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ERZI—FT2mRNA THD, FTPFTATAE 5 Fv v THELORY A KLY
BEh, RTOTY PUELRN N AFA Y 2— Ry U DUKIcERS N, 4284
DR 7 VAT REEENG 2% 1 AERNA Th 5,

Tozinameran is a mRNA encoding full length of spike protein analog (Lys986Pro, Val987Pro)
of SARS-CoV-2. Tozinameran is a single-stranded RNA consisting of 4284 nucleotide residues
including the 5’ cap structure and poly A sequence in which all uridine residues are replaced by

N'-methylpseudouridine residues.

FNOT AT OB, UTDOEED Th D,

GAGAAYAAAC
CACCAYGYYC
YGAACCYGAC
ACCAGAGGCG
CYCYACCCAG
ACGCCAYCCA
GYGCYGCCCY
CAYCAYCAGA
GCCYGCYGAY
YYCCAGYYCY
CAAGAGCYGG
GCACCYYCGA

YAGYAYYCYY CYGGYCCCCA CAGACYCAGA GAGAACCCGC 50
GYGYYCCYGG YGCYGCYGCC YCYGGYGYCC AGCCAGYGYG 100
CACCAGAACA CAGCYGCCYC CAGCCYACAC CAACAGCYYY 150
YGYACYACCC CGACAAGGYG YYCAGAYCCA GCGYGCYGCA 200
GACCYGYYCC YGCCYYYCYY CAGCAACGYG ACCYGGYYCC 250
CGYGYCCGGC ACCAAYGGCA CCAAGAGAYY CGACAACCCC 300
YCAACGACGG GGYGYACYYY GCCAGCACCG AGAAGYCCAA 350
GGCYGGAYCY YCGGCACCAC ACYGGACAGC AAGACCCAGA 400
CGYGAACAAC GCCACCAACG YGGYCAYCAA AGYGYGCGAG 450
GCAACGACCC CYYCCYGGGC GYCYACYACC ACAAGAACAA 500
AYGGAAAGCG AGYYCCGGGY GYACAGCAGC GCCAACAACY 550
GYACGYGYCC CAGCCYYYCC YGAYGGACCY GGAAGGCAAG 600

23S A7 7 A PR SRR S W



CAGGGCAACY
CYACYYCAAG
YGCCYCAGGG
AYCAACAYCA
GACACCYGGC
AYGYGGGCYA
GGCACCAYCA
AAAGYGCACC
GCAACYYCCG
ACCAAYCYGY
YGYGYACGCC
CCGYGCYGYA
YCCCCYACCA
CYYCGYGAYC
GCAAGAYCGC
GYGAYYGCCY
CAAYYACCYG
GGGACAYCYC
GYGGAAGGCY
CACAAAYGGC
AACYGCYGCA
CYCGYGAAGA
CGGCGYGCYG
GCCGGGAYAY
GAARYCCYGG
CCCYGGCACC
ACYGYACCGA
YGGCGGGYGY
YCYGAYCGGA
YCGGCGCYGG
AGAGCCAGAA
GGGCGCCGAG
CCAACYYCAC
AAGACCAGCG
CYCCAACCYG
CCCYGACAGG
GCCCAAGYGA
CYYCAAYYYC
GCYYCAYCGA
YYCAYCAAGC

YCAAGAACCY
AYCYACAGCA
CYYCYCYGCY
CCCGGYYYCA
GAYAGCAGCA
CCYGCAGCCY
CCGACGCCGY
CYGAAGYCCY
GGYGCAGCCC
GCCCCYYCGG
YGGAACCGGA
CAACYCCGCC
AGCYGAACGA
CGGGGAGAYG
CGACYACAAC
GGAACAGCAA
YACCGGCYGY
CACCGAGAYC
YCAACYGCYA
GYGGGCYAYC
YGCCcCcCYGCC
ACARAYGCGY
ACAGAGAGCA
CGCCGAYACC
ACAYCACCCC
AACACCAGCA
AGYGCCCGYG
ACYCCACCGG
GCCGAGCACG
AAYCYGCGCC
GCGYGGCCAG
AACAGCGYGG
CAYCAGCGYG
YGGACYGCAC
CYGCYGCAGY
GAYCGCCGYG
AGCAGAYCYA
AGCCAGAYYC
GGACCYGCYG
AGYAYGGCGA

