI O EHHE) X2 14.9 BEREL, 34.8 B, 311 BERIR OV 63.0 BRI CH » 72, T OO
T 24~72 BRI N TR & 72 o 72,

4R BB ABEOEK
HEINTZER RO T ORI, #EIE, AAICBET 2 IEBREDEREIC, FEROMEIX WS
L7z,

4.R.1 FH|OIFERREYBIRICOVWT

B IL. AR OHEEENBIEC ST, UFOX S ICHE LE,

ARRFERFICIR M U 72 JERR IR M BIRERBR O 9BRYE TH 5 mRNA-1647 1L, AFNZE £ 5 LNP & [F]
UBEHER OFEALD LNP IZ mRNA 2H A LZRAITH S, BF . mRNA ITERRICERESID &,
AR OERE &[RRI SN D25, LNP ICEH AT 5 Z & T mRNA BR#@ &S Z <M
FAMICEY IAEN, MRENTE /X E%%’%ﬁfré ZEMAREE 2B, DD, LNP IZH AL
mRNA BFIDOAKENENEEIT, HASN TS mRNA IZ L B8 EA2 %152 L7 <. EIZ LNP OFERERK
& XRFET D L& 2 51 (Mol Ther Nucleic Acids 2019; 15: 1-11, Nanomedicine (Lond) 2016; 11: 673-92)
TN OMAK L [F% TH 5 mRNA-1647 DAEBANSAREBROFERIT, ARIMEFRTH DL EE X T,

mRNA-1647 % 7 v MIFHRNERE LT & OAERNSM %27 L 723 BRORER (4.1 2/) . mRNA 13X
FIEETNL RN o 3Eie o L, tMOFHRARNERY 7 F 0 ERBRIZD U XREN L THOMTEH I &
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< %L /T T

DRI NTz, £, ZOMOMEE~D mRNA O3 bR LIS, BEEAL, U o/ Ei R UL,
SO TIEN TN mRNA %5 24~72 B £ CICEBRTIRARE & 72 o7,

AINRD & 3BV | mRNA-1647 OEENSHARBROBRIIAANAFARETH S LEZONDZ Enb,
AFNOAERNGAIIL mRNA-1647 & R L HR SN S,

I, HEEORALZ TR L, 1BH SRR EMBIERB SRR b AR OFEMERBRMEIZ S
WTT—E DOFERITFIRE &Ik L7,

5. EMRBRICET 2REROEEICIKIT 3 EEORK
AANOBMZTMT HRBE LT, A E AV RERSHEERRE CERBRAESERROM, AH|
CIXRRDIVANAZ LR B a— KL mRNA %, AH|D LNP & [F UMD LNP (23 A L 7= 8|
(UF, Moo mRNA-LNP 841 ) # AWz RERSEERREORBEIRE SN,

51 BERSFERBR

AFZ AW BRI S EERBRIIER SN TWRWA, AFIOHEREROZEE (2SN 13, 5
v MIBIT D RIEMANKRGEEMERER (GLP @A) (CTD 4.2.3.7.7) OFIEHE-% OREEREN b FHE S
. AAREIC L DT L, FABRERAIZBT 2E, HIESNRD LN TV,

52 REH#LSHERR
521 AAEAOERER

AAZRWZT v MBI 5 EMANE L FERSR (GLP# M) X 2021 4F 4 A 26 HERR TEEH
ThD, YHRRINC, AAEFANT, 5v MIBT 5 REHRNESREEMER SRR (GLP
B NEMSNE (ET) . ERFRIE. BEHICRIT S RERE T T,

£7 FRERAVERERSEERR

N F 7T ' A& \ BEEE P
ik #H B 5 (ug RNA/body) PR (ug RNA/body) CTD
. AR ERRE | FH72 L
JERE g 2 AR QB 2309 : BB OBIE, HBRE B
Zv b + 0% . 30. 60, 100 |_.
(SD) 2 KK 13 BB O FEER OB 42377
EEHE : HY

a) ABR 1 RU22 BIZ, 200 ul/site TREBEBIZZ &
b) 20mM kU A, 87mg/mL A7 B—ARN10.7mM BifEF F Y U A EE KB (pH 7.5)
c) HER3S5 BIZS # U 0 BT 2B ENPIBREENHER SR TS
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~ A% J @ RET

52.2 4> mRNA-LNP 8% AV 7=k
fth®> mRNA-LNP 8FIZ AT, T v MIBITAKEHANESEERER (GLP @) BEHmIN-
(£8) , FRFRIT., HEWICB T AIRERELTH T,

# 8 fhd mRNA-LNP 8F AW RERERERR
e \ EENLE wAHER
BSHR | (g RNA/ body) ' ERR (g RNA/body) | CTD
=130 BEHNOMERRORE, BMEK, F9
HREOGFEEEROEM, 7 4 7Y /5 0Em,. iF
Hla o ZEka{k 129 4232-1
129 : IP-10 &2 U MCP-1 O #8/n »
EEM : HY

R
WE

BE
R

137,65, 129, X
I3 PBS

ENA =107 : FEEMEORED . BEBMOERRV
1706 POE,. BMmBR, FPER, BHER, FEERE KR
Ye@ a0, APTT DIER, 747V /5w
109 . 50, 100, X|o#Em, 7 v —HlEOEX

{X PBS =50 : BIBREDOIER

100 : IP-10, MIP-lo. U8 MCP-1 /Y | ATl
D NEEF LR/ Ao

438 3EY) ElEE : HY

100 42322

+ Z 1007 B S OERR ORE. AmEk, &F9
PREE 2 AR B, FEEERE KRB RGO, 7 7Y
77D
=50 : REHMEDOHD. APTT DER 150 42323
150 : IP-10. MIP-lo R TR MCP-1 #8A0 Y | AFHE
i3 . fanzehal
7y b Bl - &Y

mRNA- 102 . 50, 150,
1653 X% PBS

(SD) 210" WEEMLOERE ORIE. FPERE U
EEEROWEM, 747V X OB, APPT DIE
. 7 vy 3—HlaniEXR

=30 EERRE O AMEROEM, o-BelEEES v /30 96 42324
B, s usur Y IL-1p RO IP-10 O
my | AFfeRao =l

96 : ¥ETE LA O BT

mRNA- 10% | 30, 96. X
1893% I% PBS

=89\™  (KEHMEORY, HBE5EAOIERR,
RIERORIE, FPER, (R R KR EREM
mRNA- 897 . 27, 89. X (RN, a-BEEFESY LNV BROTZ 4TV /Y
16479 1% PBS DN, APPT DEE

. . 227077 R uT Y OB
638R (4fE1) 89 : M/MRODEA . 1P-10 KO8 MCP-1 (ORI P

89 4232-5

o 296'™ : HEBMLORE. HEEEROEM,. 7 1
b2 R ZY ) B DR, OS]
mRNA- 96" . 29, 96, X |=29: HEMLOMER, GFHEROEEM, o-BElEEE
14439 X PBS BURIBERR w7 azar ) O,
' APPT DEE
96 : EFILEROIEAN, M/ MROBY, 1P-10 O/ P

96 4232-6

a) PHIANART T F

b) E FAFZa—F VA NARONRTGA TN FTALNVRIBIT I F

c) VYA MAFOTANART I F

d) B 1. 15 R029 BT, 200 ul/site THREEDIZ 5

e) B 1. 15, 29 RU43 BIT, 200 pL/site THREREIZ I 5

f) 20mM b U XEBERR 8% A7 a—R (pH7.4)

g BmM rU R T%TEELLFY a—A RO mMDTPA EFKIEK (pH7.4)

h) 100mM R YR %7t Lr7 ) a—LKR0 1 mMDTPA 8 KEK (pHT.5)

i) 93mM hU R, 7%7 et LY a—nLkU60mMELT ~Y v AEEKER

j) BB 30 R1M 43 BIZ mRNA 33— R§ 37 U BRROFKEESERINL TS

k) PBS R U'EFAEHOLBIE

) HESEEOLGHEBIIICKENSRD N, AFTRIL. BEREN T v NKBNEF -V BRETH o0& U RERET
HY. Ty FERAVWERRRIZBEFOLO LHET IR TW3,

m) RER43 K57 BIZ mRNA B a— R 54 V30 BRRFREEENERIN TS
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ey
i%l
e
&

53 BEEMERBR ;

AR % AT BRI I S TR As, D mRNA-LNP 8% % V72 in vivo B {mEMR
R, KOBHNA (SM-102 XU PEG2000-DMG) % VM= invitro RBROFER (R 9) 2B 2T, K
FOBBEEMENFTM S N7, mRNA-1706 Z V7= in vivo /NMZERBR T, HEMDOAR T, HiELRAEX
JEHED IRV EE 22/ INE DEEINAFE D bivlz, BEITRIX. BRAEOHIRANELE TROONTZHDOTH
V. BIKCOME - - AEE2BEx2L. BOTEVBEBRT COMRLEZOND Z 0D, HHEFN
BRIMEVERFEZFITHAL D, E5IT, AAICE TN D mRNA IZRARBLOZEE) CER S D
Z & HEE (SM-102 U PEG2000-DMG) @ in vitro SRERIZ I 1T DR R LB E 2 T, AFIDE
EEEOE FTOU X7 TE NV E BFEE I LTV A3,

£9 RESERR
- . S9 invivo : FiR (mg/kg) HER | TR
R ] HERR .
HROE  RROER RERR L) in vitro : BIE (g mL) i | CID
- B EIEFIRN &S
RNA- . £
T7o6a> in vivo INERBR HERES ’/‘;E (SD) 0P, 139, 26, 529 Rtk |4.2.33.2-1
" 0”06, 13, 269
FRXIFT R : + 0. 1.58, 5, 15.8. 50. 158, 5007, 1581
J— TA98. TA100 (3 B P 50007
T v
iﬁgfa‘éﬁﬁgﬁﬁﬁ TAIS3S, TA1337 - 0. 158, 5, 15.8, 50, 158, 500, 1581" fak 423311
N I P
SM-102 |in vitro WP2uvrA
+
; 0. 163, 286, 500
w| I( H N N ~
li?Liﬁﬂg?ﬁ%;ﬁﬁb\é b RSB Y o oSER (4 fﬁﬁ) etk 14233.12
0. 163, 286, 5007
(4 X4 24 B:R9)
RRIFTAE + )
WA S TA98. TA100 (3 AE) 0. 50, 158, 500, 1581, 5000
BEFEA R | TAIS3S. TAISY fatE 1423313
KIGE : 0. 50. 158, 500, 1581, 5000
PEG2000( WP2uvrd (3 BRE)
-DMG +
LRI 3 5 (4 BER) 0. 163, 286, 500
i flv b R oRAgMm Y o SER : Mett [4.2.3.3.1-4
B - & ) )
(4 i 24 B5E9) 0. 53.3, 93.3, 1639, 286¢ . 500¢

a) PHIANRT I F

b) PBS

o) ®’E 24 BET% : p<0.001

d) #5 24 BERETE - p<0.01, #5 48 BERIT : p<0.001

e) X5 48 Beifk. FAHFRICHBR/MEOEM (p<0.05) BAHbLNER, FRT—FOHENTH -
) ERHEOHLSHY

g) 24 BERALERTZIZ SO EFAET CHlIREMESH Y

54 BARMERBR
AHENIEER COERN 6 7 AU LR SN D EEL TIIRWZ b KEIE AV 22 AR
EiT-Y (I QAN
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v A% JERF . AP

55 ARERRAFMRER
ARERANT, =7 AR D EMRBEFREARSE M SN (R 10) o FAKSIC L BRI
O A~D LM EOBSITIR W & HEF ShTWn3,

F 10 SAWRARERR

REROER RER | &5 | K5HM HE ERFR - EENER AT &R
R (ug RNA/ body) (ug RNA/ body) CTD
B
SR OERETO 1009 - 2L EE (—axEME.
s .
TEERA, - RE | M 222 28 - AERERE) - 100
FAE. HERMROHAE | 7o b (AN ~EKI13 B 0® . 100 YOG - 42353-1
& ORAELNCEED | (SD) @E) 1007 - ARy E BT - B2 : 100
R FI HAER F1 4R : 100
1009 : 2L

Ca) ZIECHT28 RUN14 B, IR 1 ROV 13 BIZ. 200 pul/site TREEHRIZIR G

b) 20mM kU X, 87%A 7 2—2R_ 17.5mM EfEE) b ) v L EHKEK (pH7.5)

c) RBRI15H (ZEAT14 H) . R 1. 13 RU21 B GFEORME) TS 5EE 21 ARBIT2BEBHICRNT S XV /R BRFR
R AR S, ER21 B GEEURR) oORR. RUSHEZ 21 BO FI BERICBWTEBEYN LD S ¥ /37 Eff
BB BITARDO ATV

d) AFIBEEFED Fl HARKKBOWTERIMBORBRAFEENNRS bl i, YEFRIZ. BBo—-RiyREEICEET S
“RAREETHY . BEFHERIIBRVLHEN TS

5.6 RFTRIBERBR
AK| O RBETHRIEMEZ . > mRNA-LNP 8412 VW= RIEH RN 5 EM B (CTD 42.3.2.1~6) @
RN LM E L, BEMAICEEMED H 5 REMEARD 5TV D,

5R HEIZRIT ABEOEK
BHENZEBEOUTORE L., #iEL, BESICBWTARIOBZEICREROBREIT D &
L7,

SR.1 REH#EFEICONT
I3, AR ORER 5 EMEZ | thd mRNA-LNP 85 % AW 7= K EH AN 5 HERE (CTD4.2.3.2-
1~6) ORERHAE (522, £ 8BM) TIMAAEL B X 2HBEZFATH L O REFEFITKD, PFFEEHIIU
Tk 5Lz, |
fth > mRNA-LNP $#| % v - KIE A NS5 BB (CTD 4.2.3.2-1~6) ORBRAGE CAA| O KGR
HEMSFHEFTEE & %Zéﬂﬁliﬁ?@ LBV THD,
@ AFHI L. 0> mRNA-LNP S 0BIEFE SLETRE, MEEBROLEEEEIRETHD L,
@ LNP [Z# A L7= mRNA OAERNSAIL LNP OMRICEEIND LEZ LN 4R1 BR) | FHIK
UMD mRNA-LNP HKIZE& £ D mRNA (X, WINbofm LEsRE - ki THRS v
B LTHREN, AFROGREIREZERTHEEZONDZ &,
@ KEHANE S BHERR CHER SN HRYE O MERBRAE O mRNA OEEERSILS, A
&> mRNA-LNP ®ANIFAS EEZ H6NDH T L,
B, ETFOARFE ROV EHANESEERSR (GLP @A) Tid, 2021 44 A 26 BRATE
2t FOBRIIRD bRV R, BB THR, EBONCHRBRFERZBEICRET 5,
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v RX L JEPT R

FEMEI. fh> mRNA-LNP A% AW e KERRAE 5EERER (CTD4.2.3.2-1~4, 423.2-6) 2BV
R Wﬁ&oﬁ%«mﬂﬁﬁﬁwgné:&#6\xﬂﬁﬁmiét%fwﬁéﬁ%ﬁ%¢5;5$%
FIRD, HEZEIIUTOLIIC, WTFhOFTRbE FTOY X7 Z2RETHLOTIIRNEEZD L
T LT,

O AiE~DREIZDNT ,

mRNA-1706 % V723888 (CTD4.2.3.2-2) IZB\W\T, AT BHIREESE (BRI ~EREE) A%l
RH BN, YT RIE, HRWER 5 RPN L 7= SRR B L TR b 2k
b SIEMEL OB L AMUNBEOEIC L > TER SN L X 515, /2. mRNA-1706, mRNA-
1653, mRNA-1893 & U' mRNA-1443 % fV &38R (CTD 4.2.32-1, 4.2.3.2-3~4, 4.2.3.2-6) TiL, IFHl
RaZEfa b DRBEEMATED iz, WTNOFTRLEEESRES b, MiRAECEHREICRNT
P BEE U723 T A =2 OB L bRBO LNRD o7 Z &b, BEEHERIIERVNEEX S, F/-,
AHNEFEIZ LD 8 FTOZRMIZOWT, SRR (mRNA-1273-P301 3RER, 74 208) T, FF
TREROBEEFZOREBEHEIIKME (0.1%UT) THY., RABEL 77 ERBECTHLMRERRD LN
ot
Q@ RKE~DEEIIONT

mRNA-1893 % iV 72588k (CTD4.2.32-4) B\, BHEEFOEMMEX @H~8E) NEHE
BECERD b, MHFTRICIIEE SRS b, WEUAOAETERE (S, MR, BEEE o
BENOWEARTREBER COERYER G L 2RO o1 oTe, TNHOFRRNL, Y
TR, HBRMERSICEAR ML RIZERT S D EE X b (Toxicol Pathol 2013;41: 560-614)
HUEFMEZRITENEEX S,

B, BEEOBAE TA L, RRIOKEFANEEEERASR (GLPEA) ORE2HEERTIZ L
ITMETH DN, BRFRTIX, AADOREREZMEL ., L mRNA-LNP #41% AV - KIEHANER 55
PEFRER (CTD 4.23.2-1~6) OREBEGE CEFHET 5 Z LI ANFRETH Y . AFOKER S EIHITHE
DREEITRVEE X B,

6. AEMFEAFRBRECEET20E, BREEABRICET 3 R Wi 5 B E 0N
6.1 AMEAZERBR OB 50Tk

BREDN—Z 5 A VD T A NVAEROFEMIZB T, EF O 7 A VA ELRF D RT-PCR HEIZ K
D, MEROFRX 7 VA Z R BEREPERIEFRNEEZRNA L 7 oA E D ZNZERAIE
Iz, RO\ TR E O MiEH O SARS-CoV-2S ¥ o /37 B RAGHIAD ELISA .
HFnPLIARH SARS-CoV-2 BEFR 7 BfERE (USA-WA1/2020 k) % HV =~ A 7 o thfnik (insitu ELISA) (TAK-
919-1501 X5, mRNA-1273-P201 35k &% () mRNA-1273-P301 &BR) KUY a— KU A VR E WLy
7T —ET vEA (200003 RE (101 RBR)) X VW BIEENZ, T2, MREMEREOFMICB VT,
20-0003 FBROPERE O MK K 0 ARAHEMLEAZER DS 98 S 4u, CD4 KX U8 CD8 (B T MG Z A3 MR
YA M IA UBREIRIZE D BIE SN,

6.2 RIRFKERR
AREFITRBW T, BREERBRIIE/R I TV,
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v A% TEF . TP
7. BRERMADER CBRRHZEMICEET 2 TR BRI 1T 2 BE OB
iR OZ2MICBET 2FHMIER & LT, £ NIRRT 4 HBRPEE SN,

: £ 11 EBERBBROBE FHERED
E i RERA Lic] PEE S B EFIEK Rk - HE HEED

(EHE) HHY
Er TAK-919-1501 I/ |20 BREAED | AAIBE - 150 F] (20~64 5% 100 . =65 5% | AF 100 pg L7 7 | Eotk
BN - 50 f5i) tAR% 28 HEMRT 2| RERE
77 REE S0 i (20~64 7% 40 B, =65 i | Bl AETE
10 451) ‘
o+ 20-0003 (101) I |18 ML Lo | A&l 25, 50, 100 pg #¥ : &8¢ 35 (18~55| &K 25, 50, 100. 250 | Zatt
CKE) - IN W ASHl. 56~T705% 105, Z715% 1065]) |pgOWTFhhk 28 B | Gk
AH 250 png BE - 15651 (18~55 5%) kR C 2 B AR
mRNA-1273-P201 | Ta |18 BELL LD [ AHl 50 ug. 100 pg B : 8% 200 5 AF 50,100 pg X7 | £
A 75 REE 1 200 5 FEROCT N E | RERME
(WFhoREd 18~54 5% 100 I, =55 5% |28 BERT 2 BIHA
100 f1) : HBETE
mRNA-1273-P301 m |18&LlE | AFIEE : 15,000 i AF) 100 pg X377 | BHihE
7°Z 2 AREE 1 15,000 51 ER% 28 BT 2| ©&tk
Bl P TR SERME

7.1 ENE I/04RB (CTD 5.3.5.1.4 : TAK-919-1501 3Bk, FHEHIM 2021 48 1 A ~fkgeh . 57— &
Hy hA7H 2021463 8 31 B) |

20 LA O BARNBEAZ SR (BEFIEL - 200 B (AL 150 1, 77 REES0H)) 12, AFO
TRMEROREREORT Z BR L LI BEA(LBIREER Y 7 2 AR I ITHM ILEERBR A EN 2
BTEBINTZ, BB, $HRE, T WNERUFHERYFITERIL SN, «

R - FHEE, BRI (RHF 100 pug X7 7&4F) %28 ARIRT 28 (Dayl XU Day29, 2 EIH#
EOFF AR Day 29~Day 32) . fIARNERETHZ & & &,