GCGCGAGYYC
AGCACACCCC
CYGGAACCCC
GACACYGCYG
GCGGAYGGAC
AGAACCYYCC
GGAYYGYGCY
YCACCGYGGA
ACCGAAYCCA
CGAGGYGYYC
AGCGGAYCAG
AGCYYCAGCA
CCYGYGCYYC
AAGYGCGGCA
YACAAGCYGC
CAACCYGGAC
YCCGGAAGYC
YAYCAGGCCG
CYYCCCACYG
AGCCCYACAG
ACAGYGYGCG
GAACYYCAAC
ACAAGAAGYY
ACAGACGCCG
YYGCAGCYYC
AYCAGGYGGC
GCCAYYCACG
CAGCAAYGYG
YGAACAAYAG
AGCYACCAGA
CCAGAGCAYC
CCYACYCCAA
ACCACAGAGA
CAYGYACAYC
ACGGCAGCYY
GAACAGGACA
CAAGACCCCY
YGCCCGAYCC
YYCAACAAAG
YYGYCYGGGC
2
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GYGYYYAAGA
YAYCAACCYC
YGGYGGAYCY
GCCCYGCACA
AGCYGGYGCC
YGCYGAAGYA
CYGGAYCCYC
AAAGGGCAYC
YCGYGCGGYY
ARYGCCACCA
CAAYYGCGYG
CCYYCAAGYG
ACAAACGYGY
GAYYGCCCCY
CCGACGACYY
YCCAAAGYCG
CAAYCYGAAG
GCAGCACCCC
CAGYCCYACG
AGYGGYGGYG
GCCCYAAGAA
YYCAACGGCC
CCYGCCAYYC
YYAGAGAYCC
GGCGGAGYGY
AGYGCYGYAC
CCGAYCAGCY
YYYCAGACCA
CYACGAGYGC
CACAGACAAA
AYYGCCYACA
CAACYCYAYC
YCCYGCCYGY
YGCGGCGAYY
CYGCACCCAG
AGAARCACCCA
CCYAYCAAGG
YAGCAAGCCC
YGACACYGGC
GACAYYGCCG

ACAYCGACGG
GYGCGGGAYC
GCCCAYCGGC
GAAGCYACCY
GCCGCYYACY
CAACGAGAAC
YGAGCGAGAC
YACCAGACCA
CCCCAAYAYC
GAYYCGCCYC
GCCGACYACY
CYACGGCGYG
ACGCCGACAG
GGACAGACAG
CACCGGCYGY
GCGGCAACYA
CCCYYCGAGC
YYGYAACGGC
GCYYYCAGCC
CYGAGCYYCG
AAGCACCAAY
YGACCGGCAC
CAGCAGYYYG
CCAGACACYG
CYGYGAYCAC
CAGGACGYGA
GACACCYACA
GAGCCGGCYG
GACAYCCCCA
CAGCCCYCGG
CAAYGYCYCY
GCYAYCCCCA
GYCCAYGACC
CCACCGAGYG
CYGAAYAGAG
AGAGGYGYYC
ACYYCGGCGG
AGCAAGCGGA
CGACGCCGGC
CCAGGGAYCY

TR

650

700

750

800

850

900

950
1000
1050
1100
1150
1200
1250
1300
1350
1400
1450
1500
1550
1600
1650
1700
1750
1800
1850
1900
1950
2000
2050
2100
2150
2200
2250
2300
2350
2400
2450
2500
2550
2600

AR



GAYYYGCGCC
CCGAYGAGAY
ACAAGCGGCY
YAYGCAGAYG
YGYACGAGAA
AAGAYCCAGG
GGACGYGGYC
YGYCCYCCAA
AGACYGGACC
CAGACYGCAG
CCGAGAYYAG
GYGCYGGGCC
GAYGAGCYYC
CAYAYGYGCC
CACGACGGCA
CACCCAYYGG
CCACCGACAA
GYGAACAAYA
AGAGGAACYG
YGGGCGAYAY
AYCGACCGGC
CCYGCAAGAA
YCYGGCYGGG
AYGCYGYGYY
CYGYGGCAGC
AGGGCGYGAA
CGCAAYGCYA
ACCYCGGGYC
CYGCYAGYYC
YYAGCCYAGC
YAARCGAAAG
YGCCAGCCAC
AAAAGCAYAY
AAARAAPMARRA

A=7T/)vr,C=vFVr;6

CAGAAGYYYA
GAYCGCCCAG
GGACAYYYGG
GCCYACCGGY
CCAGAAGCYG
ACAGCCYGAG
AACCAGAAYG
CYYCGGCGCC
CYCCYGAGGC
AGCCYCCAGA
AGCCYCYGCC
AGAGCAAGAG
CCYCAGYCYG
CGCYCAAGAG
AAGCCCACYY
YYCGYGACAC
CACCYYCGYG
CCGYGYACGA
GACAAGYACY
CAGCGGAAYC
YGAACGAGGY
CYGGGGAAGY
CYYYAYCGCC
GCAYGACCAG
YGCYGCAAGY
ACYGCACYAC
GCYGCCCCYY
CCAGGYAYGC
CAGACACCYC
CACACCCCCA
YYYAACYAAG
ACCCYGGAGC
GACYAAARAARN
ARARARAARARA

1-3: 5% v v IHEEE Y
55-3879 : FHERGEK
4175-4204, 4215-4284 : R ABEBE R Y » 7

ACGGACYGAC
YACACAYCYG
AGCAGGCGCC
YCAACGGCAY
AYCGCCAACC
CAGCACAGCA
CCCAGGCACY
AYCAGCYCYG
CGAGGYGCAG
CAYACGYGAC
AAYCYGGCCG
AGYGGACYYY
CCCCYCACGG
AAGAAYYYCA
YCCYAGAGAA
AGCGGAACYY
YCYGGCAACY
CCCYCYGCAG
YYAAGAACCA
AAYGCCAGCG
GGCCAAGAAY
ACGAGCAGYA
GGACYGAYYG
CYGCYGYAGC
YCGACGAGGA
ACAYGAYGAC
YCCCGYCCYG
YCCCACCYCC
CCAAGCACGC
CGGGAAACAG
CYAYACYAAC
YAGCAARAAA
AAAMAADADNA
AARAAAAAARA
TT )Y