EVEZ AL S 37 200 B (ARFIEE 150 B, 7" 7 &R8E 50 61) 2612 1 BILL EIGBRIEAERE i, 261
FAS R OVZEMMAT I RER & Sz, £7-. FAS ® )b, FENIEE S HBINICIERIED 2 [[182
Fax %), SREMNOFMCREL 5 X 2 ERRIEREMEE) D OBB0 1R FBANCHES L
TR IR L S 7RI IV CRMI AT AR SRR R T — 2 2380 D 196 B (ARHIRE 147 i, 77 &R
BE49 ) A PPEM L I, REFEMOMNTIISRER & shic,

MO EEMEEE T 2 Day 57 (JRBRIK 2 [B] B B4 28 H) @ SARS-CoV-2S # /7 B R
FIFLAMO GMT, 1 Bl B EREATNCx 5 2 [ B #fE% 28 B O GMFR R UWUARGIEE T2 Eh, K
FiEE GRIZEFIEL 147 #1) T 813.05 [759.31,870.60], 1009.25 [865.11,1177.40] K TU*100% [97.5,100.0],
77w REE (49 1) T 0.60 [0.53,0.681, 0.90 [0.83,0.98] K 1N2.0% [0.1,109] ThH -7z, 723, SARS-
CoV-2 {253 2 FFufiffli (SARS-CoV-2 & A\ o~ A 7 mthfnik) (ZRIKFHMEEE & S,

ZEMICOWT, BEHMIILUTOLRY L &hi, AFEFE? OFERDL, THY 7 F OBRKRR
BB B REIZI T D FDA A # X (Guidance for Industry. Toxicity Grading Scale for Healthy
Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials. , 2007 £ 9 A) 2¥ Z—#kzT L T

0 BERERHEEICEE SN ZEELER LG E. BRE | B BERERNIC SARS-CoV-2 BRI N6, KU Day 57 DR
EEMAL O 72 H ORM A 2B A '

W EETRERBE» S EETREUE~ZEL, XL, X=X 74 06 4 EUEER LEZHEREDCES

2 FRTOFEESIE MedDRA Version 24.0 # WV Ta— KX hiz

2 https://www.fda.gov/media/73679/download (B #REFR B : 202144 H23H)
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< A% v JERT PR

i < A7z,
o UTORNERESESR . IFBRELEER%L 7 BE T (Day 1~Day 7 & U Day 29~Day 35)
RpTtE GEREAD) - Bdm. ALBE - 2R, JEIR. 8. ROV L/ SEifE
S5 BRE. R, HRE. BERE. BO - EH, BE RURE
o ETEAEES (RREKEEFER 7 HE CEBITABREAEELEYHRL) | IRREAEEER 28
H¥ T (Day 1~Day28. Day29~Day 56)
. EERAEES IR | BB G 2 B BEEMEE 12 VA ET (Day 1~Day 394)

BRESEEER 7T HE TIIRALLHFERETERER 2 1I77,

#12 HBRRSEEER 7 HE TR IREFTETFR (BN 1501 RER | RSMITHREMR)

1 [EH 2 [EH
AHFIEE (N=150) 77 R EE (N=50) AAIEE (N=147) 7T EE (N=50)
n (%) n (%) n (%) n (%)

B (EHEN) OFERESS

F_T 129 (86.0) 5 (10.0) 125 (85.0) 3 ( 6.0)
230 124 (82.7) 3 (6.0) 125 (85.0) 1 (20
FLBE - R 3 (2.0 0 26 (17.7) 0

ERE 16 (10.7) 0 24 (16.3) 0

35 9 ( 6.0) 0 19 (12.9) 0

U L REE ¥ 17 (11.3) 2 (4.0 15 (10.2) 3 (6.0)
2HUORETEES

F_C 71 (47.3) 9 (18.0) 121 (823) 10 (20.0)
FEY] 20 (13.3) 0 70 (47.6) 5 (10.0)
S 28 (18.7) 5 (10.0) 93 (63.3) 4 (8.0)
5 A 56 (37.3) 2 (4.0 73 (49.7) 5 (10.0)
BAEE 12 ( 8.0) 0 47 (32.0) 0

B - g 1 (07) 0 6 (4.1) 0

B 8 (53) 1 (20 74 (50.3) 0
D 3 (2.0 1 (20) 59 (40.1) 0

N=fEHx RHIE. n=REHFI%K
a) TEFERALEI O OREIR X IIER
b) 38°CLLL (DENEIR)

IRERIEA EIEEFETR 28 B & TIZFR® bN TR EAEET R K OBINISIIAFIEE 30.0% (45/150 ) KO
18.0% (27/150 #1) . 7" 7 &=REE 22.0% (11/50 B1) KON 2.0% (1/50 ) THY ., AFIFET 2 FILLEIZER
D oONTIEFEFEEFRITEHETNZ 5 R 9 ], EREAR K UEERE 4 B, TH 3 #, Bzt F 0,

BEDE, B AR, B, EREIRES., EHEAEGE, EEED Vv, HR, 8RR 00 ERER
2HTH T,

F—RHy vAT7H Q02143 A 31 ) FTCRAEL., BEERAEERESRONNERTPILICE-HEH
SO b -7, 2 [\ E#EET IHICE - -FEE%. (oG
(S e
G e e > -, T
NLERIELORREERS Y LB S, IRFIEEETH o7,

W PERE BEETIL. HSERALROE O UIER & L TIE Shiz
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< A% U@ - WS

7.2 ¥SE 14ERBR (CTDS.3.5.1.1 : 20-0003 (101) BRER, EHEHARM : 2020 48 3 A ~fkfeh (5F—& b
v bA7H20206£10 878 (R2M) . 108 158 (&R )

18 FELL EOREEEA &5t (FEEHISL : 155 B) 1o, ARIOREMR OB REORE B L3k
BERAERISEBRAKE D 4 sk CEM I, ARRITAUY. 18~55 M & RIZ, 25pg. 100 pug KV
250 pg D 3 AEEFERET AEHE (BAZEFIEL : 45 F) & U TRBRORBINTZD, SFEE TORFZT
D T2 56~T70 LN 71 LA EOFERH aFR— b3 BMa (RBREMFEES 3 k. 2020 43 A 30
H)., D%, 10 ug (18~55&DH) K150 ug DHAENBINI N (BREMAEES 4 L. 2020 45
A 20 B)., BEFIEIX 155 FICER STz, &3k — b~OHERE OMANIXERNIZITONT, #HER
EREF., 18~55 B — hD 250 ug #HD 15 FIF 4 I CTEEORKERFEELNBRBDOLNZ2D, 56~70
AT B LD 3k — MIBIT 5 250 ug BEOHERE OMAIIIITONR2 Do T2, F72. 25ug. 50ug
TN 100 pg OFEFEMEO PRGOS R 2 B E 2 T 10 pg BOFRE OMAIX I Thb 2 o1z,

R - AR, 1RBRIE (ORH 25 pug. 50 pg. 100 pg. 250 pg DVWThy) %28 AR T2 Bl (Day 1
F(XDay29, 2 B R EROFEHMIZT—2~+2 ), HFARNERT I Z L L3N,

ARRBRITHAN ST 120 B (18~55 7% : 25 pg. 50 pg. 100 pg, 250 pg DEHEE 15 i, 56~70 &% :
25ug. S0pg. 100pg OFEE 106, 71 LAE : 25ug. 50 ug, 100 ug DEEE 10 #1)) £FIC 1 BELLETRER
MR SN, 2FNREMMITRRER & Sk,

LZEMIZOWT, BIEERIIUTOLRY L ahi, AEEE OFEEEIITH T 7 F o ORKRR
WZRBIT AR EIZRIT D FDA HA X A B [ CESEFHli s iz,

. UTORERAESRS  IEBREAMEMEEZ 8 HE ¢ (Day 1~Day 8 &2} Day 29~Day 36)
JRIETHE (ESEL) - &R, RLBE - FEAR, ROVERE - B4
REME R, DT, DR, BIETE. BO. RBE RUVER
. FETHAEEES (BBREKEEEE 8 DX TR ABEAEELLKR) | KRELEBEER 29
H % T (Day 1~Day 29, Day29~Day 57 )
EELHEEERS JRHER | B HERER D 2 B EEFER 12 7 A T (Day 1~Day 394)
BRI BEREL 8 BE CIUROONIRBEAEEFREE 13177,

%) FRTHHEESLIE MedDRA Version 23.0 # AW Ca— Meani
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v AX v TR RS
K13 FREAEERKE 8 AE TR 2B EEEESR (55 101 BB : REHMITNSER)
18~55 #% 56~70 7% 71 LA E

M= 25 ug 50 pg 100 pug 250 ug 25 ug 50 pg 100 ug 25 ug 50 pg 100 pg
¥R | 1 @8 N=15 N=15 N=15 N=15 N=10 N=10 N=10 N=10 N=10 N=10

2 51§ N=13 N=15 N=15 N=14 N=10 N=10 N=9 N=10 N=10 N=10

n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)

B EHEML) OREEEES
- 1518 10(66.7) | 13(86.7) | 14(93.3) | 15 (100) | 3 (30.0) | 6 (60.0) | 8 (80.0) | 6 (60.0) | 7 (70.0) | 8 (80.0)

2HAB 10(76.9) | 13(86.7) | 15(100) | 14 (100) | 5 (50.0) | 8 (80.0) | 8 (88.9) | 6 (60.0) | 4 (40.0) | 10 (100)
FLBE - 1 =R/ 0 0 2133 167 |o 0 0 0 0 0
Bk 2 [ER 0 0 2 (133) |3 (21.4) | 1 (10.0) | 1 (10.0) | 1 (11.1) | 2 (20.0) | O 2 (20.0)
FERR - 1 B H 0 1 (67 |2 (133) |3 (200) [ 1 (100) |2 (200) |0 0 1 (10.0) | 0
i 2 @B 0 0 1067 |3 @14) 2200 |1 3000 [1 1) |2 00 |0 3 (30.0)
LEMOBRTEEESS
- 1[EH 3 (200) [ 3(200) | 4067 | 7(46.7) | 2 (20.0) | 1 (10.0) | 0 3 (30.0) |1 (10.0) |0

2 @R 3 (23.1) | 10(66.7) | 9(60.0) | 14 (100) | 3 (30.0) | 3 (30.0) | 7 (77.8) | 2 (20.0) | 0 4 (40.0)
- 1 @B 4 (26.7) | 8(533) | 4(26.7) | 5(333) | 2 (20.0) | 1 (10.0) | 3 (30.0) | 2 (20.0) | 4 (40.0) | 3 (30.0)

2 [B1H 5 (38.5) [10(66.7) | 12(80.0) | 10(71.4) | 4 (40.0) | 5 (50.0) | 7 (77.8) | 1 (10.0) | 5 (50.0) | 7 (70.0)
po—_— 1[EA8 1 (67 | 20133 | 1067 | 4267 |2 (200) [ 1 (100) |1 (10.0) [ 3 (300) | 0 2 (20.0)

2 [EE 3 (23.1) | 6(40.0) | 8(53.3) | 13(92.9) | 6 (60.0) | 2 (20.0) | 7 (77.8) | 1 (10.0) | 2 (20.0) | 6 (60.0)
. 1 BE 0 2(133) | 23133) | 1(6.7) [ 3 (300) | 0 0 1 (100) |1 (100) |0

2 [ElH 2 (154) | 2(133) | 2(133) | 8(57.1) {1 (10.0) | 1 (10.0) | 2 (222) | © 0 2 (20.0)
s 1 El1 B 1 (67D} 1(67 | 0 1067) | 0 2 (200) |0 0 0 0

2 [FR 1 (7.7) | 20133) | 7(467) | 4(286) | 2 (20.0) | 0 4 (444) | 0 0 1 (10.0)
- 1 [EH 0 0 0 0 0 0 0 0 0 0

2 [FR 0 1067 | 6400) | 8(7.10 [ 1 (100) | 1 (10.0) [ 1 (1)) |0 0 1 (10.0)
—_— 1 BB 0 0 1(67) | 23133) |0 0 0 0 0 1 (10.0)
) 2818 1 (7.7 | 3(200) | 12(80.0) | 12(85.7) | 2 (20.0) | 2 (20.0) | 5 (55.6) | 0 0 4 (40.0)

N=fEHrxf&H1%. n=REHK
a) 38°CLLE (ARENEIR)

RIS EETER 29 H E TSRO DN B EAFEFRRVBIFCORAF G, R14DLEBY T

HoT,
£ 14 BBREREEEYE 29 B TR 2 EFEESERRUBIRE (5 101 BB . KSR RER)
18~55 &% 56~70 i 71U E

AE 25ug 50 pg 100 ug 250 pg 25 pg 50 pg 100 pg 25 g 50 ug 100 ug

N=15 N=15 N=15 N=15 N=10 N=10 N=10 N=10 N=10 N=10

n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
HEFSL [ 12 (80.0) |10 (66.7) [ 11 (73.3) [ 11 (73.3) | 7 (70.0) | 7 (70.0) | 8 (80.0) | 9 (90.0) | 6 (60.0) | 8 (80.0)
BB 4 (267) | 6 (40.0) | 3 (200) | 7 (46.7) | 2 (20.0) 1 (10.0) 1 (100) | 4 (40.0) | 0 3 (30.0)

N=FEATH & B8, n=RRMK

FT—EHy hAT7H 20209108 7 H) EFTCREERFEFZRUFECHNILRD bRehroTz,

RO TH, 3BIBFERER (FTROFRE Q5Sug Bt 140,

MEMERE (250 pg B 1) ROBDREBIREZE (100ug B8 16)) O7=, 12 COVID-19 BE ~DIRE
QS ug ) ZEAIZ2EBEOEFEEZRIELTE, ‘

BROBILCE > - HEESIT
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v A% V& BT

7.3 ¥BSME Da HRBE (CTD5.3.5.1.2 : mRNA-1273-P201 BBk, EREHIE : 2020 4 5 A~k (F—
Zhy bA7H2020411 A5R) )

18 sl EORER A& x5 (BEEGIEL - 600 il (AH] 50 pg. 100 pg. 77 BARDEEE 200 #)) (2. &
RIDOZEMER OREIFRMEORETZ B & LI R (CBEEEMR T 7 2 A I TRER e BR 0 K [EH
D 8§ MEFR THEME NI, 7ed, HBRE. IBREMLEM, IBRA ¥ v 7 RNERIKEE (BRIEFHRE .
BEEEROHEERTOEGHLE L RLIAYFE LR XEHRINT,

Mk - AEIT, 1B5RE (KHI50 pg, 100 pg. 7 EROWTNH) %28 AR T2 E (Day 1 KO
Day 29, 2 M E#REOFALMII+ ). HANEETLZ L L ENk,

ARBRIEAN O, EERL STz 600 ] (18 5RLL L 55 5K « A4 50 pg. 100 pg, 77RO
AEE100 7, 55 LA E  ARH 50 pg. 100 ug. 77 BARDOEERE 100 F) 2601 1 [EILLLIRBREENBHE X
L. ERRREMMITIEER L iz, £, 21T, $REARB LI LIHFEREFROT —F 135
b, FFEREWT — & OfFTRER & Shi, BEALIL., FACRE SN -HBRNICIERED
2 AR K OV R R O 72 0 ORI 23 3B e S 4L IR R O/ e BIERB R 1 2L ER/ o,
N— 2T A BFIZ SARS-CoV-2 R 72 < | TRBREMFIEE D> b DB RZRGEMLA 21 560 B (AH] 50 pg
BE 185 B, A 100 pg B 189 I, 77 EREE 186 ) H PPLEME S, RERMEOFITHRERL S
N,

RIFFMEIZOWT, EEFHMEE Th 5 Day 57 (JABREE 2 B B £2FE1% 28 H) D SARS-CoV-2S8 & /%
7 B EMPUEM O GMT [ 95%CI] KON 1 Bl B #ER1I 204 % 2 [B1 H #2fE7% 28 A & GMFR [l
95%CI] IZZn 2., AF 50 ug B (BIEHIE 176 i, LLTRE) < 123.89 [113.07, 135.75] K T* 20.39

[18.31,22.70], AHl 100 ug B (177 Fl) T 147.42 [134.47,161.61] K1 25.04 [22.51,27.86], 7T t&H

B (175 61) T5.86 [5.46,6.29] X10.98 [0.94,1.03] THo7z, F72. SARS-CoV-2 (Zx}9 5 HFFnpiis
fli (SARS-CoV-2 % FiV iz~ A 7 udifnik) @ GMT L[iiff] 95%CI] KON | Bl B #fEaTic 32 2 B H 2
% 28 H GMFR [W{ll 95%CI] 1xZh 24, A#| 50 pg B8 (150 fl) T 1,091.0 [1,035.5,1,149.5] &
853.65 [50.54,56.951, AH 100 pg & (152 1) < 1,095.8 [1,038.8,1,155.9] K1 54.79 [51.94,57.80],
7 RREE (171 ) <212 [19.8,22.6] KU1.06 [0.99,1.13] TH-otz,

ZEMCOWT, BEMBIIUTOLBY Lk, AEERY OEEEIITHY 7 F v OBRRRR
BT B EMEMEREIZRT 5 FDA B A # v A2 ([ZHES3&Fl SNz,
c UTONEREFS  IRRIELEHEER 7 HE T (Day 1~7 XU Day 29~35)
JRETE (FEATEROL)  : FEE. LB - RAR, BEAR - BEAS. ROV L/REiE 2
S5 BE, Y. HRE. BEE. BO - EH, BE BB RUEE
. EBTHEES RRESEEEZ 7T X TR 2B EAEERLR) | IBRERAEBMER 28
H % (Day 1~Day28. Day29~Day 56)
EELHEESS RO HEREMD 2 B EEER 12 7 HE T (Day 1~Day 394)

N
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v AX 2 JET  REF
ﬁ‘%ﬁ%@*l&ﬁaﬁé TEETIIRDONT-FHEREEREE 15 177,
£15 HREREEEL 7 PECEBIAHETEER (B 201 BB : BREMET—F OfEFTxiRER)
1 =R 2 [H B
AH 50 pg A 100 pg 77wR ZA<H) 50 ug <) 100 pg 77 'R
N=200 N=200¢ N=199 N=195 N=198 N=194
n (%) n (%) n (%) n (%) n (%) n (%)
BEE GEHENLD) OFEEEESL

3] 131 (65.5) 166 (834) | 21 (10.6) 155 (79.5) 169 (85.4) 15 (7.7)

HLEE - FoR 5 (25) 5 (25) 1.(05) 10 (5.1) 15 ( 76) 0
fERR - TEAS 8 (40) 8 (4.0) 1 (05) 12 (62) 21 (10.6) 1 (05)
Y v oSERIE Y 10 ( 5.0) 18 (9.0) 5 (25) 19 (97 20 (10.1) 1.(05)

EHHEOREFEER .

A 58 (29.0) 43 (21.6) 36 (18.1) 96 (49.2) 104 (52.5) 33 (17.0)
E 48 (24.0) 50 (25.1) 35 (17.6) 104 (53.3) 128 (64.6) 41 (1.1
ke 21 (10.5) 28 (14.1) 14 (7.0) 81 (41.5) 104 (52.5) 15 ( 7.7)
B 18 ( 9.0) 18 ( 9.0) 10 ( 5.0) 68 (34.9) 77 (38.9) 13 (6.7)
Bl - iR 11 (5.5) 6 (30) 10 ( 5.0) 25 (12.8) 41 (20.7) 2 (1.0
T 13 (65) 10 ( 5.0) 6 (3.0 49 (25.1) 78 (39.4) 5 (26)
RAY 0 1 (0.5) 0 12 ( 62) 26 (13.1) 1 (0.5)
®xE 6 (3.0 5 (25) 5 (2.5) 10 (5.1 6 (30 1 (05)

N=FEHT I R FIE. n=RBHEK

a) FEFEAROME OIER LT

b) 38°CLLE (RIERAIR)

c) RERR - BREUSNOER ORI RMAEIIN=199

IRBRIEA EIBAETR 28 A £ TR D b N IHFHREREFR KR URIKGDOFRBEIE 1L, 4K 50 ng #£28.5%
(57/200 ) B 18 8.0% (16/200 f5) . A 100 pg B 28.0% (56/200 B) KN 13.5% (27/200 ) . 7F+
RBE25.5% (517200 ) KUK 6.5% (137200 ) Thote,

F—FHy bFT7R Q0204 11 A 5 B) ETCRECHARVERTILICES-AEERIIRD 1A
Dro T,

BEDAEEFRIL. AHIS50 pg B (S5l L) 1 Bl SEE S, 1BRIE L ORREBRIITES
. EFIIEE Ch o7,

7.4 YESMBIAERB (CTD5.3.5.1.3 : mRNA-1273-P301 3RBR, EMEHIR : 2020 £ 5 A ~fh (F—»
B 2020411 A 11 B (DS1) 20 (FREIARNT) KRTR20204E11 A 25 B (DS2) ¥ (EEMRH) )

18 LA EDFE & xt5 (BAEFIEK 30,000 f] : AKIEER V7T HREEE 15,000 F) 2. KFIOF M,
MR OREREORF 2 B LI BIEAWBIEE SR T 7 & AR ST THEH LLBGERBR A K E 99
MisR CEMINTZ, BEGIEIX. VE & 0% {KE L., AEKEEZ Ml 2.5%, BiEE 30%LT5 L,
COVID-19 fEEFIAHS 151 BIDFEIZ 90% DI MR TE 5 Z & RV COVID-19 BARENEE S 4L,
30,000 il & BE ST, ARBRTIL, IBRE(LEM., 18RAZ v 7| HBRE R NNABRIES (RBREER
WE, EEEROEERCOEENLE L R 2HEME LR FER{LESNTZ,

A - AEIE, BBRIE (KA 100 pg X377 &R) %228 HERT2E (Day 1 XU Day29, 2 BB
R OFAEHMIEI—3~+7 B), HANEETLIZ L Lanl,

BEERE L, FElE (18~65 MRiE. 65 MLl L) KR COVID-19 DEELY 27 K+ (BHEARB LT
FENLEEOWRE., EXRUER, EEOM (BMI40 kg/m? LA L) | FERF. IFRE, HIV RYE)

% Fkyy hATH: 20204118 7H
M oF—FHy hAT7H 20204118218
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< A% v JERT  RET

CLF, TEERY 2Z2RF)) OFE (65 @KmNDBE) (ZX v BHEISN Sz,
AR TIIAFNOAENEZ BHICHERT 5 Z L2 BMIC, SEIESN7 COVID-19 fgEHl (151 #l) @
35% (53 #31) RUN70% (106 f51]) OEFRERR T, 2 BIO P BEE Iz, WO E#ET TR
RIOBEIMEDBBEE SN2 HE THRBRITWE T2 2 & & S, YT RIS REZARBRO T E R
& LTHERY ., £ DO%ROPREMET R O TEEMNT ORERIT, YZPHREEREMR T o MEM T LT
5 bl ENT, FREENT OFEMBIZE D B —FEOBBRMEROFFENIX, Lan-DeMets {E1Z%-3< O’Brien-
Fleming 0 o {H & BIEAH IV DAL 7z, 2 B AT & O\ = EARAT OB BEAKREEL, £ 2 171 0.0002,
Fr1810.0073, Fr{81 0.0227 & éi}’bfco LxL7edt, 1 BB OREBIT OO DT —F 1y M A7 HNIH
FEFINBHIZERE I N2 72912 95 B0 COVID-19 FEEFIMNFREIMITIZE TN D Z & L7280 YEPHE
figtr (DSl) @ﬁ EKYE i}#fElJ 0.0047 IZEFE X4, 2 BB OPFESFNTIIITON R D > T,

EER(LE I, IRRIEDN 1| BILL LB SN HERE D FAS R ORI REM & S/, 1B H
OFEEEYT (DS1) ROEEMEHT (DS2) FTIZ, N E4 30,418 il R 30,420 Bl EIEA{LE N, 1B
BRIEE 1 BILA_EBERE X 47z 30,350 5l (ARAIEE 15,180 . 77T & REE 15,170 ) KUV 30,351 5l (RAIRE
15,181 B, 7°7 & AR 15,170 ) 23 FAS & Shic, ZEMMANTRER T, BV T oL TR
DIRBREPERE SN HREFIIERICEE SN IEBREDICE D 5 Z & & S, 30,351 FIH EERAT

(DS2) FEROLEMMITRISEN (RAIRE 15,1856, 77 R 15,166 ) & &hiz, Z0H b, #
BREBBICLVBEEREFROT — BN E 0N T, 30,342 B (KRAIRE 15,179 B, 77w REE 15,163 )
DRFERENT — ¥ OMITRIGER & Sz,

FAS @ 9 HR— 2T A VEFIZ SARS-CoV-2 IR VHEBRE S mITT £H & iz, mITT £HD )
B FANCHRE SN MBI 2 BB OIRBREERE L2 %), 2 B EE/E% 14 A B E IR ERHEE
Dy DEZERBA 2 VEERE S PP EM & sh, BMEO FBE LT RISER & Sz, 1 B HOFHE
gt (DS1) BFRC. FAS @ 9 B 2,533 f5i] (X—R T A L BED SARS-CoV-2 DG IIARER 1,668 il (A
HIBE 868 f5il. "7 & ANEE 800 5], LATRUE) . BNV fHT HAVIZIRBRIELISN 2178 12 1] (541, 7 ). 2 [
H OIRBREEBAERTI AR P IE XX 2 [ B @7’*5%%&@5:4% 339 5 (136 1, 203 $). 2 [EB OIFERIK
BT 4 179 6 (814, 98 i), T—& H v AT HEER T2 B HOIRBREEE 2 Z T,
ARSI (r14 B) 27 2272299 i (144 {ﬁJ\ 155 f5il) . & DHMIRBREMETEE D> b DE KRR 36 5
29 (124, 24 6)) &R 27,817 Bl (KFIEE 13,934 B, 7°F &REE 13,883 ) NPPEME &hiz, £
7o, BT (DS2) BFFRT, FAS D5 b, 2,144 il (N—R T A BFD SARS-CoV-2 BRGLD B SUT AR
11,203 ) (631 151, s72 1), RV AT DT imBRRRLSN 2 BAE 13 61 (6 61, 7 61). 2 [E1 B OaBEes:
FERNIZIRRRP 1L XX 2 BB 0)?“5&%&%@% Hik 399 1] (168 #1l, 231 ), 2 [B]1B OIRBRIEEEN AL
27 4% 202 61 (93 B, 109 ), T—F B v bA 7 AR AT 2 [B1 B OIFBREBERE 2 2003, FFAHIR (+14
H) 2 2#x7-292 % (138 fﬂ 154 ) . 7 OHIBBREREEEH 5 OEAARREL 35 BP0 (111, 24
) #BR< 28207 il (AHFIEE 14,134 5], 77 ©REE 14,073 B)) 2N PPEM & Shiz,

¥ PPEMOERIZEITS 2EEEREOHFAHMZ. 1 HEOTRMENA (ERT) 2. —3~+7B5—-T7TH~+ 4 BZER SN

¥ PR REEEOBRBARD G IR AR 16, BROMELERAG], 20 B A SIIAMESE, SRR EESUISAZILEY 2 F
ZERAF. FRER B ICSRBE T XUIEFE RIS Al RIREHERBLIF], BV FH) D7z IE LV RBREEMLT Snieh - 7214, &
BREOERBESI2ERME1F]. BE Sz PCRIRE MR ARERTR

0 NER IREREEORBATYD LN IRRIEA AR 166, RO EAEAMAG]. 2E B HE R S FEHMSAG. SERASIEE ISR s F
ZERAME. RERRE BIREEE 3 X IRF A RSN Skehzafl, BREREEB 161, BV h) b2 E LVEBREENG Shieh - 161, 1k
B OFEEIEAN2 BRG], HE XN 7-PCRIREFARIERITEERI 5] (728, DS1THIL &N /-2 B H#7E B 2SR o 15licon T, DS2
DF —H BERNERBIZZY LTORWE EAHBH L. DS2ORITIZE D Hiviz)
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v A% TEE . HEP

HMEDOFEIIT — 2y bAT7BETIIEN-T =2 ITHEIE, &
TIEONET —ZILESEIThni-,

EMOFMmIET —Z it £

BRI OWT, FEFMEEB X, 1R8RZE | [ BEMERT (N—RF A FF) |2 SARS-CoV-2 FEGLED
7R VREBRE T A COVID-19 fEEH] (FRBREE 2 [v] H #2F/E# 14 A LI COVID-19 RiE) 12E-5< VE

Lt (VE=1-N¥— KR (RFBEL 7T B RBEOLE)),
COVID-19 #ERNIT, UTDE BV EZRIN, HIEZESTH
o A2HMHER G8CLLEDZREN, EBE, A,
ERHELZ
o XiE, FRRERROME - ER (WK, BEINSUIMEREEE) 231 oLk, T, BR
HMEBR TR SR I N
o ERE2o0WThmE, SIREE VIR, %Wm<wm&¢ P E R B &R TN
5% 1 DL CHBSEIBMREIC L U SARS-CoV-2 BHEAHER S i-

TR S,
S, W, AR R UBREREE) 452 SUL

I B3

1 [E B o PE#EST (DS1) 1238V T, COVID-19 FEIERIZEDSV 2 VE [FHA 99.1%CI] 13, 94.5% [81.8,
983] THY (F16). Ml 99.1%Cl O FIRITFRNIAE SNTBEMMEDEETH 5 30% (FDA & DF
AR & COVID-19 BT 7 F U BFRIZEE 9 5 FDA 5 A # > & (Development and Licensure of Vaccines
to Prevent COVID-19: Guidance for Industry. , 2020 £ 6 A) 3V I[ZES &% E) & LE -7,

* 16 2 [EHEES 14 ALERO COVID-19 BEICRT 5 VE (#5301 B8k : PP M. PRIET (DS1) )

COVID-19 VEY (%) i
N FeE (78 99.1%C1) pil
AANE 13,934 5 94.5
75 ¢ R 13,883 90 [81.8,98.3] <0.0001
N=FEHT R B2 {513k

a) WEBAZILLEL L, i - COVID-19 BiE(LY 227 (18~64 & (EELY AZRF2L)

(BEMRY A7AFHY) | 65mlL) £#BRIET & L72EHI Cox il NF— FEF L

b) BEKHE : F10.0047 (FEEE : VES03)

£ 17 2 BB &M% 14 B LEO COVID-19 BEEICR3 3 VE (M55 301 BBk : PP SRR, TEMT (DS2) )

it\EEMWiCNMH9ﬁEWﬂlﬂWUL%EéﬂtﬁmT%%Té:&ﬁ%@éhfﬁw\

196 FIEFER R CE S 72 EEMT (DS2) IZBITA VEIIR17T0LEBY ThoTz,

. 18~64 8%

N COVID-19 VE? (%)
FEE 3 ({8l 95%CI]
KIS 14,134 11 94.1
7T R 14,073 185 [89.3, 96.8]
N=HEHT*t S Fi%K

Ca) HEBHELLEL L, £l - COVID-19 EE(RY X7 (18~64 5% (ERELY RZ7HETZ4L) .
64 7% (EENLY A7EFHY) . 65mllE) 2BRIET & L=E5I Cox thfFl/ ¥ — M:—r/v

REMIZONT, BEHFIILTOLRY & &z, AEER Y OBFEEII T Y 7 F 2 OEFRRER
BT DBHRMEREICEB TS FDA VA 4 2 2 [CESEFHMh &N,
« UTORNERERES  IFRIEXRBHEAE% 7 B E T (Day 1~7 KU Day 29~35)

RETE GESTENAD) - AR, LB - RR, BERR - RS, ROV o EiE 2

25 R, Y. HRE. BEER. BO - EH, B RUSEE

0 https://wwwAfda.gov/regulatory-infdrmation/search-fda-guidance-documents/development—and-licensure-vaccines-prevent—covid—19 (R ¥&HEsR A
202144 A 23 H)

31
COVID-19 7 7 F > 5+ HiF_ TEH%DDI%*%?CQH‘ BRGIAGRI IR D ME



v AX & AT

o FRBEAEESR (FREAEERERL 7 BETIIBIT 2BEREEFL LML) - 1RBREARIEREL 28

B % T (Day 1~Day28, Day29~Day 56)

o EEZEESRS IR [P BEEERES 2 [0 BEEME% 24 A ¥ T (Day 1~Day 759)

ZEMIZOWT, EEMNT (DS2) BrRoRZEEHMAMIIGRE 2 BIg#EER 2 7 A (TR{E) T
HY, ERFERIFILUTOLBY TS,
IEREARIEMER% 7 A E CIROONEHEAEELRL LR 81T,

#18 HBBRESEEES 7 HE TIOR3 EEAERS (5 301 BB : Ry — & o REM, TEMF (DS2) )

1B818 2 [EH
e AN 75 &R AFIRE 75 R

(N=15,168) (N=15,155) (N=14,677) (N=14,566)

n (%) n (%) n (%) n (%)
At (EHEN) OREEEER

N=15,164 N=15,151 N=14,673 N=14.562
FTAT 12,765 (84.2) 2,997 (19.8) 13,006 (88.6) 2,735 (18.8)
T 12,690 (83.7) 2,658 (17.5) 12,943 (88.2) 2,477 (17.0)
FLEE - B 430 (28) © 67 (04) 1257 ( 8.6) 56 (04)
MRk - FER 932 (6.1) ¢ 52 (03) 1,789 (12.2) 49 (1 0.3)
Y U SEE 1,553 (102) © 722 ( 4.8) 2,090 (14.2) 567 (3.9)
2HHOREREESR

N=15.167 N=15.155 N=14.677 N=14565
ERANS 8,320 (54.9) 6,399 (422) 11,652 (79.4) 5,323 (36.5)
SER 4,951 (327) © 4,027 (26.6) © 8,602 (58.6) ¢ 3410 (234) °
B 5635 (37.2) ¢ 4133 (273) © 9,582 (65.3) ¢ 3,403 (23.4) P
5 AR 3441 (22.7) © 2,071 (13.7) © 8,508 (58.0) ¢ 1,809 (124) ?
B 2,511 (16.6) © 1,783 (11.8) ¢ 6,284 (42.8) ¢ 1,569 (10.8) ?
O - g 1,262 (83) © 1074 ( 7.1) © 2,785 (19.0) ¢ 934 (64) 7
EE 1,253 (83) ¢ 878 ( 58) ° 6482 (44.2) ® 809 (1 5.6) 7
Y 115 (08) ¢ 44 (03) ° 2278 (155) W 43 (03) ¥

N=FEHT =SB, n=RIRAEK

a) ESEALRIOKE O ERILER

b) 38°CLLL (DHEEANEKIE)

c) N=15,163. d) N=15,164. e) N=15,150. f) N=15,153, g) N=14,673. h) N=14,669. i) N=14,562,

j) N=14,560, k) N=14,559

EREAEEER 28 BE CTIERDONEEFEFESTER VRIS ORBRB G L. AAFE 23.9%
(3,632/15,185 5il) R TN 8.2% (1,242/15,185 ) . 7T & REE 21.6% (3,277/15,166 ) T 4.5% (686/15,166
) Thot-, IRBRIEFRERZ 28 HE TIZWTNO OB T 1%L EIZRBR L AEEL R VRIRIGEHE 19

=9,

£19 BBRESEEREE 28 BETRWTIhILOET 1% LIZBD b EEAERR R CRIRR
(¥4 301 RBR : B2l —F OISR ER. BT (DS2) )

FEESR BRI
A AN T R AKIBE 75 & RE
(N=15,185) (N=15,166) (N=15,185) (N=15,166)
EH8%4 n (%) n (%) n (%) n (%)

2k 3,632 (23.9) 3277 (21.6) 1242 ( 82) 686 ( 4.5)

SHE 466 ( 3.1) 458 ( 3.0) 211 (14) 143 ( 0.9)

L 372 (24) 336 ( 2.2) 222 (1 15) 178 ( 1.2)

MAEE 207 ( 14) 167 ( 1.1) 121 (08) 77 (05)

A 200 ( 1.3) 181 ( 12) 97 ( 0.6) 90 ( 0.6)

T 189 (12) 162 ( 1.1) 40 ( 0.3) 30 (02)

K 164 ( 1.1) 156 ( 1.0) 13 (<0.1) 6 (<0.1)

O e EETRE 147 ( 1.0) 203 (-1.3) 11 (<0.1) 16 (0.1)

SR 151 ( 1.0) 54 ( 0.4) 120 ( 0.8) 38 (03)
N=EN I EHEK. n=FE ALK :
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< X%y VT BT

2020 4E 12 H 3 BETIT, FETid. AFIBE 6 6 (DfifEIE, BHRPEx, EIEE. OHEE, LS
PERER SIEMERER USET NOS & 1 ) . 77 & ARBE7 6] (LHFEZE 2 5], B2, OMifElE, COVID-19
R OBET NOS % 1 ], W2 MRIERERRE L ABERERZAMH LI 16) 128D b, Wi
h%éﬁ%b@l%%%iuméhto

TEfENT (DS2) £ TIZ. EERAEEFFSIL. AKEE 14715185 B (1.0%) . 77 B REE 153/15,166 f
(1.0%) IZFE®HHIL. 20 ) LIRRE L ORREEGENEE SN2 o BEESRIL. A 76 Eim
RERR 2 f, BRRMRRRRRR. MPRIREE, O, MRk, BIETY U~ KRMMETRIE. B MM/ Y oSEREE
Ui 1) 7T RARE S Bl GERE, MERE, ) U~ FHSRGE. ERER, 2k v T
CEERICRTT AAREERIG, AEIC X AN, S UHEE, K~/ 3V U AME, 2NEEE, L
FEAiEy, Bz, B2 146 CThh, BEMRIER. BfH) v<F . ROBMRaM/NY 3
BRPEY oEERBRE | ERIFIXEIE IR THh o 72,

FEMNT (DS2) £ TITRBRPILIZE ST HEFZIL. AFIBE 2/15,185 il (0.1%KWH) . 77 EREE
3/15,166 51 (0.1%A0i) (CRD LI, RRIE L OREBEGHREE SR> BEFSIT. AFHED
T e RBEHIIRD oD o7,

7R EICB T 2 EEOBE
TR BRT— Ry r— VR OBEDHEHTONT |
SARS-CoV-2 U 7 F » DRRRIZBV T, £OMEIDTZHIZ ICMRAY | WHO® | & [E OB HIY /Y

IIBRBIZOWTOTA L RAER AR LTS, KFIZBWTH, #IEN, Sf249 A2 HiC THE

amrF AR (SARS-CoV-2) U7 F v OFMBICETAE XS] ¥ 2AKRL TRV, BERRROE X

FHELTERUTERERL TS,

« JFHAJ& LT, SARS-CoV-2 U 7 F B DA EIMEE TG 5 7212, COVID-19 DFIE TRz R % 7F
i 2ERRRE EMTH2MNERHD (B.13H) ,

o WBANTRIE TR EITME T S 72 O KRR BRR BB A ERE SN 2 BBV TH, EN
T%%ﬁ%%%ﬁb\Hﬁkﬁﬁ%;kwf\77%/@ﬁﬂﬁ&0£éﬁ%@ﬁ?é_km\ﬁ
EHAEW IH)

«  EATHRIETHDHREL EEFMEL & U7 KRR RGEBRRARS EE S 256121, ENT
AARNCBITARIETHDREITMMT D2 & 2 B L LREBRKRRRE Ei+ 52 &72<. B
ANCBT 2 REEEROEZLME 2R THZ L2 ENE LEENERRBRE EET 52 L T+
REERH5 323H)

BHEEHE X, :n6®ﬁ4ﬁyz%:%w EN TIIRERER Ot 2 Ml 5 BAR AR 2 51
EWE LTz, RKEFCBITDBET — & Ny r—21%, BIETHE %2 5HMET 5/ S AR (mRNA-
nﬁ$wlﬁ$\UT\f@%ﬂnﬁﬁj)LMK\ﬁéﬁ&Uﬁfﬁ%%ﬁﬁTéﬁﬂ%lﬁﬁﬁ(m-
0003 (101) #EBR. LLF. [Esh 101 38Ry ) | 58 DAHABR (mRNA-1273-P201 3R, LLT.  NESH

2 [COVID-19 V7 F B ICET A FRMHEF[Y—2 v a v 71 (202043 A 18 BRU2020 426 A 22 A)
¥ ITarget Product Profiles for COVID-19 Vaccines, WHO R&D Blueprint, 29 April 2020] & T} [An international randomised trial of candidate
vaccines against COVID-19, WHO R&D Blueprint, 28 May 2020

FDA ! Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19, CBER FDA, June 20201 . EMA F'EMA considerations
on COIVD-19 vaccine approval] %

) https://www.pmda.go jp/files/000236327.pdf (Bt#&HEERH 2021 24 A 23 B)
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< A% U RET

201 B ) ROENE 1 /DR (TAK-919-1501 3B (BUF.  TEP 1501 38R ) ZFHEERE L
THELZ 0. K128 ,

BT, AROFEFEIZOWTLUTO L 5 I L=,

[ F 7 4 LA (SARS-CoV-2) U2 F o OFHEICET 5% 2 F) ICES% | BIEEE -
BRT —Z Ry =V ANFRTH D, KEOF IR NZEMIZ OV TIFIE FRIZNR 035 M <
NN ORBGEEIRER (B 301 RBR) ORGEZ TEARRBRBE S LG L., oz TENER
i (EWN 1501 3ER) B D B ARANORERMER ONLZ2MEHERET 52 LT, BARANCBITZAHO
BINMER VN RZEMEZTMT 5, $7-. BEMEIZ OV TIEAN OEGEIR GRS OE R L MZ TR 21T,

2B, WA 301 REROBERICOWT, 1 BIEOFMEMEH (DS1) ICBWTHPMESRIES N Z &
L. FRIOHRED LBV | PN (DS1) OFRERPAENMEOFERFERE L TR Fbhi (74 28),
AEBEIZRBWCL, FELADEFMIZPEMENT (DS ORRICESEFMT 2000, LFEHEL
7o FEMATORFSIZAE S35 2020 £ 11 A 25 B (DS2) OF — X IZIXFRIMRMTREF R 2020 4 11 A 11
H (DS1) OF—# X0 b EIMERVOLLMEICEATAZ OFERBEEINIZ L E2BTE 2. REIOEFD
PEDFEZRRETRPLR 2T DOV TIL 2020 £ 11 A 25 B (DS2) OF —Z 2 X AT HERICES & FMm 3
BZEEL,