3

aIFT A E_T 7 A PR R

AGYGCYGCCY
CCCYGCYGGC
GCYCYGCAGA
CGGAGYGACC
AGYYCAACAG
AGCGCCCYGG
GAACACCCYG
YGCYGAACGA
AYCGACAGAC
CCAGCAGCYG
CCACCAAGAY
YGCGGCAAGG
CGYGGYGYYY
CCACCGCYCC
GGCGYGYYCG
CYACGAGCCC
GCGACGYCGY
CCCGAGCYGG
CACAAGCCCC
YCGYGAACAY
CYGAACGAGA
CAYCAAGYGG
CCAYCGYGAY
YGCCYGAAGG
CGAYYCYGAG
YCGAGCYGGY
GGYACCCCGA
ACCYGCCCCA
AGCAAYGCAG
CAGYGAYYAA
CCCAGGGYYG
AAAAAAAAAA
AAARAAAPADNRA
ARAA

CCYCYGCYGA
CGGCACAAYC
YCCCCYYYGC
CAGAAYGYGC
CGCCAYCGGC
GAAAGCYGCA
GYCAAGCAGC
YAYCCYGAGC
YGAYCACAGG
AYCAGAGCCG
GYCYGAGYGY
GCYACCACCY
CYGCACGYGA
AGCCAYCYGC
YGYCCAACGG
CAGAYCAYCA
GAYCGGCAYY
ACAGCYYCAA
GACGYGGACC
CCAGAAAGAG
GCCYGAYCGA
CCCYGGYACA
GGYCACAAYC
GCYGYYGYAG
CCCGYGCYGA
ACYGCAYGCA
GYCYCCCCCG
CYCACCACCY
CYCAAAACGC
CCYYYAGCAA
GYCAAYYYCG
AARAAAAAARA
AARAAADNARARA

N-AFNTa—RK7Y) P
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2650
2700
2750
2800
2850
2900
2950
3000
3050
3100
3150
3200
3250
3300
3350
3400
3450
3500
3550
3600
3650
3700
3750
3800
3850
3900
3950
4000
4050
4100
4150
4200
4250
4284
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1. BFEXIFRROBEROSNEICK T 5 ERARIICET 'S

anF AN, = FUANVAAan T A NVARHIET 52— AR YT 4 78 RNA VA LA T
b5, TNETE l\ HHERICEGE L, B AZ 5| & 2422+ 4/L 2 (Human coronavirus : HCoV)
& LT, HCoV-229E, HCoV-OC43, HCoV-NL63, HCoV-HKU1 ™ 4 FEEEAH & 7TV 228, T2 D
o MOER LEEMRZ5I SR FTanF v A2 L LT, 2003 412 BEIERMERENAE R

(SARS) = mF r74’ /LA (SARS-CoV) | 2012 I H R gt (MERS) =177 A LA (MERS-
CoV) MFRESNTN D,

2019 4 12 A 31 A, PEIHEE KBTS WO TRERAPIOMig 23584 L7z Z &2 WHO (12 S,
2020 £ 1 A 12 B, WHO IF4#MRPFH M anF A N AL L6 DTHD EFEEK L (WHO :
https://www.who.int/csr/don/12-january-2020-novel-coronavirus-china/en/ (Fz #& R H : 2021 451 A 21 H) ),
HE 1 730 B, WHO i, "PEMHEEREETICRT 288 2w J 0 A )L Z B fitige D 58 AR B 25 [E R

IR A SN D AR /E EOBRASERE (Public Health Emergency of International Concern) V' 1Z3%24 95 & %
# L (https://www.who.int/news/item/30-01-2020-statement-on-the-second-meeting-of-the-international-health-
regulations-(2005)-emergency-committee-regarding-the-outbreak-of-novel-coronavirus-(2019-ncov) ( #c #& fifé 58
H:2021 41 H 21 H) ) |, A2 H 11 B, #FifillaeF DA /L A% severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) . SARS-CoV-2 (Z L %¥%&E % coronavirus disease (COVID-19) & L7

(https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/naming-the-coronavirus-
disease-(covid-2019)-and-the-virus-that-causes-it (Fof&fEFEH : 2021 41 A 21 H) ) . 2021 %1 H 17 HIFf
ST, R T ORMBR YA S 93,217,287 B, #SELTHIL 2,014,957 B TH Y . WHO D[ - Hillk ) FHIZ IS
T D REE BB OFECER D, G BR CRECEBICKT T 2FIG1E, 7 AV T 4% K 47%, 2
— 1 /N 33% LT 33%, KT T 13%M TN 9%, M 6% & TN 6%, 77 U 2%K% T 3%, FEKTE
1% K& 1% Th 5 (https://www.who.int/publications/m/item/weekly-epidemiological-update---19-january-
2021 (e H c 2021 4F 1 H 21 H) ) o