7R2 AT ONT

BrgiL, B ShRBREER OUT ORF 2B E 2. 14 301 %t%ﬁﬁkﬁaw% AH|D COVID-19 %
FE TR RITR &, 1B 201 HEAKR OEW 1501 BRERCHE LN RERMEOKER S, AARAIZBNT
HIRIROBIMEN AT TE 5 LT L7z,

212 L AR DORBMOFHEIC DN T, BRFRTHE LN TV A FERIIR O TV A Z & | SARS-CoV-

2 BEERBRICHT A EDIEICOVTIE, SR LI RERROBENEEIND Z L0, BEERGERIC
SlEFHEFRINE L., F-oaRA G o He XERRGICERRIT 2%, @IS T 5032
Nh5dHEEZD,

ARNOFEIZ OV TIE, FMBHBECTORMBERE 2 T, SRIZHT 5,

7.R2.1 FHEEOFEREB I OVT
ABAFITRIT 5 EERERRFER TH 185 301 BRERTld. AMEO T ZEFMER 1%, PPERICKITS
TRBRIE 2 (5] B BefE % 14 B ARRICRAE L 72 COVID-19 BEEBIZE-D< VE L RE &I,
TEMEEE OREIZOVT, BHFEEIIUTO L I IIHAL TV 5D,
COVID-19%#E L. Council of State and Territorial Epidemiologists (CSTE) ¢ Standardized surveillance case
definition and national notification for 2019 novel coronavirus disease (COVID-19)*9 {2 3317 B EBIEF % FV >,
UToOXIZO. »o@% 7z L. HEEZBRIZ XL DHELZITIZEBHEMECOVID-19 & EFER LT,
O £HER G CLLLORE, ERE, B, B, R, FIoeREROKREREE) 2 -0tk
FEH
@ FEREER (K. BEIN IR ERED) 2 — oLl 8 5 2> BRARET R IS RREME A T
R HERS

) hittps://cdn.ymaws.com/www.cste.org/resource/resmgr/2020ps/Interim-20-ID-01_COVID-19.pdf (Bx#&REZRH : 2021 464 A 23 H)
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il

v A% JE

=

PE

@ SRR VR, Sl SUVRRRIE, TR L < IEMERERRED 5 5 —2LL T RT-PCR
BEIZ L D SARS-CoV-2 Btk % Fezk ‘
ZDEHKIL, COVID-19 T[T 7 F U B%IZEIT 5 FDA A ¥ A 30 THIE X 5 SARS-CoV-2 7
7 F v DR O A BRI 31T B COVID-19 BIEDEE? L FERL | FAA F 2L BER
IZ COVID-19 R TE A X9, BREREZERZLIZLDTHS, i
COVID-19 T EFI 2 E£FE T 55t S 81 12 [ B BEfEt% 14 BEARE) 12DV Tik, ¥4 101 HBRIZE
WT, AR LV FE I NP3 & bEEL =R R 2 BIE#ERE% 14 BETh-o
TeZ et (FR20) | KRN L HRERIEHE LN DR L LTHRE LT,

£20 PRAEE (SO%EEFREER) 9 (4 101 BB : mITTEAY)

FEifp A= N GMT [l 95%CI]

(Al) | E BN 1EREE% 2808 | 2EREEK7ER |2EBEE% 4B E | 2EBHE#%28AE
18~ 25ug | 15 10 [NE] 12 [10, 14] 106 [70, 160] © 112 [71,177] ¢ 90 [ 57,143] @
55w SOpg | 15 | 10 [NE] 14 [ 9,21] 294 [178,487] 351 [214,575] ¢ 234 [153, 358]

100 ug | 15 10 [NE] 18 [12,27] 263 [188, 368] 360 [273,476] ¢ 276 [193,393] ¢

250ug | 15 | 10 [NE] 21 [13,32] ¢ 378 [306, 468] ¢ 342 [267,438] ¢ 277 [231,332] ¢
56~ 25ug | 10 | 10 [NE] 10 [NE] 85 [ 51,142] 119 [ 68,209] 100 [ 49,204]
70 #% 50pug | 10 | 10 [NE] 12 [ 9,16] 108 [ 56,211] 220 [162,299] 163 [115,230]

100pg | 10 | 10 [NE] 11 [10,12] 340 [219,527] © 404 [292,561] ¢ 424 [267,673] ©
71 &% 25ug | 10 | 10 [NE] 11 [ 9,12] 121 [ 69,211] 112 [ 67,188] 100 [ 56,179]
Ak S0ug | 10 10 [NE] 12 [ 9,17] 75 [ 30, 190] 217 [ 86, 542] 150 [ 53,419]

100pug | 10 10 [NE] 20 [12,33] 310 [202, 475] 317 [198, 508] 231 [150, 356]

N=fg#fr et &= FI5L, NE : MR

a) Ya— RUANZRERWIEIALY 7 29— T viA

b) 1 BLLEAAOBERE ). REFRMEFMO 2O OBEEATR OERE% | B EOMEY > 7ARB L0, » oo N HETaE
TholT X TOHBRE

o) BIERRIELNFEIL 136, &) BEERIE LA 1460, o) BIEERN/ELNMHEITH

F 7o, IRBREREAERIE 2 IEIIC?%f:fotb\%ﬁﬁ%’?ﬂé‘%%ﬁ'@%@%#BUDEk&i@HFHi\ BEMERHIC
HETAAREENEZONTZI LD, TNOICHYTIHRE LRI LZEM (PPEM) S
£EMELTHREL,

ML, A 301 BB CRE SN T EFMMIE B IE-S X, AH|D COVID-19 DOIEIE T BH2h R 4 51 H
THZEEFRELEZ B,

7R.2.2 COVID-19 [Z33 3 B EhtkEiz o>\ T

AFN D COVID-19 1% 5 FAEMEIZOVWT, HIEE
O FRETFBHZE (VE) 1220 T

¥E4} 301 BB TIL, BRNICEHE L 72 1 BB o RN (DS1) 138V T, EE AT 5 SARS-CoV-
2 YR D72 PP SEFIZ I 1T 5 2 [B] B #EFE 14 B LABRICHIE L7z COVD-19 FEEFIIZE-3< VE [
99.1%CI] 1% 94.5 [81.8,98.3] % T V. WAl 99.1%CI O FRRIZFRICHE LA EE 30%) % 1
BV, AoMESBRIEEES N (74 ) , F72. fRZRMEM T L 7257220204 11 A 25 B (DS2)

I TO~@D L D IZFHHALTW5,

" FDA I%. R COBAERE BT, ERREFBIEOFEIZ»D 6T, LT OBRFERE — 2L ER® B U A4 L AFHIZ
FEFR Sz SARS-CoV-2 %, EEARABRO EEFMAEB IIRIRFME B ISR ET A Z L 2R L TV 5,
FEEREEWR : BESUIEE, %, BUNSGIMREREE, K5, RN EORA, HE, F-hEOREOHK, HEE, &5F9
Xix&. BETEE, TH
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ity

~ RA¥ v JEPT  FREES
OF —H 2L D VE [Hifl] 95%CI] 1%, 94.1 [89.3,96.8] % TH V. TN (DS1) OFERLFHETH
277,
BIREEG & U= OF JA2 b WER (FAS) i1 2 2 BIA#RER 14 ALRRIZEAE L7
COVD-19 #ERI (DS2) 1XAFIRE 12/15,181 B, 7' &R#E 187/15,170 i, VE [Mffl 95%CI] 13 93.6
(88.6, 96.5] % Th V., TELIFMOERELEFHETH -7, 7B, FAS © ) LEEREO H HHFHRE TR
FIBE 343 fBl, 7T BARBE 337 HlL72<3® | COVID-19 FEEBNTI T T ¥ RBE 1 FIORTHDHZ L7 b,
RGP D & HHRE N BT AR ORI DORERMBRITIIRA R H D L EZ D,

mITT I35 5 COVID-19 #ERI O RERER # K 2 1ZRT, #fIL, /RRR3E 1 BB HEfE% 14 B
MOARFIFEE 7T EARETHBEELIED TEY, 2 BIEEERD O AR OFEHERBRN TS Z & E2RE
THEREEZ O,

F 72, PP EMIZRIT 5 EAEALLIGEOFIERHAB] O COVID-19 HFEFIZES < VE %% 21 IZ7R-T,
721, FIERHRID VE IZ2W T, HIEZEBRIC L 2HEFELZ MW EFEME COVID-19 (2F-35<
FERETRL TS ( [COVID-19 #EES) X, 2FER SUIFFREER Z 588, RT-PCR MREFE R
MR I, HIEEELIZX DHEEZ I T-EBENE COVID-19 £ EE (TR2.12M8) ) ,

2,5
s 3,04
5 75 & KBk
§ 2.0 -
C', ‘C 21{3 ; G QT-’_\ 5‘-3 ; o T'D E“C 9'0 1 5"‘ 1 ‘O 1;0
Time Irem Randomivatics {Day)
g USRI L e e
7 A ERRE iys TaE TazeT LRSS ST e Qe M ¢
X2 EEB{LLIED COVID-19 REES D RMIBESR (45 301 BB : mITT £ (DS2) )
%21 RERHBIOESMYE COVID-19 (¥ 301 38 : PPERE (DS2) )
AFIEE 75 AR VE (%) ®
fREYT ST BB 14,134 5 14,073 51 (@18l 95%C1]
2HH (EIEALE) 12 15 225 5 94.8 [90.6,97.1]
1 [B] B 578 14 B LABE 11 %1 225 {51 952 [912,974]
Egg;gggf9 | B B 5 2 B A £V 1) 4 4 749 [-124.2,972]
i 2EIHEE L 2E BEER%I3BET 0 i 19 51 100 [NE, 100]
2 Bl BHEETL 14 BLLRE 11 202 5 94.7 [90.2,97.1]

NE : FHihi1NEE

a) BMEREPILERL L, Fi#is - COVID-19 BEELY) 227 (18~64 5% (EEL) AZRAF2L) . 18~64 5% (EEL) ZA7RF
HY) . 65ELLE) #BAMET L L7 Cox tefiny— KFEF L

b) 2EEHER ETILA NV MBEEL T ARVWEERE X, 2EBEEAMBCH B L LTERY Ko7z

®) dEsl 301 BERTIE, FANER S TEEA10D SARS-CoV-2 DRBRLBED & 5 FH TS SN2, ARBRIEAANLONEERED 5 b, ~
— AT A VEFORE T SARS-CoV-2 BENRH 5 Z L NEEMICHA L& RSB AN LR,
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~ A% JEPT  AED

BOERTOREMMETER 22 0L BV TH Y | &k, YEBI. AR, BE(LY 2 7 K+ XI34HE - COVID-

19 EIELY 27 OWTHNOESEMTH VEIZRE 5B W 2o T2,

#22 MHKEAROHERE 2 [ B EME% 14 KO COVID-19 i (841 301 38k : PP KM (DS2) )

AFEE PR VE (%) ©

N (%) COVID-19 #&EH) N (%) COVID-19 #EHI [#18 95%CI]

ESLY 14,134 11 14,073 185 94.1 [89.3,96.8]

18~65 BRI 10,551 (74.6) 7 10,521 (74.8) 156 95.6 [90.6,97.9]

65 mibl b 3,583 (25.4) 4 3,552 (25.2) 29 86.4 [61.4,952]

. 18~19 % 92 (0.7) 0 116 (0.8) 2 100 [ NE, 100]

20~64 W% 10,459 (74.0) 7 10,405 (73.9) 154 95.5 [90.5,97.9]

65~75 AR 2,953 (20.9) 4 2,864 (20.4) 2 82.4 [48.9,93.9]

75 mil b 630 (4.5) 0 688 (4.9) 7 100 [ NE, 100]

R B 7,366 (52.1) 4 7,462 (53.0) 87 95.4 [87.4,983]

T 6,768 (47.9) 7 6,611 (47.0) 98 93.1 [85.2,96.8]

BA 11,253 (79.6) 11 11,174 (79.4) 166 93.5 [88.0, 96.5]

BEAXIZ

N |7V BRT A B A 1,385 (9.8) 0 1,349 (9.6) 6 100 [ NE, 100]

TITA 620 (4.4) 0 689 (4.9) 5 100 [ NE, 100]

[ RS 876 (6.2) 0 861 (6.1) 8 100 [ NE, 100]

EBELY X|HY 3,206 (22.7) 4 3,167 (22.5) 43 90.9 [74.7,96.7]

7 R+ 2L 10,928 (77.3) 7 10,906 (77.5) 142 95.1 [89.6,97.7]
?ovtfg-w. g;ﬁé ﬁg 2rmETeL | 839 (594 5 8,403 (59.7) 121 95.9 [90.0,983]

1

%Em}x§%$?;7@%%n 2,155 (152) 2 2,118 (15.1) 35 94.4 [76.9,98.7] ©
65 Ll b 3,583 (25.4) 4 3,552 (25.2) 29 86.4 [61.4,952] ©

N=fEHT X R B3, NE : FHmREE
a) BREBHZIHEEL L. £ - COVID-19 HIELY 27 (18~64 & (EEMRY ZAZ7RFRL) | 18~64 5% (FELIV ZAZEFHY) |

65U E) #BRIEF & L7z Cox ¥ — REF L
b) BA, BAXET 7Y IRT AU BN, TIT ALS

c) BeEHEHEEL LT Cox Bl Y — FEF L

723, EWN 1501 REATIL., COVID-19 FETFHHERIC OV TIFIE S TWARWA, RBREIRIF O
COVID-19 DOEBSCZWNIETA2EMIIAEER L L TUINET DI Z & L &, COVID-19 RIEIZEE ¢

AMETRD BN o (F—F By hATZ7H 22143 A31 ) .

37

COVID-19 7 2 F &7 A+ HF_ B BEEL TEHFASH ARG LI RESR



@ SEFPECONT
5L 201 BB E OEMN 1501 3BRICIIT B S Z o 7 BB & O FoHiE Mo iz o\,
%n%‘;}%i 23 RO 24 TR,

v A% U D

23 BB 2 BB MK 28 H B OHuEMl (S 201 BBk : S & V) RERMHASUITIRAICEET5 PP EH)

S & v Ry B RMGUEME Y AR (50% S FIHTiMm) o°
N 0 GMT (pg/mL) GMFR N N GMT GMFR
Ll 95%C1] [l 95%CI] (FERI 95%CT] (ARl 95%CI]
el 189 1177 [134:;?;‘62 1.61] [2252 15 ,gé;.sé] 186 | 152 [1 ,56;2,5?;;52.4] [34.33?'338.5]
oo, ijﬁi s | 95| 87| 16\ Moo | msenssost | % | 2| fisssoisess] | (es 0]
e 9 | 90| foe iosan | misas, s | | 7 | tuasoo asie) |t
B i e R [5.46, 621 ser | |7 | sasos) Lo ]
773;23‘\ A Bl B [5_961‘,5;1_23] [0951,'?08] 28 [44.1?‘53.0] [ 141)',]12]
SsmilE o4 | 9 [4.851',3284] [0.98;91§01] 1% [44.‘(‘)?'510.5] L 1‘:)',0 1.1]

N=FEHr <t 5L, n=1017E Fi%k
GMT : 2 BIE#E/% 28 H B. GMFR : 2 [B1 H#%E% 28 B B/ B E #4ER]

RS ERE TRERBEOBE. MITIZ0SxERETRECEMSAV G
a) I—7 4V 7HE : FlRS-2P # > X2 E (S1+S2ECD, His-tag) . AIEFRS R :

TEEHFH : 3.9~487 ng/mL

b) <A 7 ndfik

T/ 7 a—FAHE, RHER 049 ug/mL,

¢) 53k : BBRC VERO E6 #ila, BIERBHHRBMTE : COVID-19 BEFDEEH D 77—/ MiF, BRHEBR : 7008, EESH : 91.10~

2,031.87
#24 REIE 2 [ BB 28 A B OHUEM (EPS 1501 38R : PP £5)
S & Ly BRRNEM Y hfnfLiARfE (50%SR Fniiikim) o9
N GMT (AU/mL) GMFR N GMT GMFR
" A 95%C1] [l 95%C1] " [ 95%CI] ({81 95%C1]
813.05 1,00925 17311 217
A )
2FEE 147 | 147 ooy 870601 | [865.11, 1177400 | Y7 | 16 | [is79.0, 18978] [19.8,238]
AKBE 810.61 1,037.79 1727.4 21.6
(100 pg) 20~645% |98 | 98 | 175045 87560] | [86737,1241.69) 8 7 | 15490, 1926.5] [19.4,24.1]
. 817.95 954 51 17383 218
6SIREAL 49 | 49\ 10135 040507 | [706.61,1289.37) 49 49 | [1459.9,2069.8] [18.3,25.9]
0.60 0.90 799 10
BEMH 149 149 | 1553 048] [0.83,0.98] 49 49 [79.9,79.9] [1.0,1.0]
o 0.59 0.88 79.9 10
77 RBE20~64 5% (39 | 39 | g5 67 [0.79,0.98] 39 39 (79.9,79.9] (1.0,10]
. 0.66 1.00 799 10
6SHLLE 10110 | 1o 48 (01 [0.93,1.07] 10 10 [79.9,79.9] [1.0,1.0]

N=FEHT Rt HIER. n=HIEFEK
GMT : 2 EIE #5817 28 H B. GMFR : 2 [E B #4%&1% 28 B B .1 [ B #4&h)

PLE@R EETRERBOBE . BEITIZIX 0SxEETRIEDEAAV G

a) =T AT HFS2PF LRI G, BIERSEL  COVID-19 EFORIEH O 7 — L MmiF, RHEBR : 024 AUmL, EEHH : 10
~2,052AU/mL (#5301 38k & F—#IEE)

b) <A 7 uthfiis

¢) 75 EMIE : Quidel VERO E6 %ﬁﬂﬂ\ HIE RS RBIE  BAERRBROAFIEBHOEREO T — V., BRERR : 82.11, FEE
BH : 159.79~11,173.11 (#5301 B & F—REER)

#EA 201

Bk K OEM 1501

HKERCBWC, 2 B BEEREE 28 AR D S & o8y B RAGTUAM & O

FoFUAME D GMT O 1 B BE/ERTIC x5 2 [ HEfE% 28 HEH® GMFR 1, 77 EHREEL HERL .

AFTE CREE IS

BETH o7, MRERE L ARRBFEOTURBGERRIY 100%TH o7z, WTNORBRIZE N

Th. S F o7 B BAHHRME R R el 0 GMT IX3EEERE (16~55 B L 20~64 %) L&

EE (56 Bl EXIX 65 BULE) CTRIEBETh-7-, 7228, ¥ 301

TEHLILTWARY,
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B4k 201 FABR K ONEY 1501 RBRTid. JABREE 2 [B] B #:fE 1% 28 HUUBR DT — &
¥ESL 101 BRBRCIE, 2 BB SR 180 HE S TOTF—Z REBEHNTHY . &K 100 pg BT
A OHEREIIR 25 D LBV Thotz, 2 RIEHEFER 180 HETH, S # 37 BREPUE K O FFIHT
(K23 HERR S (N Engl J Med 2021; 384: 80-2, N Engl J Med 2021; doi: 10.1056/NEJMc2103916)

v RF U AT

812 90 H B GMT 1%, BEEEIMEY OHEMO GMT (106 [60,189] ) LW b EMETH -7, &
DORERIZDOWT S, BEFREDORFIIMEETE TH 5,

%25 2 EEEMS 28 A DGO TR (S0%EBRREE) © ORB (A 101 KB : mITT HH )

AA| 100 pg

18~55 8% (N=15)

56~70 5% (N=10)

71 %L E (N=10)

GMT [F{8l 95%Cl]

GMT [Fffl 95%CI]

GMT [l 95%CI]

1 [6] B #£fEA0

10 [NE]

10 [NE]

10 [NE]

| Bl E 7% 28 H A

18 [12,27]

11 [10,12]

20 [12,33]

2EBEER% 7HA

263 [188,368]

340 [219,527] 9

310 [202,475]

2EIEEERE% 14 HA

360 [273,476] ©

404 [292,561] @

317 [198, 508]

2EIEEERER 28R E

276 [193,393] ¢

424 [267,673] @

231 [150, 356]

2EEERE% OHA

182 [112,296]

167 [ 88,318] @

109 [ 68,175]

EEET T INEEER

80 [ 48, 135]

57 [ 30,106] @

59 [ 29,1211 @

IZE LN TV,
BT 5 HFH

. 2EIE#

N=FEHT Xt &%, NE : P4l ~AE
a) Ya— KA ANRERAWEIAY 7 25— T vEA
b) 1 B EAKOEEE ST, RERMETM O~ OBEHR RS | B EOMEY - 7408 bh, hoZh b REThE
ThHo TR TOWRE
c) MIEHBELEONFAZIT 146, d) BIEERBEON-FEIT 6]
e) N Engl ] Med 2021; doi: 10.1056/NEJMc2103916  Supplemental Table 2 X ¥ $k#

AFKIBEFEIZ X D SARS-CoV-2 YL FHEIZh R K O COVID-19 FAEFBAEhE & thFnbiiifl & OBEE Iz >
T, BIRER T, FRbiEMas COVID-19 ORE T L BT 2 & W ) FEamidfB o Tniany, Ll
726, IR CORBERBROBRSL .13 2M) | BRRR CAK| 2 BEER ICEHE A LA
b, S 301 FRER T COVID-19 FIEFRAIR VR IN-Z L 2 BE 2 5 L, AEEREIZES HT
R OIENMIE COVID-19 FIE TR & OREMN 2 R T B[ fEMNRH 2 & X D,

COVID-19 BIETFRIZhER L S & 37 R EAHUAM & NP Fofu MM o BEEIZ DU TS| & i E 1RET
21T 9,

® BARANIRBTIHEDMEICONT

EMN 1501 FHEBRIZBIT 2 S # U 7 EREMFURER O FFAEMIZ. 77 B RRE & ik U CAKIRE
TEEFIC LA L R242R) , F2. AABEOTURGIERIZIES 201 HBR & FER. 100% TH o7z,
72¥, WA 201 RBR L OEWN 1501 RERICKIT B S & 280 B R BAHUAM & O Pl i o8 & 5
ISR 725720, GMT RO GMFR O EEZELRBIIREE CH 5, .