AFRTIE, 2020 451 A 15 HIZ 1 5l © SARS-CoV-2 (2B L7z filfige D BFE AR S4u, [FFE2 A 1
B, B w0 A L REYE 2 ASEEYIE O T B % OMEYIE O BB 129~ 2 BRI B D kAt (Y
15) \CHS S HERYE ¥ R ORIRIEIC S S BERYYE ¥ I E Shvic, £, M4 4 A 7 BICHIE
BA T o PE R EILE IS < 1 EH @ﬁx”&‘:\'%ﬁﬁﬁgblﬁbﬂ 445 A 25 RIZBA
FRMRE S M Tz Y, HBUERRE R (PCR BAEBMEFER) 13, —HIFEAHEn E Ro72 b DD,
A4 10 H tﬁf)%ﬁfﬁﬁéﬂn@‘rﬂ L7 202141 A 7 HIC2 EH @ﬁXé$ RBESMThhiz ¢,

D WHO 23 E % 2 EHBEREHR] (HR) ICBWTKRO ERBYHETHREFEEZ VD,

OFIFR OEREHIERIC L 0 EICAREE Y A7 O FOGERE LT LT L RO LA EE
QUETERNC [EI BRI R O RS LB 7 Sk

D REENRR—Z anF A VAR a T TA LA (HGRI2E 1 HIC, BEEARLRENS WHO I LT, ASERT 58 E2H
TAHZLERFZICHRESNTZLDIZRD, ) THDHHDIZRS,

VBRI SN TV DY E O (—ERYE, TRURYYE, SHERYYER O L P ERYE A R, ) Tho T B
SEVE EOBRE ORI — 2 UEH Ui iuE, Ym0 AEIC XL 0 EROAME OMEEICERREERL 52 58FZN0H5 1
@&LT&Afmbé%m (EYIEVESS 6 2)

Y EPRITHTE LARVEIMED 5 b2 OFRFERENICEAT S 2 L2+ 572 0% ORFEAOHEICET 2RENLER LD L LT
ﬁATmbéﬁm(@f&%z%ﬁ3ﬁ)

9 BRAUEREE O FHE Kk IE, M R, TIER, AU, ARSI, KBRF, R, BRETH o, —REEICEREh
7=

O 2021 4F 1 A 20 HF 0 BRATFREH B O J2h KA I A R, B BN, FIER, dUatES, AR, SRR SR, s, KIRURF.
SRR AR IR,

2
X T 4T 7 A RS RERAGRITAR B s E



2021 45 1 A 19 A RS, AH CORBYEHUE 332,231 i, SELCHERIT 4,547 B, Uiz, 22k
T 2,082 f5l, F ¥ —&—MHIZL DU D OJRIEF T IS FINMHR I TEY, 51334,328 5, 2 BIELT
BNTZE RS COREL 1 A2 T 4,548 Bl L s STV D, F7o, 2020 42 A 3 HICEIREIZEIE
LI N—=Z TZATES R TV BRG] OFRETORIEEIT 712 61, FECTHEEIT 13 6 & HE
ST 5% (https://www.mhlw.go.jp/stf/newpage 16163.html (Fef&fEiRH : 2021 4£1 H 21 H) ) .

COVID-19 OFIHPERIL, 4 v 7N PR I TB Y BIEMINER]T 5 2 L IXREETH 5,
SARS-CoV-2 IgFE 7/ HFIE £ CTORRMMIL 1~14 AETHO | @HFIL S ARETRIET H 2 ENELN

(https://www.who.int/publications/i/item/modes-of-transmission-of-virus-causing-covid-19-implications-for-ipc-
precaution-recommendations (Fof&FERRH : 2021 4F 1 A 21 H) ) . FIERTD HIEEERH 0 | FIED S ]
b IR WREHI OGP S0 2 & R OESEEME DS 6 b 8 2 2 & 3 PG D JR R & émm‘o N
ADIEYEEHIET D 2 & AREHC LTV 5, JEEL gk, 1BEUR, IR, BRRREE, R EES O
FER DL < DBFITHED HIv, £ 80%DBHEITBIED F E 1 LF’?%%F?“C‘“ZA%?Lé# 1’*’3 PIVAESITESTRIN
DR U L 9 5%IF N TSR A A BE & 9 2 RPERPIR BB SE R EC L a2 B D | 2~3%D Bl 72
fRid & 7= &% (JAMA 2020;323:1239-42) , 2021 4= 1 A 20 HHEEAAL Lkb\fﬁﬂﬂf [SARS-CoV-2 12k %
JRYLIE | OIREICKT L TERBEN TV AEELIIL ATV EARG YD | T 2 & U ZBEAROL6E
HROFHTHAFREETH D2, ZNODIREEZIT-> Th, AMOBYE ., EIEH LU EH OREEK
IFHEMABFENTEY . EEEHI OO B HREE 2> T D, D72, YRR & LT, SARS-
CoV-2 UV 7 F 2 XK % COVID-19 DRIETHABFF S, BHOU 7 FURARENKRDO L TWD,

2021 45 1 AMES T, A TEBEN TS, SARS-CoV-2 IZ K DBYMIED T4 HINET50 75

FEOEIEMIT W,

ﬁﬁl I, SARS-CoV2 DS ¥ /X7 EF % a— K925 mRNA #Hkn L7597 F 0 CThb, 2—K
ST AER) & X7 B Rt D DR BICEIRR T 5 72 ® mRNA O IESI DS ciifb <4, £72, EK
NTO RNA i % Ji L, mRNA OFEN~D N T A7 27 v a & A[fEL T 5725 mRNA % LNP
IZEA LTS, ARANEZ, SARS-CoV-2 IZ X DEIHED TFi4 HAYE LT, M[E BioNTech Mk UKIE
Pfizer #£12 £ 1 2020 4[] 71 & 0 BAFEASED B, MESMERAERER (C4591001 BRER) 1[4 4 71 K0 |
WEEIREER (C4591005 3A5R) 1XIF4E 10 H XV BALAS 4, 2021 4F 1 H 20 AFREE TW 4L b aliRilkie
Th D,