EA 1501 BBRIZI T, HEA 201 BRER & Rk, S ¥ v /80 BREWHURE R O A o L7 4358
HHNTWNDZ L, 301 RRICBWTARIOFEIMENRINTZ L2 BT 22 L, BAAZBNT
HHES 301 RER & FRROAF| OB HIEIIMFETE D L E XD,

HREE . AFIOBIEIT ST, BUFD L 5 12k Ui,
S 301 REROFE RN O . 2ERER TAKID COVID-19 FIETFHRITTINTWS, F7-., #H 301
BRI KE O A TEME S, BRRICHAAN SN EBRE O AR D EENTRIERO 9 B, AAD 79.2%)

¥ COVID-19 BB H Y . COVID-19 BB GERFEBI PCREGM) 5 23~54 B (FR{E34 B) BB LK 20~77 5% (FR4E 49
%) O KFr—41 fih CRER &Sz hiERE
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v A¥ v JERT  RESD

BREOLND DD, BEARTHRIFIN TV HHAICBNTIE, ABEEZEDOWTHLOHSERTYH
COVID-19 FEFETF BB BHE 725513500 LTV,

HEHE LB B0, #5201 RABREER 1501 HEBRO S # 037 B RHURM K O fadk

EOBEFTFEILF— TN E2h, FRBRO GMT K1 GMFR % EZEH# L CEMlid 5 2 & I3 R
ThHN, EHN 1501 RBRICBWT, WA 201 B L RIkE, AH 2 B ABRERO S & L0 B RIY
EEEOHRFPAMES LR L CWE I E2HRLE (X233 RVOE 24 5R)

UEXY, BARANZBWTHIERARA LR, AFOLEZEFENZBD NI &b, BHARANZBW
THAAKID COVID-19 BIETHIRNFHFTEXDLEEX D,

Tz, RAOEMOBECET A ERITHF A THE O TORWVA, #4101 RBRICBW T, KA
100 pg O 2 [F] B 5 90 B H £ ¢, EEH LT & FRREL EOREMASHER S, 2 BB #E% 180 A
HiZRBWTh, PRPESHEZE STV S (3825, N Engl ] Med 2021; doi: 10.1056/NEJMc2103916) ,
COVID-19 FIETFEhF & HUiEM OB EMN H 5 L RET 5 &, AFD COVID-19 FIEFERIE—E
BB ORI I TE RN H DM, PRFEMORFHRETARDONTVDI I L ZBEX D
&L ARORBIOEIEIC OV TEI ERERTNT D ENRMETH DL EE XD,

#E5h 301 BEBR K ONEPY 1501 BRI, RERFZ LM TETH Y | AFOFIECRE L TR oNTE
WIZOWTIE, HE., ERESGSICERRETI2LERH D B2 5, £12, COVID-19 FIETHEE
& PR AMEE O BEIZ OV CIEIB & X B 21TV, FiR2MmER G LNBAITIE, ERBRBRICE
WIRMT IVNERHD EEZ D,

23, AHID SARS-CoV-2 BAL TR RIZBMARAR TITFHH S L TV a2 b, BRR T, A
FliEEE D, SIEMEBETHHREIT) ZLIEETHY ., 20X EREFEORERE ~EYIC
EHRRIETINERH D LB XD,

7.R2.3 COVID-19 OEELIHEIZIRIZOWT

REEEIIUTOX 2 IZEHBALTWA,

5k 301 BRERIZ BN TAHFID COVID-19 D BREALIFIZIR 2 MEH 272912, EAE COVID-19 %, LA
TO—2ULDRENBOOND Z & LERL, HIEZERIZ L HHEL T -EE COVID-19 fEH
DFEBRIZ T L 7=,

- BESHMREBERET 5 LHFORKREE (PRI 30 E/4aL b, DA%k 125 B/3L B, SpO,

93%LL T ik PaO,/ FiO2 300 mmHg i)
- PRIR R A X AN SRR (R B RE, JEREEIRE . BRI ST A SR A T
(ECMO) 2 X BIRENRME)

- Va v (IHEHIMLE 90 mmHg R, ILIREAME 60 mmHg K, UIHER ORGSR HLE)

- BMEBHREREE . FrRREREE TR Rk REREE

< EFIREE~DOAE

A

= DRI COVID-19 TH5 T 7 F L BIFSI2 B4 5 FDA HA XL 2 W |[CHEILLTB Y . /. ARD
R o w7 A )L RERYLSE COVID-19 2O FE| X (F4.1/R) 40 TEEFMOEAREL ShD TEH

0 https://www.mhlw.go jp/content/000712473 pdf (Fx#&FESRE : 2021 £ 4 A 23 B)
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< A% U RETD

BERE~DAE] RO TANTHRBALE] 25 ATEY, EIE COVID-19 OFHMEIZAVS Z & i3d@Ed)
EEZRD, ZTOERIT L DERE COVID-19 #EER (DS2) 1X, AFIEE G, 7 BREE30FHTHY, VE
X 100%CTH - 7=, ’

B, D2 DT —F v MAT7 B E TICAAEE | BIBELE COVID-19 2 FIE L T\ ey, T—Fh
47 B ¥ TIZ RT-PCR DFERBHE SN TR oZ &b, UIEANT LR O RICITE £
NTW2RVY,

FEAEIE. ¥4t 301 FABRIT COVID-19 EIE(LIIHRIZN R 2T 5 72 D OB TIERNZ b, BRI
BETOHVLEIHDLOO, RSN /HRIT. AAID COVID-19 ERELIMHINREZTRET b 0L E
25, 5%, &AL SARS-CoV-2 7 7 F > ® COVID-19 DEFE(LIMFHI D RICET I H-RmANE LN
TSI, FRREEONBOLETE ZHRFTT 2%, YIS TI2LERS S LE X5,

7R2.4 BRI 2FHEICONT
EN T, 2021 F 1 ARATII D614G EE%ZHT 5 B.1.1.284 ZHEK UV B.1.1.214 ZFENRERTH -
FAD 2020 4F 12 A THLAE, S # VRV EICEEERE AT H%E VOC-202012/01 & (B.1.1.7 %
) L BT 7Y N S01Y.V2 K (B.1351 R KUT T U S01Y.V3 Bk (P.1 %) SDF7- 722 Bk
i 4L, FEIZ VOC-202012/01 BRIZ DWW TIE, BN TRER I NTZEEBRD 5 B, 9 FILLE (1,076 /1,141
Bl, 4 A 13 BEEE) 2 L INTEY ., FERREMMNED anu\é“’ o ZHNHOEREKIL, WHO IZ
FVBAEINAEREKE (VOC) ) LEaNTEY, W bR - EIEMHICHET S & Sh5 N50lY &
BAERFL, £72. 501Y.V2 KR 501Y.V3 £k TriseZdkeEn ah Téz‘):‘%f@éné E484K ZRHLH L,
COVID-19 O ESELRRES - (BIEMEZFIZOVT, UTOX I RBERDH B,
«  VOC-202012/01%k (B.1.1.7%%t) : TERDOIFRATER & LR U TR - BHEMO EHEBHREIh TV -
(Science 2021; 372: eabg3055) , ZFRMREGBIDOIEZE BIRBLM & B L T, BTV 27 KA
YR DL LEEL TWARIREMEAE W E O#FENH D (The New and Emerging Respiratory Virus
Threats Advisory Group (NERVTAG): Update note on B.1.1.7 severity, 11 February 20214 )
.+ SO1Y.V2Hk (B.1351R#E) : TERDGATHE & Hollk L TRl - I ERATIE S, E484KZE R %
BTHT b, RERBEOFREMELHEIND (Nature 2021; 592:438-43) , EIEE DL %R

41)

https://www.niid.go.jp/niid/ja/diseases/ka/corona-virus/2019-ncov/2488-idsc/iasr-news/10152-493p01 htm]l (Fx#EHEFRH : 2021 £ 4 A 23 H)

2 hitps://www.mhlw.go.jp/content/10900000/000769042 pdf (Fx#&HFEZRH : 202148 4 A 23 H)

) https://www.niid.go.jp/niid/ja/diseases/ka/corona-virus/2019-ncov/10280-covid19-41 html (RA&HEERH : 202144 A 23 B)

WHO 2, VOC RU* VOl ZLUT D X HIZEHEL T 5 (hitps://www.who.int/publications/m/item/covid-19-weekly-epidemiological-update
(BHFERA 1202184 A 23 ) ) .

VOI : SARS-CoV-2 ZRERBLLT DBE. EET~EERK (VO) LES

o IZEYERE (referenceisolate) & ML U CTRBENENL L TWE ), RBE~OPEBIIREET S Z EBHLMLNEIEDLNS T X /B
DELIZSBRNRDERE Y ) ABETHHE
I=Re) :
s WHRTOEREG, EEOCOVID-1YER /7 T A X —%3| &R T EPHREN TS, BROETRHEN TV 554
X%, ZOH, WHO SARS-CoV-2 Virus Working Group ~0 2 > 445 —3 3 > DT, WHO A3 VOI & L CEET %54
VOC:VOID b, L7t R AL M XV UTEEEL TV Z ENEF SNBSS, BASNBERK (VOO LES
UTDS bnTFnrnionbgs
BRI - SRRV OB SUICOVID- 19D E I E L L
E71 (virulence) DI KNIIEERE DI
NREE - SR BIIFGET 22NE. Vs F . BEROEDHOET
7\11 ZDfth, WHO SARS-CoV-2 Virus Working Group~® =2 > ¥ L5 —3 3 > OF, WHOMVOCE L CiHMET 554
https://www.gov.uk/government/publications/nervtag-update-note-on-b 1 17-severity-11-february-2021 (Gx#&#e32H : 2021 424 A 23 A)

44)

45)
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~ A% & AR

T B AR ERIIE SN TV RV (Centre for Mathematical Modelling of infectious Diseases, Estimates
of severity and transmissibility of novel SARS-CoV-2 variant 501Y.V2 in South Africa, 11 Jan 202149 ) |

«  501Y.V3#k (P.1%#5) : RBD fEIRANIC 501Y.V2 k& 3T 54 #E (K417T. E484K. N501Y) 2%
FTAHZENG, B - GREDO LACRELREOREENRESINS, EEEOELERET 5H
HERBHRITE SN T W2V (Rapid risk assessment. SARS-CoV-2-Increased circulation of variants of
concern and vaccine rollout in the EU/EEA, 14 update. 15 Feb 202147 )

EATIE, ZnO0ERKIIMEZ, 74 VB THEINE P3 ZHEACKESL Y 74 0=TINTE
(TR & U7 B.1.427/B.1.429 R DSHER S TS 9, ‘

PRI, ZRRBRICA S DAFNOABMEIC OV THEEEICHRAZ RO, BHFEEIIUTOL I ICKai, W b
D SCERHRE (N Engl J Med 2021; 384: 1468-70) % FAVWTaLH L7=,

BRIRITKT 2 ARK O PFER 2323 5 72912, Mok 101 HBRTAA 100 pg % 2 [B1 B #FE% 18/
OHRE (8 1) OMmiEZMVT, Wuhan-1 ¥k (Wild-type) D S # U7 BEXIKMET I/ BERZH
95 S Z X7 E (B.1.1.7 FHE, B.1.351 #Ht., P.1 B KRN B.1.427/B.1.429 F#ED S & 7327 'E | D614G
ZE EUI ZEEK, EU2 BEBK, N439K-D614G EEBEXIL Mink Cluster 5§ DEREZHF TS S ¥ /37
E) OBGTFERRIEAKEEARTANVA (Va— RYANVR) IZHT2HFEEEZTM L, R
FHLETRTCOY 2 — RUA VRIZKHT 2 FFERA SRR S 72 (Kai, W b O, Figure 1 & T Figure
S4) , 728, B.1.351 RHERICHT D PRIEMIE D614G EEMKR L W LIE T2ERO b2, IDso (v 2—
R A N RZHT D S0%BAEFRER) O GMT I 1290 TH Y | T XTHOMFE Ty 2— KT A VA EH
FAMRE CTH o= Z & h, FREHIIRZNTNDE LB X 5,

L, BIEREFICHERTIERMROT=X ) U 72T, BR) R BBV EEZLNIER
BRIZH3 2 K D FFWEMEIZ DWW T, RIERFEZICHERINET L TETH D,

728, AE|OBERRBREMIFIC BT B FITHRIL D614G BRI EBE S ND, T2, BRETIIIEN
301 HABRIZEIT D COVID-19 BIEBID 7 A NAKREZFMMF TH Y . LiROERERICIRT T 2 AF O FE
ZEHE L Cuany,

Wi, UToX 8% 5,

D614G BRI UBHEEREHTH S F v AV EBETFEHALLY 2— FUA LRI LT, AAO
WHEEE LV EONMBEOFMEEAHRB SN TVD I LEOR-REEFBE X5 &, 2021 F 4 ARRAT
HATL TV 2 TELx OERKRITH L TARO—EOHFMERIIFTE 5, LinLadib, SELHIRK
BHROHBMBESND = Enb, 3 XX ERRORBREL OFATRIRE RT3 2 &, LI
2SRRI 5 A O PR/E R CERRAA SIMEIC OV ORI R O INE T2 Z L BRETH Y | #H
T2 RAMRADBFR LN BRI EILS U THFREET 2%, BUICHISTILERH D,

4 hitps://cmmid.github.io/topics/covid19/sa-novel-variant html (FAEFESRE : 2021 464 § 23 H)
0 https://www.ecdc.europa.ew/en/publications-data/covid- 1 9-risk-assessment-variants-vaccine-fourteenth-update-february-2021 (B #FE38 B : 2021
F£4/8238)
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v AX v JET R

7R3 REMHIZONT
HEEE 1L, BRI A OCRGEIRERICRBIT 2 ZEMIT OV T, 7TR3.1~TR35 ZHE %, TnETI
BONTOBERDRLARORRT 4 v MIV R & LEBEEZHEEHBAL TS,

g3, AROZEMHIZONT, #BH SN EBKR N TR3.1~7.R3.5 BT 2BEEOHE L v &5t
EAToTHER, LT X 5 I L7s,

R SN EBRBRBROZEMEFRIZENT, BNAOLREME T 0T 7 A MK EREITRL, ZOM
DHEEEZROEERHEERORBBRILCFEH ORBVRE N SHWT5 &, ERRBAIERD O
TV, OB A UTESERFERICB W T, BRRBR CIIRE SN o727 F 7 4 5
XFU—FEOFEERPRESINTVE 0D, BlEA T, AFNCHAEREZIIRD b TR,

UEED | #OREEWER CERBREEZAIRE LT, RBFOREMHIZBREIT RN EEX D,

772 U AR OEER BRI TN ORER bk Th v 2 Sh - EWNAOBRABEEIZB VT,
FHEREREYOREMT —FIIMONTND Z &0 b, AFIEBERIIOZEEFERICOVW T, JiE
IRFERICS| R FRINET AMLENR DD, 2. TOMOMNERMFERIVELED., BONZHRIG
CCTEMDOEEECHERRBUEOERT ZRETT 2%, BT 2LERN S D,

AEN ORI OWTIE, FMBHETOBRREIEE 2T, BMRAIHN Lz,

7.R3.1 BRRRBUCRBIT 2 R2MH
HEHEIL, BERRRIIBITIALZEEIZOWVWTUTO L IIZEHHA L TWA,

7.R.3.1.1 HEBERIZHOWT

Dok 301 KB

WA 301 RERTIX, FANCHE L2 AT (ESEML) ORERESES (08, B - R, EIE -
fE, ROV UNEE) ROEHMEOBERESESR (K. EY. HilHE. B, B0 - g, B
ROFEY) % RBRIEAEEfE% 7 B, SBREHFEIC L VINE L, T L7z, IRRELREBERER 7 B
FMOBEREERIIR 18 T45R) OLBYVTHY, FL—F3ULOBERESZRIIR2600LEEY
Thole, RAMDOLL OHEFE T 1 U LOBFEAESFZBRD O, FELOEREGIIVTN
AEBECT T ERBEI D bEL ST AFHE TR BELF b%ﬂtﬁﬁ&ﬁﬁmﬁ£$2iﬁff&@
1 B EBfER (83.7%) & 2 EIB#HER (88.2%) CTHEBEL o7z, AFIBIIBIT 22N ORERES
LORBAFNGIL | BIRERER (54.9%) L0 b2 EIBEER (794%) 28N L7Z, RFIEETRD b
BEAEEBEROKRBDIE I L—F 1~2 ThHol2MR, WTNDOERIIBNTH 2 MAEREICBWTEE
EEIM U7, AFBECTRO LN L — R 3 U EOEROFRBREIEIT. 1 B B RS CIER 2.7%) .
G (1.8%) . &% (1.0%) DIAMIWTND 1%RBETH o7z, —7F7. 2 B BERRICAKIE CTRL LN
77 L—FR3ULOEROEHEIGIITATOFLCIRAEREZ LIV EL., 2EBEEE, 1% LI
ROONEGIL, EF (9.7%) . AT (9.0%) . B (52%) . BFE (4.5%) . EBH 4.1%) |
FLBE - FAR (2.0%) . MEAR - 5045 (1.7%) . B (1.5%) ROVEE (13%) Thotz, 1EIBEXiX2[E
BEFEZICBV TS L— F 4 ORETEFRITAFKBET 9RO N, TRTEIMNERTHY | %
BN 17 THo Tz,
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~ A% JEAT  REET

F£20 V- F3IYJEOKREREESR (B 301 BB : HELZLMET —F OFFTRRER (DS2) )

JMENEE 3 S 2 BB WEh OB :
AHIEE 7w REE AFEE 7T R AFIBE 75 v AR
n (%) n (%) n (%) n (%) n (%) n (%)
REE (EHET) OREEEES
N=15,164 N=15,151 N=14,673 N=14,562 N=15,179 N=15,162
EERANS 529 (3.5) 78 (0.5) 1,020 (7.0) 72 (0.5) 1,418 ( 9.3) 145 (1.0)
L 27 416 (2.7) 55 (0.4) 604 (4.1) 40 (0.3) 922 ( 6.1) 92 (0.6)
HOBE - Rk 42 (03) ° 13 (<0.1) 287 2.0 15 (0.1) 324 (2.1) 27 (0
MERR - AEAE 82 (0.5) ° 6 (<0.1) 254 (1.7) 11 (<0.1) 326 (2.1) 16 (0.1)
Y > ESE @ 49 (0.3) 9 27 (0.2) 67 (0.5) 19 (0.1) 110 (0.7) 45 (0.3)
EEMOREEEESR ,
N=15,167 N=15,155 N=14677 N=14,565 N=15,179 N=15,163
FRT 452 (3.0) 314 (2.1) 2,339 (159) 285 (2.0) 2,629 (17.3) 565 (3.7)
i) 271 (1.8) @ 196 (1.3) © 659 (45) ¢ 162 (1.1) 869 ( 5.7) 341 22) ™
¥l 151 (1.0) ¢ 105 (0.7) @ | 1428 (9.7) ¢ 106 (0.7) ? 1,529 (10.1) 200 (1.3) ™
iolzk) 90 (0.6) ¢ 47 (03) @ | 1,318 (90) ¢ 52 (0.4) ? 1,382 ( 9.1) 98 (0.6) ™
B &R 61 (0.4) © 37 (0.2) © 770 (52) @ 44 (0.3) ? 813 ( 54) 80 (0.5) ™
Bl - gt 10 (<0.1) © 12 (<0.1) ¢ 21 (01) ® 11 (<0.1) 30 (02) 23 (02) ™
EE 24 (0.2) ¢ 14 (<0.1) ¢ 191 (13) ¢ 17 (0.1) ? 211 (1.4) 31 (02) ™
REY 15 (<0.1) ¢ 8 (<0.1) P 215 (15 » 5 (<0.1) Y 229 (1.5) P 13 (<0.1) ™