?’ﬂ?% C4591001 FABRIZI5 1T D COVID-19 FEIE TR K OAFH 2 [7] H Beffith 2 0 AR 2o

\ZHD X | COVID-19 O FRHIZxk LT, KETIX 2020 4% 12 A 11 HIZ Emergency Use Authorization
TR Y ., BRINTIEFEE 12 A 21 BICERHEM & &GBN 2 ST,

A, K[E FDA 2 L % Emergency Use Authorization 23453 HA17c Z & SLEIRFEAGEHGE HIRFAT, B
INTIHFEEF CTH oo Z & AR TITASERE & O 20 2 3N 2 EN C4591005 R FEHiH TH
ST Z EEND, 2020 12 A 18 HIZT 7 A PRSI K 0 AR TORERCEAGRHGE D e S 1L
7o 72, EN C4591005 #ER O — 5O 5REBRE FIIARREA T IR S,

ARG, TREBIARORF N2 STV D EEB OB ONT (KHH) | (G244 12 A 17
AT SAESSER 1217 55 2 5) ZHiE X, HiEELOIRHINEERHIESEEEZTo72bDOTH
5o

3
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2. WEICETIERRUEEICRIT 5 BEOH
AFNE, SARS-CoV-2 DS Z L /37/E S1 TNS2 #2— R42% mRNA Z LNP ICEALZU 2V F T
H5,

2.1 JFE

A% (BNT162b2) 1%, SARS-CoV-2 (Wuhan-Hu-1 #kHI3K) @ S # /37 E S1 KX 2 #2— KT 5
mRNA TH V., S ¥ oV BEOREERMAREEZ R0, 2 7 3 2 ER (K9S6P K U} VISTP)
SNDEIHFINTND, Fo, SHMICF v v 7HiE, HRoOPFEEooomS (P . e
TREGE D T= 8 D > 7 F IVELH (.) . RNA OZEAD T2 DELS (-) FEOVRY A 8% 8 7,
mRNA Z%3 2 S fZ JFNED P & OFRR OAEED 7=, §_XTo UTP 28 ™MPTP [ZEH I T 5D

211 JFRPEHRGERNT IV b 5 M A OFRRUE OB B

KFEDFR DO —> L 72% DNA SRR, s rpAveons. [ Il st &0 sz
2278, R AgE -3 57 723 FDNA kBB (R CEA
/n—=27 Uitk MCB BB S 7z, MCB 5 | Rk L < WCB 23 S n iz,

MCB Ot WCB DA pr a5 (I O = . 1= CAfa A | A,
I . 5% 43 4 I . '3E (s B0 51) 3 O RS S & 7,

WCB IZHHC 7= | LFEOREPEMRHT R M ORI R~ D3 A TR S U 5

212 BUEGE

gk, EspR DNA 28 |- ATP. CTP. ™WTP, GTP % VT in vitro ERGEUGIC XY
fiEEn b,

JFIEOBE TR, invirro 5 EUS . [N . M. I O 5 . T
NTEETREEIN TN, 728, EHHEES DNA 1Z, WCB #55#%, RIS - KIGE 2 EE LT
K7Z 23 FDNA 25T, 8277 %22 F DNA 7. B - O
- v L . RS, BB DNA @J%EIEE & LT MR (BEROE
#) . opH woeE (D . veessEsr GEREoser | M, RS Lo BLOEDIR
B, TV RFRUURREINTND,

JFHOBLETRIZOWT, EAFEAr— L TT AR F—2 g UREBINTW5D,

2.1.3 S RIEERERGEME O R MR

JRERORLE TR T, AWHSRITEE I S Tnn, ek, EMﬂ%@ﬁ’%m%méé%m%
JFEHZ DWW T bR 21T > 72, MCB O WCB OF RN <7 . 57 -
kU, [ cu e aut, e Lo el Lomavers ko Cl ke L v Wﬁﬁs
DARELD I TONTHDTh D,

X7 4 hix_ 7 7 A —E Hi Rl AGRIZAR D f‘(\ T \



214 HETROBRORE (REH/FEME)

JFIEDOBFBIRIZ BT 2 -IEFEO TR AT AT TO LB Th 5,

FERR AR BB N O PR FRER CH B V72 R 3K Process 112 & 0 8l &, il ¥ E AT Process 2 12
LV #EIN S, Process 1 T, ﬁ%ﬁi- W2 &0 ERLL 72858 DNA % T in vitro B85 04
--%a’:ﬁ“c\ BV ARSI TV 5, Process2 Tlid, JRIEIXT 7 A I N DNA 7 b /EH
L 7284857 DNA % FWC in vitro 155506 .. [ % 0N = 7 C . _zw“
B D BRI TW5, 7233, Process 1 725 Process2 ~DOEFTIZEE LT, sEORIZEM/TFIE
PERFER STV D

EZN %Liﬁmﬁﬁ [T QbD DFERFIH S TND (23 2H)

2.1.5 et
2151 HEKROFME
F VIR TREERAT 23 50 S Tz,

£ 1 RMERATICRIT 2RBRTEE RORB G
HH AR TR
— RIS RNA fit %1 RNase T1 /L¥if%, + U IX 7 LAF R~ v '~ (IP-RP-HPLC/ES/MS/MS X% LC-MS/MS)
W — 27 =2 (NGS)
5% v v 7HiE | RNase H ALEEf:, IP-RP-HPLC-UV/ESIMS K U LC-UV/MS
AU A RNase T1 #L¥E %, IP-RP-HPLC-UV/ESIMS K () LC-UV/MS
1B R A IS 1R R A FRSE bR~ v

2.15.2 BHWEEEWE . HHYE B
H B S AL, RS RNA & S, JFERO S K O BR 7 1 WEUNZEH I TV D,

2.1.53 BUETRBERAHY

BUE TREAFRAMAIT. #77 DNA,  TREASRAHpAK | TRERAMYBX, ATP, CTP, GTP,
MIPTP rewwnoncs | L EeFHSRAFIMIDIE | Triversmny | BEE~ 7R A, LIV T A, REET VE
= A, TritonX-100. kU R¥EEEEEERE. 7V ta—L, LT hU oA LD U 0 A TRE SRR

e N TN TRRESEARMN & ST,

FRATEE DNA 1, JFER OB L OWRER HIEIC L 0V EPICEE S T D TR HRAHIAK K O
TREBCRAMBXIT, BE TRIZBWTH2ICREIND Z & D3R é%LTW\é F£7-. ATP, CTP,
GTP, ™WPTP, mucewecs,  LRRHDRRHIDNG | LRivkrmee | Bt~ 7 %20 A Ly 7 AL il
T E=T A, Triton X-100, R U AMEEEREER, 7 U tu— BT MY UL Y UL TRk
iR | s KO0 TRRHDEAAIMG 13, R TR TR ZRETE RO EEL Th, AHOH%
IR L CREMEICHEN R VETH D Z ERERINTND
ST AR LI 8 X M 2
2.1.6 REOETH

JRIEDOBUE K OFRER kL LT, SEMME, MR, 85 (RT-PCR) | pH., MERER (A8 RNA
(ﬁﬁfﬂyﬁ)&U%mex@Em)\5%¥77(EWHHE)\ﬁ)Aﬁ(MKR)JWA%
et (Fr TV —FIVEKIKE) . =2 R Ry, BAEMRE, TERE (G TR E EE)

DREINTND

[ D

aIFT 4 e 77 {{}“M\J\./L?H R AGRITAR D |‘>(; T \ :



2.1.7 REOLREM
D FE 72w RBROMIKIL., £F2D0EBY TH5H,

#2 FEEOZELRZEERER O

RERA Bk oy MK RAFGAE el TRAFIERE
WA 20+5C o
Ak ER Process 1 1 5+3C 61 A I, 7 e
RHIRAFABR 20+5C e
sk ER Process 1 ! 5130 3HA I,
IR AR Process 2 4 20+5C 3AA e

EHIRIFARBRIC OV T, Process | THLE X722 1w M, RNA SEMEROVE B0 AR FEit S
o, SRR 2w U TR ZbITR O HivZe o7z, F£7-. Process2 TG I N/-HkEL7-4 2 v b
L RANCEGESNZ T ey MZBWW T, 2 K ON3 4 A BRSO RNA S22 B A Lo 7z, B
AL, RNA stk i oo s PricZE LiaEnd v M1 ny Moy
Th, EHINAZEC T, RBRERRACHRE L Tugl @) 1 L cunEBmB L Tn s,

IEHEER 2OV T, Process | CTHUE X172 2 1 v M. RNA B2 R OVE O A58k 5506 S v, £
i 3] 2 8 U CRAfE 72 2 RITRR O B v o 7o,

2.2 A
2.2 BAI R OMLF N O BURIER B

RFNL, AR 7FEKE | LNP 2453 205 (ALC-0159, ALC-0315, DSPC K (f= L A7 m—)L)
ZIRALTEEL, 13 71 (045mL) &72 Y 53K 0.225 mg & & A T 2 AR ] 0D /31 77 /L B
Tho, R, FRAEERKR 1.8mLICTHRL, £&225mL &3 2, WA, BREE, Bk
MU DA IV DA, UUERKFET N DKW, VR IKFED Y LR OVES KRBT
AL TEHEEND,

I, AANT 1A TS 5 EISGERICTRER A & L THEEINIZN, 1 M T AN XD D
BERERIE) - BRECFTRE D iR T 2R A R Th v . ZOfSRITME ) TiR#ET 5,