N=MEH I RHE. n=FEHFK

a) EHEMRIOKEOEREIIER

b) L —1F3:39~40C, 7L — K 4:40CH

¢) N=15,163, d) N=15,164, e) N=15,150, f) N=15,153, g) N=14,673, h) N—14669 i) N=14,562, j) N=14,560, k) N=14,559,
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AABED L OWHE CRIMMOREAEREZR VIO TEREELNED LN, FFRORERE
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fpE-% | 1 EH 3 (20 2 (20) 1 (20) 0 0 0
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B 19 BlCIEBRE L ORRBENEE SN Rd o T, FFHETRERD BNEESENE TS L— K 1 Xk
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BOIREZS . SRS R R ERE | BINAFIER & ORBEENTE SN0, RS
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2) . TTEAREE B (RBRIEEER 11 BRICRE, 71— R3) TROLNh, LHIRBREEELD
FEERIIEESN, SWRFIELICEAETH T,

15k 301 BRTIL, MedDRA FEYERZRT DEBUE] OBEEN S B HERE NAKIRE 83 . 77 BREE
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Monthly Safety Report 03, ATC CODE: JO7BX03, 18 Feb.-31 Mar 2021, Report date; April 2021 & ¥
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1% ACCESS (vACcine Covid-19 monitoring readinESS) 12 &> TRt EN T3, BRINESEIZB WV TRIE
ERE LTHRESNTWAT 7 47X —0OWMEE (RKME 2443 6110 TAE) ¥ L0 bEd-oTz,
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9 http://www.encepp.ew/documents/DraftReport. pdf (Bi&FESRE : 2021 424 B 25 H)
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< AX 2 VERT  WET

REREPIRER bEFOEIIIRE OV, BEIRD DNHAITIE, B EFEELZ2T5 X
5 N Téﬁai&%ﬁt@— 5 %\gﬁs\ &J 6 o

7.R.3.2.2 HEHEFE (“VERE) 2oV T

HEEE L, EEE CUVERE) ([2oWT, UTFoEBVHALTWS,

HESL 301 REBRICISVN T, BEERREIL. ASHIEE 0.02% (3/15,184 1) . 7T & REE 0.007% (1/15,165 )
IO b GEBMIR O IYE 9 MM O R) . AFIBE3 BIONRIZ, ZL—F4p8 16l ZL—F
203 26ITHY, BIRIEZU— K2 O 1 HIHREEOMIL, BEXIBRTH 7=, WINbIRRIER:
L ORREBERIIEE SN TVS,

WS 101 38R (Day 119 £ CTOMMTFER) KOUEN 201 3BR (Day 57 £ COMHRER) R OEN 1501
RER (2021 £ 3 A 31 AR 2RV TE, BEREIZERD 5TV,

WS COERFFAIE UIELERFT% O B RHE (2020 46 12 A 18 H~20214E3 H 31 B) 2BV T,
BATERREL 249 BIRE S, 20 5 LEELERIT 246 LR D B,

ANRILERIZESE . —ROLEFAICB T 2 VREOFRBUEE # REt LR, RTFICREL o=
BATH 10 FAFEDHT-Y 11.5 Fl& £ 2 i (I Neurol 2020; 267: 1896-905., Eur J Neurol 2002; 9: 63-7 %) |
AH DEEARFAER K& OVgA C OERFF Al % I ELER e COBREMEORHREE (10 FAFEHT=Y 5.52
) XENLY RS, EEAAEICE L TREO Y 7 WIBRE SN TWRY, 2B, KED Vaccine
Safety Datalink (VSD) ZHWTERSN=T 7 F o HEREO Y R 7§Hl (2021 2 A 13 HEER, =23
FTTFTAHBELEDLEIEM KBV T, RAKEOY X ZO0BMIIBDLA TV AR W
(https://www.fda.gov/media/146269/download (Fx#&HEFEH : 2021 4 A 23 H) ) ,

BEMBIZOW T, BEITAREFESFSE L L TRERRBRAROTREREICBWCHEICE=4)
TET>TEY, IRMIXETOEBEBRENMNELEZ T\D, RANCXDBEEED Y 2712250 Tik
SHOMELTT—FEINE L, FEBERBELNTHEITE., BMOEERELOSLEEEIZONT
REHEIT O,

ML, BB OBBAE TR L,

7R.33 BERERCEBIT A RE&ITONT
7R33.1 EMRBERTIHE

RFEEIL. ERRBLTAETH2HEICBITARAMEIZONT, UTFTOLIIZHHALTWS,

WA 301 FRBRITIE, BEEWERRE O A Ti< . COVID-19 DEE/Y 27 3E <, SARS-CoV2 U 7 F
BEEOLEMREWEELX NS, ERRELZFT2HELZHAAANT,

WA 301 BBROERMN D, 1RSI EBIRBREZE T 5 HBREKL O COVID-19 DEFELY 27 & &
5B (BMI 40 kg/m? LA ) DEREICOWT, FEHRAINFEM L7z, FHMEICEEN 2 EHEELHFT
LHERE (6,817 61, 5 HLOFMFRBN 2 DLl EORERE T 1,244 1) 10X, BHEMRE 1,454 6], DFRR
1,496 B, = EEDRENG 2,046 B, FEIRIF 2,875 il HFREE 196 f5il, HIV B 179 Gl E Fh, Filano S
U A )V REHE COVID-19 DT & (3 4.1/R) 0 TCOVID-19 DEELY A7 BEWE Shb i
BERBSOIREESY BE N W,

O BEEROY RZATFE LT, 65 RULoOEEE, BHEE. BIEPRERIRE. BEBEE. 2 BERR. SOE. % (BMI 30
kgm’ Ll k) | BERUEEBSBERORETEART LA TS,
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v R T EFT WS

INHDOEFATOIREEREEFLRVBIRG (BRE L ORRBEBLTE SN RVWEEESR) OB
EIE1E, AREIRET 26.1% (888/3,399 f5]) KU 8.3% (283/3,399 1) . 7T & RELT 23.6% (806/3,418 i)
KON 4.8% (163/3,418 ) Tholz, 7. EERAEFHZRVEERBINSORBAEIEGIL. AAIFET
1.0% (34/3,399 ) FKTr0.1% (2/3,399 ) . 7T EREET 1.3% (43/3,418 f5il) KT 0.1% (2/3,418 )
Thote, FMEAEFLRKVRBIRISORREIGIT, 77 2RBELY bAKF TEFEVVERARD &
ni=n, BEEDAZSERORBAEAT, AEBLE 77 RECREETH Y . 1B 301 RBROSEKERH
OFEFR (TR312BM) LEKTH -7, LEL Y, COVID-19 BIE(LY 27 Db 2 EMERBER T HE
WX B AR ORZEMITRREIT VDS, HEA 301 BTk, ERASORENLE L I-HERE M~
ANGNTEY, ERREBOERPEE CTRENZE L TWRWEIZOWTORERIIBLA TS, £
D 7= HREGERTEHZIZ COVID-19 DEEL Y R 7 BEWERE B L AT RS 2B T 2 8 | 0Ret
WOWTHERNET L2 TFTETHD,

BT, BEEORBEEZ TA L, MERERICIIE . RIREOEBRBELH T EE~DOERENEE
KB Lk, COVID-19 DERILY 27 Wi EREE Y BT 5 HEREE B 5 AR OB M
WEMEL, BoNBFRCESE, BNOEERECHEREROBR L RFTT 2%, HEHILEY 2
WIS EIT O LERDH D EEZ D,

7R33.2 ERERURILG

HFEEIL, EREOEARICBT AR ONT, UTFO LI ICHAL TV,

AANORERAR CTix, IR EREICHE I, ¥ 301 BERTIX, ZMEOEREITHEANREOLL
RN TH D, BROIBRERERER 3 W A £ CHEBEEAERTI Z L & STV, #BH
301 RBRCILIRBREE | LA LR T 13 B (KA 6 B, "7 BARFE 7 6)) (IR HE S,
2020 4 12 A 2 BHEAT 10 BIOFHRSKEE L TR Y . Zh b O#BRE CEIHEIXRE I TWiwy, £
oMo 3 (BRFE, ATERPE, BERES 1A X, WInb 7 78R Tho T,

WA CORERFF IR IRNER TR O B BHE CGRETZRYIM 2020 4 12 A 18 H~2021 4£ 3 A 31
A) (2B CHER R ORI BHE - D ERIR OB A 1,255 6 1,334 H:H V. 50 HFLLEREDH - 7= F 4
i, AEIRIIRER 1,071 1, 4EUR 99 (. RO RMADIRE 711 Th o7, BEERFRIIOBHHD . &
bENOTLBRITIBARME 23 TH Y | 2 FlEFRETNTEESE 1 BICRAE L T, BRAREBRTIIR
DOENRDPSTZEROBE L H D H OO SRR ORI BEE T 28R OWME ONE XL v HRRA T,
AAEFES IR DN IR E SR R OVEE & AF & OREL R T AT ET VA 3HF LTV e
EEZD, '

BHIF~OEREIL 152 i 161 HFE X,

IR & COVID-19 D ESE(L & DORARE 72 B M & UF SARS-CoV-2 it & R DERIFOIR R~ DB % R
TR RILT A2\ DS, AERIE. COVID-19 DERELY A7 RCREDY A7 SEREE D Z L2 RBT 5
WFesERnH D (MMWR 2020: 69; 1635-40, MMWR 2020:69; 1641-7) , EIRIZxTd 2 AE|EEZ OLE
PEERIZEON TV D OO, AEBEAFERBRICB O THEEOBREIIRD 5TV (5.5 808) &
EDb, PHEFE EOFEESARME LB S LM SN DBEIC. IR LA R ERET D L
IRRTRE L X T\ 5, IRMSTE TR, ERSUTITIRE L OO B RTREM O & 5 T PR L oF 35tk
DfERMEE EED LB SN B EICERT 55, ERWELTTO, /. BIm~DOARA| DM HRRER
RSN TEY . AR OARFNS T DHEOBRILIZ L DBITICOWTEARATH D Z L2 b, BT

52 .
COVID-19 7 7 F > &7/ T _ KB En LEFREH BRRICE O MEE



v AX TP RESP

FEZBWT, THEBLOARMERUBILKRBEOARELZE L, BAOMEXIIPILELHBHNT 280
EEWEZIT ),

G R R L LI AR OBRRRBIIFHE L TR0, A ORRRRERIC ISV CARAIBRER IR
A U7 BBRE OERIF 2 BBRE L TR D . 5%, AKIBFER ORI ORIGIZ BT 5 5l % EiE
o Tz, WIMHIBW T, AFIBBEE S NG 2d5R L L, EREIFR R AR D 12 77 A B 0B85
BE2THOBENELFEL TV, BERICEW T, ERERG~OEBEROZEM L HEE LT
HHRELTREL., BEOZEMEREDICOVWTHERRESE L U UNEINEREE L. EiR%
DERIF % S ORIKICHRIRREZFHELT D & & biT, AHO—fRfE AR E K OFF E AR E I 5
WTh, Him R ORAFICET 2 ERINEZTT O,

BT, BEEE OB & T/& L7z, 723, K[E CDC 13 Vaccine Adverse Event Reporting System (VAERS)
LOBEBORBIISHE VAT L6 EGNTZ, mRNA U2 Fo (KEIXIE= I -7 4 k) OBEEL2%Z
72 iE m DR EMEE RO DI, BRR TR OREN LoV 7 idFohiznon, BRHEO 7
=7 v THRRAR & OFEREWmLFEE LTS (N EnglJ Med. 2021; doi: 10.1056/NEJMoa2104983)
TLELEE 2. SRR OFERN O, B AAR L NZEA L, BINOFEEREDES &K
BT 2%, HEEEILEY LR ETONLERS S EEXD,

7R3.4 FEERIC L ZRBHMY X 72OV T

HFEE L. AR L 2HEBHERY A 71250 T, UTOEBVHHALTWDS,

SARS-CoV-2 U 7 F U HREIC L AHRBIEIR Y X 7 OFBIIBR S CTRIATH DA, SARS-CoV-2 123
L1925 SARS-CoV TITEMIRBRIZB W TY 7 F BRI X 2 REEMY A7 PlE SN TEBY . Th2 B
HIRAEA DB IR ENEE T 5 2 L AR EN TV S (PLoS ONE 2012; 7: €35421) , SARS-CoV-2 U 7
F I LV Thl BB ORIEISE HBEE SL4LIE, SARS-CoV-2 RIERFDORBMIE ) X 7 13K
B EEZHNTWS (Vaccine 2020; 38: 4783-91)

UTIORTEREN G, BRES AR L 2RBIEOFREMITEVNEE 2 5,

o FEERRREREBRICBWV T, U RARUIN AR X —CAAMEERIC Thl FERERER RN, AL
ABERBRTIE, AFIEZHEE L2~ 7 X, NAXZ—RUNHP T A VARSI FHE OO
RINF T A N AEROBHENRS b, FEEMEEOFT Rideh o7 BR2EM) |

o MBS 101 RERICEB W, AFIBEOWRE M B DN KRB 2 B CHBRIEIC L 5 CD4 Btk
T AR O° CDS B3 T MRS &2 MIBRN YA N A VU Ye@is TRME L7255, CD4 Bt T Ml T
Thl FEBH LN,

o ¥EAN 301 BRICEVT.DS2 OF —F B v hAT B E TIOHE S - ERE COVID-19 DOREER 30 i
i, TRTCT 7 ERETH-72 (TR23SM) . AFIBETIE. DS2 DT —F W v M4 7 BLURIZH
& &7 1 BIIZESE COVID-19 BSBH M- DATH Y | HREEBOMEITRD b TV, 72
B, REERY X7 OFMEICITEHOBEN/LELEZ b, BRATELN TV ABKARIZE
F B IEHIIAKIEREL 2 VA ETOF—ZRNPLTHEI LMD, 5% LA SHEEHFRINET S,

Fre, AN DERAFIEGIEERES GRS XTSI 2020 45 12 A 18 B~2021 4 3 A 31
B) @& S 7z COVID-19 JERIIX 1,659 Bl TH o7z, 7F7A4 hradRl—raillad, V7Fv
BEREBEERZTERET HZO O H A X A ( Vaccine. 2021; S0264-410X(21)00094-3.
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< A% S @ ARG

doi:10.1016/j.vaccine.2021.01.055.) Z##kE 2, U7 F U #FE A H» 5 COVID-19 HIiE R £ TOHMICBET 5
fEHD B BIER 1,018 FIZDOWVT, COVID-19 FIE B R OH A # 2 2B HER TSN EBRER & —
BT D2AEFEFLRICOVWTHHEi L7z & 2 A, EEBMEREFFE SN DEAITRD bz o7z, BRRIZE
W, REHRICEET 2 FRICOVTRED Y 7 /U STy,

UEXY Uy F EEMNRSREBEEY ST 7 %y%@ﬁﬁﬁéﬁ%iimﬁmﬁ URTIZRE L.
Eﬁlm%@;fw_ﬁ& CRIERARE ORISR OFEICB T, Bl XFEXIHRINET 2,

KEREIT, BB OFHBAL TA L, AFIOE h TOERBHEIEY X 72O\ THE, BUERFEEZIZBW T,
BAOEBREZED T EHMEBFRINEL., FHERAANELNZHAIIECHERRBMEZITI Z &
NEEIEEZ 5,

7R.3.5 WHHZBIT 2 ERF AR UIREIRFTES® OZ2MEF BRIz OV T

HERE L, MEAMCI V) 2 BEAET AT U BUERFE R DR EMEHR RIS OV T, LT O LS KB LT
Do

2021 4 3 A 31 HER T, AT 10 OE S IHUS TR IRFEABITRSME OARELBUSF L, 35
J ENTHS S, #9 124,025,500 El/\rhajnéh 78,494,588 BN XN LHEIND, RHWE
DK 89% P KENCHFT SN TWVWD,

2020 £ 12 A 18 B CKE EUA AR H) 7052021 43 A 31 BETIZ, BEHEIT 61,121 51 217,685
HREINT, ERBREOHMBLLUTIIRT,

FETOMET 1,137 4, BIRECICE - AEEROWMEIT 2482 1 (O LEFMICHER S N-HREIT
1,065 ) Thotz, WRETOEEELRLIT, BT 702 ., FERREE 83 ¢, (MELL 78 14, FIMEIS
75 4. COVID-1950 FZ&TH V., FETHIDH H 911 FIA 65 Ll E (ZD 5% 679 il 715 LA E) Th
o, £, HEHIDS>H, DY AVRFERHEMEEREE 1 DU EETHANL 81 HITHY, B
BER BRI T, LM E R 359 i, mE 340 ], BEIRIA K OV DRIELR A 214 41, BB RE 125 61,
TR 124 1], FRRIREB 124 FIFENEZL, ZDOH 15U ER 4256 TH -7,

FEFID 5B 1,057 i (93.0%) BAKETOMETHY | BRETICESTHEFRIL, KE T
R OEEERER E LTHEINTWDESRY LER Lizofi&mr Uiz, £, SETH O, MR,
EBRBEO NDHEFRRRMEIL. KEICB T 5 RAIREEE OFEpome —& L, ¥R TI RS
BENR—RT A VERE BB LT, T, KETYZFUa0R< L | B L7 ADER
A (2021453 A 8 ARES) 2 &5 L CEM L= ARISEREE O TR R, TRCOERE T,
KEOEFHHI DT LTED L EVVETH 72, BLEX Y| RAIEFET & ORICIEEN 2R RERZ AR
T 5+ 7R X 2R & L7z,

ERETREFEES avy, THI74 7F—ROEERE (~LVHRE) ) 12OV TIE7R32 D
LBV THD,

S0 SRENCEIT B 2019 0 EAIFERIZBITS 10 FAYSZ Y OETER (ERTHE  LEBR1615, DA 1462, FEOEE 493, 18
PETHRFRIR AR AR 38.2, MZSTR 37.0, TN < T 29.8, BERFT 21,6, BHRE 127, A 7 AU FROMK 123, B 139
(https://www.cde.gov/nchs/products/databriefs/db395 htm (B #&FEREH : 2021 £ 4 A 25 H) )

2 https://covid.cdc.gov/covid-data-tracker/#vaccination-demographic (F#&HEZRH : 2021 44 A 25 B)

39 https://www.cdc.gov/nchs/products/databriefs/db395.htm (B #&FEER B : 202144 A 25 A)
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< A¥ 2 JED  FREES

St MO EDREIL 30 B30 - TH Y, TRTEERFER ThoTo, M/MIRDIE (Gt
M/ MRIBA S 58 Te) 0 DREIT 95 Bl TH Y . ZOWRELK LV EH SN IZHESR 0.66/10 FA - 4Fid,
ACCESS 7> 68 L 7= 2019 4= ® % [H Clinical Practice Research Datalink (CPRD) T £ b (K #1558 20.24
N0 TN - FBETRERIS>TWD Z &b, BR AT, M/ MUIBAEIZ DWW TEARFIOY X7 L13E 2T
W,

i ZErRfEREEO®E (202143 A 22 HET) 1350561605 4HTHY ., 10U EREDOH-T-FR
(MedDRA EAGE) (%, MMM E3E1E 138 8, FHEMIE 79 . OFFFEZE 52 fh, MARIE 49 . REFR R
46 11, TRESERAIRILARSE 35 4, 2O 27 4, —BMEME M ZIE 22 . RFRREE 19 44, BpE
17 . BILHMZEES 10 B CThoTe, FHEHIX 1 FIBHEER G 2 BB HAER 39 HE TOHEATH Y |
FEIERFENC R R BEMIIER D b dr o7z,

T VA NVIRIREOE TCOREEZOREIL 5,207 5 22281 4FH 0, Z D55 2,415 ] 7,979 N EE
Thote, ERFERITEFE 851 4, FE BT . JEJ7 708 ., BEBTHEFETH-oT, 7 LA NRIREE
DEDFEEIIST3FIHO ., ZD 55 354 B3 7S IEELETH V| 562 BINFELT U 27 R & 72 2 FERERE
EHL W, RESNTFEETRDIZEA LY, AJOBRKARTRESNZEEREEFLXIIT L
A NVIRRBEDBREME TEL A ONAMER (EAME, Wk, B&EHE%) L —B Lk, £, FBTIRER
REIZEELTCRHCT IV RIBEmNEEZ O, BIEATY LA VRREOE ~OBEREIZ OV TR
DY AT iE7aun Ll LTz,

TG R ORI S B T 2 AL TR332 D LB Tho Tz,

INETII/ONTBIMNIBIT 2 HEAFF R ITRERTERORZEMEFTRLY . KHOSRT7 1 v b
YRING VARG THD EEZ D,

BRI, MESMCRIT B ERFF A% XU RLER S O LM IFRIC OWTHIR L., FEEOHHLY T&
L7z, 2B EB T REFZIIHOWT, N K ORI ICB T 2 EE2HIZ >V THEENE I 7.R.3.2
KOTR332MDERBY TH D,

TRA4 ERERMMERMITIZOWT

BT, AFIOBRMMNEMITIZOWVWT, UTFTOX Bz 5,

2021 45 4 A 26 BFE D, KRR TO SARS-CoV-2 DREYEH (PCR REBMEE L) DREHT 564,211
. 5 HERBIE 898 Fil, 1% 9,969 i TH B , MERRIEITT L CEIBBECTE A2\ b, BIE
REZEDTBRERIZ DIV EHERl S 5, FRBID B EIE 20 RBFEHE < IRVT 30 R,
40 X, 50 RONEIZZ V3, FETEESCEER LT 60 FRELEIZZVO |