222 BUEGE

A ofhE TRIE, FEOMH, FEOAR, . . GG, RiE, 5
w, BEL V7R OFE, R A, BRI, For, ok, R BB REORTRENGRD,

BETRE, FEOAR, . . RS, e, A, "m(E SV 2o
R, MR A, MR, FoR, wEE RELIh T,

R ORE TRRIZONWT, FEEERATF—MIB T 57 rEARN) T —va VFEFTH D,

223 BETROBEBORE

i R SR O A S U= A B RS RIE CIERLE R 7 — VB STz, MUEA T S W D[R
TR OV THER I TV D,

fE TROBZICIX QbD O FESHH I LTS 23 2H) |

6
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224 BHOEH

RUFN ORI K OGRER 1L E LT, B asiss, MRk, MR8 (B8 (HPLC) X U'RNA (RT-PCR) ) |
2%, pH, RNA 528 (F ¥ 7 U —F VESRIKE) . A RNA (B0 | R R KON
ottt (@REEBELE) . =2 R bR vu | BRI R, REMEMRL -, MHE, IBESE HPLC) | &
Bk (o) PAREShTWs, FEomRcEW T, AEYE (I
B Ensn,

225 BAIOREME
KO T EERBR OB, B3 D0EBYTHD,

%3 BAOEERZEARBROBN

AR SRS ik =y MK PRATSRIE FEHum TRAFIZHRE
I
R AR Process 1 2 -70+10°C 6 77 A _ - A,% ;j b0
77T ABUGR4s
TN
R A7aR5R Process 2 2 -90~-60°C 3HH _ - A,J% : G
W T ARG %

RBIRAFRBR T, i 28 O CanE R EIC AR 2 B I35 bivia o7z,

2.3 QbD
JREHE K% OMUAI DOBRFEITIE QbD OFIENFIH 4L, L TOMEHIC LY, WEOE KSR I
776
® CQA OFFIE
KRENDOAG R OV VB % BT TEEREE LT, LUN D CQA MFFE S L7z,
JFEED CQA : PhEIk (B M) | pH, RNA 522, #AEBRE, =2 Fhdv
BHID CQA : KiK. ORI+ D4y, BN RNA, RNA &5, JIFE (ALC-0159, ALC-0315, DSPC
Era L AT m—)V) G&, inviro 3B, RNA SERME, 5F v v MG, AV A
® TTEDHEMEMEAT
TRART A—=R RS E | K TROBERNT S EhE S vz,
o HHIGIEDRE
RO TRERERRNT 2 5 T TR, R ERE, ZEMERBREICE ST, TRATA—Z KW
PERERFIE DB EL, M ONT B M ORRBRIE DR AT L D AR O SWEHMEOBFHENRES N (HW
WEL R Sl Al S OV T AR R SR AR OB ERIZ OV i, 2.1.5.2 KDV 2.1.53 2H))

7
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2R HEICRBIT 2 HFEEOH
2.R1 FEOBESTHEDERIZONT

JFERDORE S EDOLEE (2.1.4) 12O0T, HFEFIILLTO X 5 ICHBA LT,

Process | CHIE L7-JF3¥ 4 v~ k& Process2 THUE L7251 v MZOWT, MR, pH, MEEER (RT-
PCR) . ik, RNA 522t (F ¥ 7 U —ERKE) | 5% v v 7Hi (fifd HPLC) . K U A #4 (ddPCR) .
P DNA (qPCR) . A RNA (a7 v v ) KONRIEEZ R LIZRER RE BRI bR
727> 77, Process 1 & b L C Process 2 D #KIE, RNA ZEEMENMRVMER Z 7~ L7223, W iuh Bk
KEAL“CIJ‘#_O F 72, Process ] THLUEL7-3 2w & Process2 THLUEL/- 1 2w MZOWT, AU A
Fiseen 2}9?‘75372?75) QO BNTA, TTOE Yy RRFRKIZESG L TWe, £72. BEo KOt
A*ﬁ e . UG KOS REE D FE TH D Z LR ST, in vivo TD X 237 HHUR OFIER

EE&%/@S 5% v v THEE AT DR RNA OFIGICRE RERITRD bRroTe,

PLEX Y| Process1 & Process2 DJFFEIZ, LM OHNEICHEEL 5 X 5 X 5 2R3, F%
M REM TR SN EE 2 D,

BRI, A OBMAE TR L,

2.R2 AEHRMONT

P DT Y Nt D [REMNRY ) 2B\ T, Bf~KAGORER L BEAMEOR -3 R S v Tn
5, HEEEIX, YLk T2 oW T, AP X IZ#HB LT,

rat~R Ao B EREOR 7] 3 e cRo b BEEitiT, BERTR O
TARICHB T DRAEOHBIIRD b d oo, REFZRL 7 OHRIE 7 < . KL 2 AT L7oRE SR, A
IZEEND RNA &Uﬂ'ﬁ%ﬁfzﬁé ZEDHBA L, Fo, RIIEREREK CART A Z L THKT S
L& KT OARMEZEY RNA &K OEA RNA OFIGITEWD RNV & 2R LT,

LLEDD, ARRHITRIFRAE L TH, AFOFGIER WZ R ELY 5252 LidhnWeEZ S,
B, FICAFBEIR CAIREOEE IO RLFPFET D 2 EDRHER IS TV D, A SCEIC
BT, AHEEEE CHIR LICKIZRL 7RO b NeWnWZ L 2R LI ECHEA L, 2R b

AR L WEZHT 5 TETH D,

AL, A OBAE TR L,

2R3 BRERORIF OAFZHRIZOWT
R I, AN DR OBA DA SISV T, WP R BN TRE SN TUL B A2 £ [ T
6 WA LBEL TS, HEfHIE, FELOCRAOHDHFIZONT, BIFOX I ICHIA L THD
Process 1 & Process 2 CHLYE X 7= JFER D[R/ RIEMHITI RIS TS QR.1 BH) |
JFIROARBIMIC OV T, Process 1 THliE L7ZFHE 2 1 v RO BHHRGERBL OIHERR (2,17 2
BE) 123300 C RNA S24HE O RNA 2 BHe 251142000 L s 7= = b v JER DA S 4 6 5 A
ERETHZ LITABEEHE 2D, 70E, Process 2 T%iﬁbf:)ﬁi%4 Ty Mo TR 4 (ks
T 600 EBRTF— 4 HRU 5P TH 5.