SARS-CoV-2 IREH b FIEE TOBRRERIZ 1~14 HRITBEILS FRETRIET 5 Z & NLNST,
F7o, ERDBRTIFINLBBEENRDH 0 . BENOHE L 2V B2E SN ARTORFEIOREGERFHNZ &
NIEFRREOERE SNTWD (G oo w4 LR REYE COVID-19 ZEOER| & (FE41MH) ),

0 EMREE LB MMRBAE (SMQ)  (SMQ b3V 2RIR, 7272 L, #HAERM/MERAED PT #K<) | i/ MR i
(PT) . HELLP fEMH# (PT) . mietei/MRBAOMEEIER (PT) | f/MREAESRR PT) 28T

59 https:/fwww.mhlw.go jp/stf/covid-19/kokunainohasseijoukyou html#h2_1 (SRR H 2021 454 B 26 A)

% hitps://www.mhlw.go.jp/content/10906000/000759133.pdf (Bx#HEFRH 2021 4F 4 A 23 H)

7 https://www.who.int/publications/i/item/modes-of-transmission-of-virus-causing-covid- 19-implications-for-ipc-precaution-recommendations (&

HFERER (20214 A 23 8)
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v AXx U RED

AFTIL, SARS-CoV-2 EHUEICKIT BRI L LT, 20204 5 A 7 BIZ SARS-CoV-2 |Z K 5 RYLAE
DINEE « R TH YA NV AFETH D7 V) — )iEFFER 100 mg K OFAFHFEM 100 mg (VAT
EUV) 23, 2021 4 4 F 23 HIZ SARS-CoV-2 IZ L Difik (272U, MRBAZET DHREICRD) O
Be « ZhR T, VAT U ENLDORAZEHRICA NI = ME 2 mg HOVRISE 4 mg DIARE I NTZ, 72,
F XA ALYV U IEAGRORRE - R OFMH THEATRETH D . TOM, ERHS CIXEEESERIC
55 U TARIREEA TV BTG (B8 = o7 A L R RILE COVID-19 BROFRIE (5 4.1 1)
) B INOHOBWEEIToTH 2021 4F 4 ARENT, AFMCBPEER, BEFHROECETIIHM
LTEY, —HOHILTIX, EFREHIRV0>BLTWARRTH D, T, BEITHEIZ 2> TR
M, —EBOD COVID-19 HAEE TIEU A NV AHEKE S, REREE, WWREE, FEREZE, HESOMEIRS
BIETDHEWVWOHEL H D (Open Forum Infect Dis 2020; 7: 0faa507) , COVID-19 ##fET 5 &, HEIE(L
RO L B BHE LD 2 &, BEELLAVHE Th-> T HEBENES < EFMARE Sh TV
HILEBEZDHE. VIF LD COVID-19 OFIETRIIMO TEETH D,

(Al oA VABYIEIRD U 7 F o OERIZOWT (Ff 342 A 9 BNEEREASS
A) 1®I2XBE, HBan T YA NVAREEORELZ T L, RTEESLEEEDHKE AL TEBHRY
BoHL, RELTHFR I T UA N RABIHEDFEALEDOIEZRS ] Z NV F U ERORNE &
N3, AFTIX, COVID-19 OFFZ BN ETATIF UL LTaIFr T o HE (774 F—#K
) A 2021 42 A 14 BIZAR SN L OO, SARS-CoV-2 BOHIE, Rt CRIER 2GR,
HREIRTATIC L DERE OHESRE~OFBEORE X, YOICHTEEOU 7 F IO e E
DFEEN S, BEOU 7 F L ORFELREENRD LN TV S,

AFNX, #5301 BREBROBRN B, COVID-19 IZ%7 2 FAE FRHZhREMR S, HN 1501 RBRIZHB
T, #5201 ABR & FARIC S & o 37 BB RAOFUAM R OF bk fo LR SR Sz Z e b, R
AN LT HREIED COVID-19 OFRIETFBIESEFTEX (TR2 M) | BEMKOBEMEIZONT
LAROATICEET ATV EEZ b (TR3BR) , AKIBEREEZOEYOEHER LM
FRATHY (TR2REGTRIBR) | BREKCHT AR OFHETS| & REt - HHRINET D%
BHIHbHL0D (TR24 BM) | AFIOBEREIZ LY COVID-19 ORE TR PHFEFTE, ERNORIE
EEORBIC RN D = EBNHFETE 5, £77. COVID-19 BEIELIHIZRIC L 0 EEZENBD T 5
L RIEIND, HABEATHAROY I/ FUE—MmEOARATH Y, COVID-19 OFAT FIZIVTRE
IZE V%< D SARS-CoV-2 TRV 7 F U 2L THAZLIIEETHY ., BERBIZET DL,
A% EEBRBICRET 2 ERIIES N EE XD, '

7RS FhEE « ZIRITHONT

ML, ARIOBEE - 2HRICHOWT, UTDXHTEZ D,

WA 301 RO RN B, COVID-19 12533 D ARFIDORETHZIRAR S v, BN 1501 FHBRIZB U
T, WA 201 RER & RRRIC S & /)7 ERFRAPUAM K O RIFu Mo EA B3RS Z b, B
AN L THFEEED COVID-19 OFIETHHZRITHGFTE A LWL TR22R) , [FllaaF
A VA (SARS-CoV-2) U 27 F> OFHEIZBET 5%E 275 OL#, PARD SARS-CoV-2 U 7 F v KX
MDBIHETBEY 7 F L O%hfe - DIRGEEBE 2D &, RFNOREE - PFIL, BFEFOMEE - RO L
BV, TSARS-CoV2 I X BRUMED TG &95 2 LAY &l Lz,

%) https://www.cas.go.jp/jp/seisakw/ful/bunkakai/wakuchin_sesyu.pdf (F#&HEs8 R ; 2021 44 A 23 B)

56 :
COVID-19 UV 7 F o =57 L THF _REELTESEASH _SHEGRIEA2HREE



7R.6 ¥ - AEIZOWT

7.R.6.1 F - ABORERIMIZHOWT

< A¥ T . P

RIEET. AAIORE - HE 11\ 100 ug % 28 ARG T2 BFENERE] OFRERIIOWVNT, LUIF

DIHITEHBAL TS,

A 101 RERICB T 5. 18~55 IOFEERE ITAH] 25 pg. 100 pg Xix 250 pg % 28 H IR T 2 [l
L7z 3 HA U LT — 4 L0, REEMETAERSERREN, T2, BEMERUSER
PEIZBL T, T ORRANE LT,

AHK 2 [EEEE% 28 HA D S # 37 BRFEFUAMIL, 25 ng D 2 [EIHFE & B LT, 100 pg D 2
EgEfECLY R L (FR32) .

£ 32 SHURIRERGHEM G 101 BB : mITT ﬁEﬂ (18~55%%) )

R

N GMT [Fifll 95%CI] )

(A#l) | BIERETERT| I EEEE%28BH 2EIBEE%THE 2EIEEE% 14 BB 2B HEETEL 28 HE
25ug | 15 116 40,227 391,018 379,764 299,751

[ 72,187] (29,094, 55,621] (267,402, 571,780] ® [281,597, 512,152] [206,070, 436,020]
100 g | 15 131 109,209 781,399 811,119 782,719

[ 65,266] {79,051, 150,874] (606,247, 1,007,156] (656,336, 1,002,404] ¥ 619,310, 989,244] ¥
250 ug | 15 | 178 213,526 1,261,975 994,629 1,255,376

[ 81,392] [128,832,353,896] ¥ 973,972, 1,635,140] ® [806,189, 1,227,115] ® 969,516, 1,625,521] »

N=AEHT x5 B14%. NE : FFETeE
a) BIERRVBE/ELNBEIT 136, b) MERRMFELNBIET 14 61

100 pg @ 2 EIHERE CHE S - D AHTAMIT, 250pg @ 2 EHEE L ARRE Th -7~ (TR2.1, £ 20
M)

LEMIZOVWT, 100 pug O 2 EHEREIL, 250pug O 2 EHER LV LB EREERORHEEENED) -
7= (12, R138H) ,

SILEDFERN S, MBS 301 ABRCHRETT 54K Ok - FIEIZ 1 [E 100 pg % 28 AR GFELRIX
—3~+4+7H) T2ME, HHENEETHIZ L EREL, RREER LTz, TOME., KEIOFIMEIFHER
I (TR2BHR) | BEMRKOEREIZOVWTHLHARFETH-/2 (TR3I M) . 7228, #4201 K
BRITHEmERREBR L LT, #4301 3Bk & RIREENCBIZA L. AHI 100 pg BEIZIBWT S & 37 B AR
AR OFRFEO ER ARSI (TR22, £232H) | K2MIIBAEROLNT (73 2H) |
WS 301 BER THRET B AR M - AIROBIRY XHT AR TH T,

F7-, EHW 1501 HERIZBWTH, #5301 AR EF URE - AEZRE LU CHRERE M L. fERME
OFERNS BANTYH COVID-19 DFIEFEHFRITHHFTE (TR222M) | ZEMERUERMIZOWN
T. BAARAEOBRSIIRD bihvieho7z (TR3IBH) |

72¥. WA 301 ARBRTIX, 1 B EEEE L 2 BB OBHERNRZ 28 HEMR (2 [BIH #:4E : Day 29) .
FAHIMAE —3~+7H (Day 26~Day 36) LREL. RERBEHEHUVIIPP EFOERICKE TS 2 B HEE
FMOABFHM bR —& LT, L0 E2L OHEREZBITHRIIED D0, TR O EHAERRET
(2. PPEMOERICBIT 2 2B EEROFAYMEZ —7~+14 B (Day 22~Day 43) IZEE L. Fohik
DFRNTE T o7, 2 BIB R Z T - 8BRE D 5 B 94.9% (27,832/29,328 1)) A3 —3~+7 H DRI, 99.2%

(29,105/29,328 f5) DOYEEBRE N —T~+14 B ORI 2 B B BES %172, PP EMIZE N2\ W R
M43 BULE (+14 BOFRSHAZB ) HBRECBO T, HEZERHIE L COVID-19 MEH
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< A% JET B

X, AFEE. I ERBEOWTNTLRO RN, BIKGHEEE Th 5. BERIER? & U RT-PCR
BREIZLVBEINTZ HIEZERIZLDHEELZIT TRV JEFEME COVID-19 ik, AFIFET 0/101
B, 7T wREET 2122 FIME SN, VEIX100% TH -7z, BERERRE 36 BLLE (+7 HOFR&MAE
MWz 7o) BREIZBIT S COVID-19 FEERIL, AAIFET 026261, I EARFET2277HITHY . VEIX
100% T o7z, A2 MEBDRL, BROBRITIIBAL H Db OO, HEREEROERIZLY VE D
EKTREOONTE LT, BEEHEE 36 XL 43 U LO#gEREE 2B\ T, AAOFMEDIKT %7
TF— ZIXBEEETIRE LN TR,

U EORRRBRBROERICESETAFIORE - AEXHRETHZ LIIFREE B T2,

7.R.6.2 ERENBRERIZOVT

HEEE L, AR OBEETRERIZOWVWT, UTOX I IZHBALTWS

EPN 1501 RBRTIT, 20 U EZHGE LTERE L. BARATORESME, BAEMR URERM 2 52
Lz, —75. #5301 BBRICEB VT, 18 MLl EOHERE COFIER RN HERE S, FEER]
TOFHBZE W T HBERMICBES L 22 L ) RERERD L2272 E0vb (TR22 KUV 7.R3.1.3
R | ARICBNTH, B LEBEERNRETHILIIFRELEE XD, B, 18 BARMHOMARIZS
W, REBE~1THESSRE LR, RU6 DA~ mEdRE LR EENACERET TH 5,

EDTR61KFENTRG62 X0, BEHAE - HEIX, T@E. 18mUEICR L, 0.5mL % 4 BRI DM
fEZ2BWT, FRRNIC 2 EERET L] LRELR,

X, Bk BBV T, LT X Il LT-,

AEIOFNE (TR2 2HR) RUOL2E (TR3 2R) BT 2HREERE»S, Ak - AEIL-SVT,
AH] 100 pg 1AM T3 05 mL & 1 Fls e LT, 4 BRMOMET 2 EIFHRNERE L BET 5 2 LT
Thbd, £7=. BN 1501 FRERTIL 20 L EARR E S, BARAZBNTIE, 18~19RIZBITHT—
ZII/FONTHRNH DD, 7R62 ORFFEEOHRA. EN 1501 HBRIZBWTRAARANZEBIT 2AFI DR
HEMENHER I, BARANLFERRAOEREE T 0 7 7 A WICKRERERITZBO bNhoTeZ &, B
ﬁ5®K%T®SM$QNQ@ﬁﬁhﬁ”%%izé& AR OBEMREREY 18 Bl LT,

kui?léo

@x AFNOBKRRBRIINTNG 28 BRRC2EERE L L TEREINLTEY, | BEROL TORE)
I S Cnienz & ROEMEORMGERICITERERRY 42 B ETCOEREVZTENDLI LD
OEFEMRD 35 ALINOERELK 95%Th v | HEEHRRE 36 BLLEX (T 43 RULEE L2BEDF
XIS L TWRWEEZ A2 b, BRBRROBREICESE 4 BFFERTC2EERE T 5
T L SENTH B, |

Lo, TONCBEAZRD SARS-CoV-2 U 7 F o R UM DRYE TR 7 F o ORE - REREE
Z. UTFOLIICEEHEZEMT 2 Z W@ TH D,

-FE-AE: NESmL %2 [, &%, 4 HEORBRE BT, HIANICERET S,

- HiE - HEICEET 2EE « [ARA ORI 18 LDEIZITH, |

¥ 3CLLEDRE, ERE, Wk, EONIFRER, BE. HRRBEXIAGRE. B, ERE. Bt RREUIRE L, 82AX
FERR, BLXLEE, TRO S b—oLUE

58
COVID-19 7 7 F 2 5 L FfiF__ st MR TR H_SHIARITIRL0E



v A% TR P

7R BUEIRFE# OBRMFEICOVWT

HEEET, AR ORERFEHZOREIZ OV T, UTDO X3 IZHHAL TW5,

FEIDOEMT — 2 2B AARANOZEMIIONT, BEFGEARRE TILBE LA FERIIRENTH
b (TR3 M) | KH|EEREH D SARS-CoV-2 REYLRRIC , FRABHMAHR Lol X EZ S5t L H 5
ZED BR2EM) | ARNOBKERER 2 VAT TOREMEERITTHZ L2 L Liz—fEH
ERELERT A TETH D, KAEIL, [HFElao U s 5ok 5HREMIHOESHFAE (ak
— MAE) | (A2 FEEAGBITEHCEREFELEMDSE Fl - BRERYYER O T EREECRH
WETFEERE) OBEBRES L TEHEL TV, £72, COVID-19 OEELY A7 BmVEEX N DE
BEREBEZATDE (TR33.1BH) (2oL, KAOEKERER | VA ETOREEEWRITT2RE
A RERE 2 BRI L T 5,

INDHOMEINZ, AFIARZICEN 1501 3RERD HE) 0 B 2 CEMT 2 BER R ERFER., K
FOWNERRREOHFER LT 2 CTAROLZEMEE2RFTIFETH 5,

o, AFOBELFEAZE LEEEOREER D20, BMOY X7 B/MuiEE & LT, EREEEE
ROWEERES (5t L OISR EEEM 2B T 5 & & b0 AR ORIRISEH — % % — ERREICER L,
B OREMICETIEREEREEE IR TITETH D,

el

(!
B

WAL, GRS TEE S OHEICET A REEOFEHIZANTREL EX 5, L, — iR
BRAEORRIT, HFHa0FU 7 FL OREBEMBOESNHE (oh— MEE) | IKREL, B
FKFRD SARS-CoV-2 U 7 F v DERDOEBRITIZ L > TEDLY 552 &6, RIS U T, BUERE
HREHEIC SOV CIIERNT ALENS S L E2 D, £, ENOERICME. WHAOESR (EIE
PRERER. WA CORE R AT TS B AR % ORIHERE) 2E8h, BN ERICE SN TAH
DREEMEOHSHIZFMEE 1T\, B2 S EERECHRIBHOBEE 2RI 2%, BWHICHIST 20T
NbbLEZD,

LLEOEHE DRI W T BB S TERT A,

8. HEREIC X DA IEEICEMN T & BN R D E AR R X U X i
8.1 EAEMEEHFEMERRICH T 55 0Kk
BIE, WEERTTHY . TORBRRUEBEOHRNIIHRE Q) THET 2.

8.2 GCP EHFAERRIZX DB O¥NT
BIE, FAEERTTHY . TORBRRUCEEOHENIIHRE Q) THET D,

9. KHIEBIRSBE (1) ERBRCBIT HRATE

RIS NGRS, AR ED, SARS-CoV-2 I & B BIUEDTRITHT 5 BIMETR S, B
NIRRT 4y VEBSE 22 LREMITHRTRRLEE XD, BEEHEO COVID-19 DFHE B LTS
U7 F L OMERBHEEA R D STV AERICIN T, A H SRR R BRI S S L E
%, WS, A AR, B XEBCRT 3EEREONE, MERFERORNFES OV L, &
BICHREBUEL EZ 5,
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< A% JEAT . RET

B CORF LB E 2 TRICRER 2V LT CE 2581213, ARZEARBRLTELX ARV
EZx 5,
Lk

60
COVID-19 7 7 F 2 £ 7 AT fpiF B & TRHEASH_FRIAR RO WSS



< A% v UERT  RET

RBIEBIRDIBE (2)

SM3ESH17H

i E

[l 78 4] COVID-19 U 7 F T /NF e

[— #& 4] aaFAVAERT VY RNA V7 F 2 (SARS-CoV-2)
[ 3 #] WAL T

[FRFEEEA H] SM3E3IASH

(MERES—H]
BIREDEERD,

1. BEAR

HHGZELR T O%OBEICBIT 2BFEOMKII, LUTOLEY THD, 2B, AEMBHEOHEME
B, RRBBIZOWTOEMEENS OB LHEICESE, [ERLEFRESRAEEIZRT 25ME
BEOEMICETSE] (ER204E 12 A 25 BT 20FFE85) OHEEICLY., 84 LT,

1.1 A¥Eiz oV T
HEEE LD, 5 301 RRICEB T A 0ERMEOBBEDO—H L7025 2 FIBEHERE%K 28 HED S Z /%)
BRENPURME (F—% 2y 470 1202143 A 31 B) ABMNTRESh, BRIZEBDOLERBY T
Hole, 728, B 301 BEROBEIFMEDHBITHRER L, SFRELLOBRIZ V¥ 23T ) T
(BEFERE, N—RX T A VIFD COVID-19 YD F . Ffn - COVID-19 EE(LY X7 AFEH~A /Y
T4 TR X VBRSNZEREOS B, IBRED 2 [BERELZIT, 2 BH O 1 BB OBfE
% 21~42 BT, D oFEELT —ZITEET 5 L O RIRREMEED D OER RGO 2\
BB DOEE PP 7o X aY 7 ak—1b) LEa, 7o, 5301 HBRO S ¥ L3y B RAHUAMEIX
EM 1501 AB & F—HEEP AW 6T,

£33 BRE2FEHEEEEZ 2 BRDS UV RERNRGEY (EAINRR PP S X AT ak—1)

GMT GMFR PR D (%)
N n [ 95%CI] 481 95%CI] [ {8l 95%C1)
—_— ES 1,055 | 1,051 694.93 [664.87,726.35] 971.09 [914.34,1031.37] 99.6 [99.0,99.9]
(100 ) 18~64 % 700 697 740.67 [702.09,781.36] 1,003.84 [928.98, 1084.72] 99.4 [98.5,99.8]
65 8Ll E 355 | 354 612.98 [567.50, 662.10] 90921 [828.36,997.95] 100 [99.0, 100.0]
LR 142 141 0.71 [0.61,0.84] 1.06 [0.92,1.23] 7.1 [3.5,12.7]
T uREE |18~64 5% 94 93 0.69 [0.57, 0.84] 1.01 [0.84,1.22] 43 [12,10.8]
65 Ll b 48 48 0.76 [0.55,1.03] 1.17 [0.91, 1.49] 12.5 [4.7,25.2]

N=FEHT et S ik, n=H17E %k

GMT : 2 [E|B#fE% 28 H H. GMFR : 2 [ B B4 28 B B./1 [@ B /a0

MEMERIEE TRERBOHE. BITICX0SXEETREOCESAVLRE,

a) EA 1501 HBREFE—RIEE @E (1) 7R22 X214 M)

b) EETRERBE,OEETREULE~ENL, XL, ~N—AF7 400 4EUEER LEHRE RS
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< AX @A WETD

EWN 1501 RBRD § & 37 BRERRIGURED GMT (i (1) 7R22 #24) X, ¥4 301 HBRD S
2 Ny B R RTURE & e U CRIBEL EOETH Y ®E (1) [7R2 AW T ICE#H
L7z, BARANZRBIT2HENESH/HTE S LT 2HE0HBHEFTIT 20,
7B, APHICEL T, EMZER LY. UToERSH I,
® 5 101 RER DO IEFEMEFHMIZ IV T, 2 [B B EERE% 180 B B O FHifEMIE T 2380 T Y (&
& (1) 7R22 E25 | AOHOFHEHMIITHA LB 25, BHOAEDIEC WIS &kt X BREt
L. BonERIIERTEGSICEREMRT 5 L, RES U CEBNEROERZIZ OV TR
T AMERDD,

® (U NEUFEEICBWTHIZIERFT D B.1.617 RHOERMLE D, SBOF - BRIz
FTEAROEIEICET 2R & X HEITV, 2O R EERECERIC SRR 2 080
b5,

BREIL, AAORMAZDMER OBIEREIC BT 2RFHRIUIC W T, BFEEICHAZ KD, PEHIX
UTDX > I LA,

5k 301 FEBRIZ DWW T, FRNICFHE SN TW W TRAZEEE (N - B0 L Tniny) T
HBH, 2 [EBERE#OBHB O P RENK 6 1 ARESOESEICET2BNT -2 18850k (5
—Z By bATZ7H221%E487H), X—RT A BT SARS-CoV-2 RRYLFEAR 22\ VEERE (mITT £,
AFIEE 14,550 Bl OVF T B REE 14,598 §) D 5 L 2 [A HE4E 14 B B LD COVID-19 FERNIT. AK
BET70 BIR O T AREE 759 Bl CTh o7z, 72, 2 BIBHEFRE 14 B BLIEOELE COVID-19 FIEFIIAH]
HIBIROT T EREE 106 FITHoT, ZOR-RND, 2 FIBEREEN 6 » A OFESMIZ, DS2 (5
—Z Ry FATZH20204F 11 A 21 A) BROBFMME LR L THLRAZR T,

7o, FURMHKTEEOBMBEEOKRE & LT, #4201 REROBBREMABEELUE L, A& 2 EE
DK 6 7 A%IZ, AF (MRNA-1273) . BAFRHF D B.1.351 BERT 7 F 56 (mRNA-1273.351) X
% mRNA-1273 & mRNA-1273.351 DIRA T 7 F R (mRNA-1273.211) OV & BNEE+ 53R
BRESE LT\ 5, AFIOBMBREOLENR OBMEREDZ 1 I 2 ZIZ oV TORHRITE STV
WAL, B TR LN TS TRT — & THARIILERRY 7 F L BRHOBMEREIC L0, AR
U7 FURROVERKRICHT 57 — A MIRBBELND Z LR IN TS (medRxive?  preprint doi:
10.1101/2021.05.05.21256716)

HRBZRICBWT, BE (1) © 17R2 AZMEICOWT) OBEEOHIMNL. LI EOERSENE 2 =Y
EEICE SN, '

ek, HREHRIC, ZRKICETSREFOFRE LT, B.1617 ZME B LERKIIKT 24K 0h
FOYEA ZRH L7287 — 2120V T, BEEERHITR L, UTO LB HA LK,

B (1) TTR24 RIS DAEEIC OV T OFBERRICE 3 2 HREHEOFE & R,
¥BAL 101 FBRTAHA 100 pg % 2 151 B HERER 1 BROBERE OMIEZ AT, B.1617 A& S T4AEE
B O S £ ERET FFER ST Y 2 — RO A VRITHT 5 PRIEES 5P LR, VW ih

5 medRxiv (The Preprint Server For Health Sciences) : https://www.medrxiv.org/ (B#&REsRE : 202145 5 13 B)
0 D614G ZE B4k, B.1.351 RHE. B.1.526-vl #k. NY-2 8k, B.1.525 %#. A23.1-vl ¥k, A23.1-v3 Bk, B.1.617.1-vl1 Bk, B.1.617.1-v2 B
B A VOLV2 BRlz oW ORE & n iz,
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v A %X U g

DY 2— R7ANRTH L THPFERABHER 47z, B.1.617.1-vl KX U B.1.617.1-v2 ¥RIZx3 5 HFn
TEVEIL D614G ZRKKE V b ZNZN 29 B R 2.8 DK TR BRO LA, IDsp (V2— KA1
KT B S0%FHERIREER) O GMT 13X 1:546 KON 1:567 TH Y, FRAEHIIRIZNL VB EEZX D,

B, ZRKICET2ARAOEMICBET 2BMT — % 2HER L. REBIThiZERERKIZKT 5
HFREHEIIR TN TWD L OBRFEFEOBRHEZ TA LY, 5B L LRERKOHBENEESNRD Z &
o, SlEREERKROBBRNZERL, BORINEEITILERS D EE XD,

HAEIL. BMEENOOEREETH L. AOMOFRGEHBLEBNEROELTEOME. ROEREK
(T D MEOMBERI 2 RE 21T O & O HEFE IR BEEEIL, EUICKST 2 B2 E%E L, '

1.2 Z2efizonT ,
HFERICBWT, 85 (1) @ [TR3 LMo T] OEEOHMIIEMES I XEINT,

Z O, BEETIZHESNLTWS, SARS-CoV-2 U 7 F o OENIZEIT 5 BIERT%DIER LI E 2.

EMTUTOERRNRH I,

o VI/FUERBOFEEZORBABGV LM TEVWVERARBD LN, BFIZOVWTHHEEEROZR
BEEILBLENRO DNIFEIL. T OS2 HEREE RO EREEEE I CHRREETINERH S,

® TLANBREOEIZOWTL, VI/FUERZOFEERMBLSINTEY , RABEREIZELT
LIEBBRMLETH D, _

BrEIX, ARIOBRIRRRIZK T 2B EFLORBBEE DB LEICOWTHFEEICHALRD, B
EUTOXICHA L,

MESh 301 RER K ONEM 1501 BBRE B0, FFER EFLROVEREREM% 28 0 F TIZED b /- IEFR
THEESORTUER L. FRIT LD T OEICENIH B, Bl L ik L CAETEBVERTH -1,
EMN 1501 RER (KRHIBEORZ2VERETRT S « Zotk 65 BI R OBHE 85 ) I2BWT, 1 [E BiEfEE%., Bl
PR LT T 10% 8 ERBUEE BB o o E A EERIT. B (&b 21.5% (14/65 B) . B 7.1%

(6/85 f5) . LATRENE) | &S (24.6% (16/65 ) | 14.1% (12/85 f5) ) RUHAYE (44.6% (29/65 f5l) .
31.8% (27/85 %) ) Th o7, 2 EIHHERER., Bk & it U T T 10%LA LR ERE D > 2R E
BEFSIT, B - R (28.6% (18/63 ) . 9.5% (8/84 %) ) . IEIE (25.4% (16/63 B) . 9.5% (8/84
#) ) | EEE (60.3% (38/63 f5il) | 38.1% (32/84 ) ) | J&F (71.4% (45/63 f) . 57.1% (48/84 1)) ) .
e (58.7% (37/63 #i) . 42.9% (36/84 1) ) . BAEE (46.0% (29/63 f) . 21.4% (18/84 f31) ) .
BIE (58.7% (37/63 ) | 44.0% (37/84 f5l) ) RUVFEEN (57.1% (36/63 fil) . 27.4% (23/84 ) ) TH
oz, HEBRORBFHEE I IBLENAONEZEEE LTI, VI FUrOBERRICBWNT, FEES
O EREREZBHICHEA_RTEEIZZVMERBRED 55 2 & (Vaccine 2017; 35:2600-4, T Infect Dis 2014;
209(S3): S114-9 %) KRBT TLHITEWREINE 2 17T 2 L LRIKIE % < e AERANRD &
5 Z & (Lancet2021;397:966-7) MREELZWEEMENRE X b D,

BT, —HMOFEFRTHTORIBAEICHLESRBO b D Z LICH LEREES L USRS
~MEBIREET B 2 L. RUT LA ATRRIEOZ ST B AR D Z R VERER 2 REIRT % I IE ISR %
RS2 &) PEFIVEEL. PEFILEDICHET 58 2REIE LT,

) R—DORERRITRVT, B.1.351 BRI 2 hiiEMEIL D614G TR LY b 68 (ZOIETARD LN,
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v A% VEFT R

B, WwE (1) EREESICEVT, BFEE I B SCEICS O BB RFT RS AL Ui
FTHORVWETHA L TR @ (1) 7R3 | A TERBINZAAOEFORZEMERE & B
FXTEREORER. BT TR B TEICBN T L BB G 2 EERmET 52 2 & L5,
AL, ZHUZBEL, #EIITA L, EMBRICBW T, EMZRICE ST,

1.3 BREREOALER T, 208k - ZRERCHE - ARz >WT
HMEHICBW T, ®i5 (1) CEH L-ABIOBERLER T (TR4) | 2hEE - 2R (7RSS KRUH
% HE (TR6) (T AHEOHMIIEMERICKFINE,

14 ERFBVRAZ7EEHE (B) IToNT

Hagix, % (1) MMR7 SLERFHOBRMNEEIZOWT) IZEEE LBV, HEERIZRBIT A AA
DEZES Y 27 EEFE () 12250 T, KM I TEREMRNFEELRET HZ L, WOIIE 35,
# 36 KUK 37 IR TEMOERRZEEERZEI R OBEMO Y X 7 f/MUEEIZ E 5 2 & %Y
&R L7z,

x34 EXRVRAJEEHE (B) TETREERNEFRRUVEDEICET SRNER

TRERFER
BEREBESNZYRY BEREENY RS BELTRIE#R

Vav . TFI74 7% — Uy F L BENERBEBRE (Vaccine- | HRR O IFRIERE L-BRoREM
associated  enhanced  respiratory  disease .

(VAERD) ) 2 &7 7 5 BERBHIR
(Vaccine-associated enhanced disease (VAED) )

AT A REEE
B30

#35 EXRRYREEHE (R B 2ENOEXRSZLMMERFEHRCENO Y X 7 H/MEESHOHRE

metﬁmiéﬁ?ﬁﬁa LM®)x&ﬁmmﬁﬁ
MRE & T TIRELEFEIC L BRIz M
—ERARERE FRant U 7 FroRERETHIOE | - EREEERTEM OERKURE
ARRES NS OBHRZE) - BREEFEE R EM OTERRR R

REEARERZE (COVID-19 OEELY A7 BEWEEZ L | - BIRKISERARRO BRI L AK
NAEREBEET HE)
RIBIRFER IR (EN 1501 K5
BV EMARRER (B 301 RER)

#36 —MEAREREHEORT (R

a8 AR R EEE 2 VA ETORMNAL2EORRE ( Hiflan v s Fr o EREMIMOESHHEE] ©
BN (BREEEN 1 1 H) KTHROBHREEL LCER)

Xt E (FEaoF v sF o OBRERENMOESNRE] OBMED L, KREOCSIMIFEERGLNIE

e (FHontvsFrofkERENHOERNTELE OBREYM (RREREN 1 1A) BTORENLARIK

" WEEg R IAET

T EFIE [FHan ;U 7 F ORERENPOESNEE] OBMED I H, FREOSMIFAELF L2
WEEEN S GIRE. AUHE. TUVLX—F, X0k iR - BILOoFES) | AFloEERR. hy 75

EeFEEA V&@%ﬁﬁﬁﬁ;i%&ﬁ%é%xnwnw%ﬁ&mmcwa&ﬁ%ﬁsm&cwamﬁ%ﬁ%mawm-
19 ORERE, ZPEA., IS - LEOFERVERR) £
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< A% JEET RS

%37 BEEAREREHECORT B

L) COVID-19 DESE(L Y 27 BEWEE X b D EBRBE2E T3 AHOWEEEE IR 5 ReE0RER
AEFE o LR
xeE COVID-19 OEJEIL Y 27 BEW L EBX OGN A EBEBRL AT 5 AFIHEEE
BEHM AF | EBEFER ) O RKEEL 28 B
FEGIE 1,000 1
BEEEN R BEERE. A0HE. 7T LAX -, &0k  dE - BLOFES) | AFOBERRR, v 7 F
FREEE COBEEF®R. HFAE. FEER. COVID-19 {58 (SARS-CoV-2 HRE{E#H. SARS-CoV-2 RERBMEH X COVID-
19 OREFE. DA, &5 - LEORERVERR) &

BREHEICW T, U EOBEOHMIEMER X v FE i,

2. FEBIEEBBICRAHE (1) OFTERR
WE (1) ZOWT, UTOERBVETIELT, 7228, AFTEZL®E (1) OFRICEEN VI LE
R Lz, '

=] 1T ETIERT FTIET
6 1 | =205 CCHEHRREFT DL &, —20E5CTRFTH & &,

(D HAREDHIER)

3. BT X 2 AEHFFEICRM TR EERHIMR 5 B A HERERS R R UHIE 0¥t
3.1 EEHEEREE R 288 0%k

EIGEFEESEOREICESEARPEEICRMAT BRI L CGEA M EmEMAE 2 M L7z,
ZOFER, RHEINTARBBHELHIESWTEEZIT ) 2 &I OV THET RV 0 & I L
7=

3.2 GCP EHFRERE FITHT 2 i b

3 G E RS FIEORE I D RBHBFEICIRM T EER (CTDS53.5.1.4) 1ZxF LT GCP Eih
FEZEMR L7z, £OMBR, BRHIWEARBHBERHIESWTEEZIT) ZEIZOVWTHEIXZRW D
D & HEREITHIBT L7,

4. WRATHE
RHEEINTZEERHCBE L CU LOBRELEE 2, #i#X, TROARLKEL2FLEZET, 7?( FEIh
=R - SRR O - B, BEEZMEATUTOL I ICEML, ARBLTELK LR LHET
5, REBIXFAEDRSEAERLRTHA Z Lo BEREHMIT 8 F, AYHKMRROREEDHERK
HHEOWTHIZHEYE T, REKCRAITO TN GBISEICHEYS T2 &l 5,
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ACE2 Angiotensin-converting enzyme 2 TUOET VR 2
ADE Antibody-dependent enhancement PUAKIF S E TR
Anion  exchange chromatography-high SR, - _
ABX-HPLC | e liquid chromatogahy EN ok s RIRA y n~ N ST T 4
APTT Activated partial thromboplastin time EHE S b a R T AT U HHE
ATP Adenosine triphosphate TF ) =)
Area under the concentration versus time
AUG curve from the start of dose administration to | BERERR A7) & B K& E & FTRERFMH] £ TOIRE —
" the time after dosing at which the last| FEIHH#R T AR
quantifiable concentration was observed
BAL Bronchoalveolar lavage SUBE I AfhasEg
BME 2-mercaptoethanol 2-ANHT b F ) —)v
BMI Body mass index AFEHER
BZ Benzonase A 4
CAD Charged aerosol detection T bR AR
Cl Confidence interval {EREXH
CMA Critical material attribute EEYE R
COVID-19 Coronavirus disease SARS-CoV-2 |Z & D RE
CTD Common technical document IFEL-TI=HN e RFa A b
CQA Critical quality attribute BEELERE
SARS-CoV2 O S Z U R Exa— KT 5
CX-024414 mRNA
DTT Dithiothreitol CFA RLA h—
DNA Deoxyribonucleic acid TAX Y AR
L ]
DTPA Diethylenetriamine pentaacetic acid YxFL NI T I HEE
TF—EAFyTray b1 QFI11AIA
DS1 Data Snapshot 1 B — 27) ( -
T—BEAFyTay b2 0204 11 H 25 H
DS2 Data Snapshot 2 M — 2) .
DSPC 1,2-Distearoyl-sn-glycero-3-phosphocholine |[12-Y A7 7 @A /L-sn-7 V£ a3-FAFal
EDTA Ethylenediaminetetraacetic acid TFLUT I VIR
EMA European Medicines Agency BRI EEE ST
ELISA Enzyme-linked immunosorbent assay BEREIE S
ESIMS ElectroSpray ionization-mass spectrometry | =L 7 ha X7 L—A F AVEESHT
EUA Emergency use authorization REEHEF
FAS Full Analysis Set S OND) L IBSE oo
FDA Food and Drug Administration KERSERELR
gB/ gH/ gL Glycoprotein B/H/L PEL NI EB/H/L
GC Gas chromatography A< NI 4—
GMFR Geometric mean fold rise o) RS
GMT Geometric mean titer LA S HLAMT
HIV Human immunodeficiency virus t MRSV A LA
International  Coalition of Medicines| .- N e e bt 1 G
ICMRA Regulatory Authorities FEHHH Y R E AR
IFN-y Interferon-gamma AF =Ty
IgG | Immunoglobulin G /a7 G

1L-1B/2/4/5/13/21

Interleukin 18/2/4/5/13/21

A F—naA F L 1PBR/ASN13/21

IP

Interferon inducible protein

A R—Tca L EER L RIE

LNP Lipid nanoparticle REE S/ Kt
LOD Limit of detection FREFRAE
MCP-1 Monocyte chemotactic protein 1 HEKEMEZ V2NV E
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MedDRA Medical Dictionary for Regulatory Activities | ICH [EIRXE 325
MIP-1a Macrophage inflammatory protein la ~ a7y —URIEZ NI E a
miTT Modified intention-to-treat -
mRNA Messenger RNA A vV % —RNA
ElNRll)\IA-1273 _ CX-024414 X OGN O 5.5
MS Mass spectrometry BESHT _
2’-0-MT 2’-O-methyltransferase 2-0-AFNKNF AT 7t
N1-Me-¥TP N'-methylpseudouridine triphosphate |IN-AFNTa— Ry VP =Y U
NE Not evaluable FHIR FTRE
NTD N-terminal domain N Kb KAA >~
P20y FiO, Partial pressure of arterial oxygen/ Fraction of ERMEEE ST W AR

inspiratory oxygen

PEG2000-DMG

1,2-Dimyristoyl-rac-glycero-3-

12-V 2 U R A jbrac-7 V13- 2AF LR

methylpolyoxyethylene FHxL=FL
PFU Plaque-forming units 77— FoRHEAL
PBS Phosphate-buffered saline V) SRR R
PCR Polymerase chain reaction R AT —PEERG
PDEI Phosphodiesterase I RARDT AT 55—
PK Pharmacokinetics FEhRE
PP £ Per-protocol set IRBRE B =l A L7 ER
PPiase Inorganic pyrophosphatase MR DR AT 7 X —F
QbD Quality by design IAVT 4 73, - THA
- SRR T
QCIP Quick calf intestinal phosphatase Zi ,é IHET BERIRERT VA Y RAT 7
gqPCR Quantitative polymerase chain reaction EEARY A7 —BEEHR
RBD Receptor binding domain SRS S NAL Y
RNA Ribonucleic acid RN A
RT-PCR Reverse transcription PCR WHEER Y A T —EgERG
Reversed phase-high performance “he gy - .
RP-HPLC liquid chr(‘)’matogr ag;‘h‘; RSk n~ N 5T 4 ,
S1 — RBD % &teS # /X7 ED7T X RmfAlFER
© _ REEERA G S ¥ L/ BEOANRF VER
Rl BEE
Spike protein modified with 2 proline heptadrepeat] KA A L NIZ2 207 a ) V&
S-2P substitutions within the heptad repeat 1|#2%H3 % X 5 IZ{EAfi L7~ SARS-CoV-2 A /%
domain A7 BNIE
SARS Severe acute respiratory syndrome Etharsl kA e oh riEd
SARS-CoV SARS-associated coronavirus SARS =} U A LA
SDS-PAGE Sodium dodecyl sulfate-polyacrylamide ]\7" VVRRBEST ) T AR T 7 UNT X
gel electrophoresis N7 NVESRIKE
SEC Size exclusion chromatography YA XHbrZ v~ 57 41—
sgRNA subgenomic RNA %74 ) 5 RNA
~NTETI9-A N 8- (- RrFrzFiL
SM-102 Heptadecan-9-y18- ( @-hydroxyethyl) 6~ (¢ 205 ¢ ()5 w(»(w?v) ~FI) 7)
0x0-6- (undecyloxy) hexyl)amino) octanoate X)) FH BT AT
@
G |
L ]
SpO, Oxygen saturation of peripheral artery FAH BRI EL SR AaFnEE
S % /37E | Spike protein AL 7 BN IE
T7 RNP T7 RNA polymerase TIRNAKRY A5 —F
Th1/2 T helper cell type 172 1/2 I~ )L 3—T Hilla
TNF-a Tumor necrosis factor - alpha NEETEEAEIR Fo
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BB R HAGE
TLR Toll-like receptors Toll BZAA
UL128 Unique long 128 -
UL130 Unique long 130 —
ULI31A Unique long 131A —
UTP Uridine triphosphate BV A
uv Ultraviolet e
VCE Vaccinia virus capping enzyme Vaccinia VA VA K ¥ v F{VEESE
VE Vaccine efficacy U 7 F L DRIE TR
VOC Variants of concern TN (UAY ¥ rN
VOI Variants of interest ER TS ERK
WHO World Health Organization TS ORGERERT
SO ek EFdn, EFESRFOWE, AR e ED
ERMERIES _ gruny) REE BT it (WD 35 42 8 1 10 AIER
%5145 5)
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