8
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RN OB IR DUV T, Process 1 DRI Z W =8HKI 2 1 v~ N OEHRGFHBRICEWT, 6 7 AR
WETOERMWERME (RNA 782, EHARNA, R FREE R DL 8. RNA &%) K&k
BAL RN & g8 Lo, E£72. Process 2 DJRIEA W 8K 2 = v O RWIRFRR (£ 3) 13,
AEYTEEOT =23/ THRNEOD, 3 THETTNTEBICES LTS Zenb, "WAIDH
IR Z 6 W H ERETDHZ LITAREE B 2D, 7233, Process 2 DJFIEZ H W 8HKI 2 & MZDOWWT
EWIRFRBR AL THY, 6 TAZBA TT— 220G T5TETH D,

WL, UTFToXLoIcEZ S,

JFEEDOAZHHARNINZDOUVNT, Process 1 T L7 5EE 2 v v N ORHIRAHERIIHFKRBRER D S H—
HOEBE DOHRRNFEMESNTNDZ L, /o, 2y B ICHQSC THIRSNTWD 3 1y MIm 7
RN END, 6 WA ETORKEOZEEZHRT HIILS HITBIMOBERN/MLELEZZ D, Ll
N5, feH S ZEMHRBAEGRICE W TRIFFINICR X R ZBBITERD T2 & 72, Process 2
THLE L FERO B IRFERBRICB O TRAIO 1 2 > 2 RNA ZEMEORKIZES L2 >72b D0,
Bi%my MIRBBAR SO TR %) CEVEE R LT EZ s Sy b ORICEIES
niEEi 3 vy hOEMRGFRBRTIE3 DARERE CTT_RTHEHAG LTV Z EnD, B CHIEDZ
TEPEIZR & 22 BRI BV TV R0 &l L7,

AN OH BN T, BHS 2 6 VA ORMRERBEILI2 2y hOZTHY, 6 WHET
DORIKN DL EM Z MR T DTS BIBMOERPMLE L E XD, L LA 5, Process 2 D3k %
WA 3 71 AR E TORMRAABRAGRE S &0, RIS oRBAGRIE T X TORKICHES LT
BY, BEFIIRE RZRITERD B TR,

ARHNEAS E L8 O JFHE ) & FAI N IS S, SEAHE STV D, SR OMUA A 20 IR 4 1] i
RET D Z LIFREE R OB E O ETXEE 20 . BRI S D By OBEICEET S A
REMEN S D Z L h | BUIED COVID-19 i PIRUL L OARAI O LB E 2 72 25 & BURE A LTS
B OBFI OGN IAR 2 WES OGN L FI T 6 W H L5ET 5 Z L 130t 220 Sl Lz, 7272 L,
BUE SN C b B JFER L ORA O R FRBRORBRAGIC OV T, BUGFS e/ IRt + 5
PVERHD EEZD,

YLz E 2 | R oA 20 H S s DN C20E5C TR T A L & 6 WA
WA O IARNIL-90~-60CTHRIFTDHEZ 6 WA LT 5,

2.R4  FRMFNZDONT

AN, FESAlE LT, AR 22 ALC-0159 K O ALC-0315 W ONT  TRFE O BIF| 24 E D
FMHETIZBWTORMEHDRFED RN OBBNZOWT) CERL 21 4F 6 A 23 B AHT 55E%)
(B THRAE ORI TR E DS TIZB W TOREHNGRD 5T\ % DSPC BNEEN b,

HEEE X, SENAl O HELER IOV T, ALC-0159 [3AA] & & > <7 E L OMBEEREMZ 5 2
& ALC-0315 [IARKI ORI, MR~ DBGAR K OAFNZEH D RNA D= KV — L0 DK
%9 5 2 L. DSPC i D . - S A He LT
LEEDHL TS,

9
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2.R4.1 B KR ORBRFET CZZERIZOWT
FERE I3, ALC-0159. ALC-0315 K OY DSPC DRI M OkBR F i N ZEMEIC W T, B E =&
B 5 RHREIT 2o v & ] L 7=,

2.R4.2 BEMEIZDONT

FEEH L. ALC-0159, ALC-0315 }¢Uf DSPC D Hi[Elfe G-mtt, AE#H G- 3 K ORI A FMEIZ DU
T, AFIOFEMERER (CTD 423.2.1, 42322 Kk10423.5.1.1) OFFRICESEFHPALTWD, £, =
O FTIRINA OBILFEMEIZ DWW T, FERIROE R 56 HATE], TSR & 228 B HRn (5
FIARRBRIZ DS S L= A _R—= 2D FIER ORI — A D Fi1E) I XD ZRMEITREN 2 e LT
W5,

BRI, LT X125 25,

7 v MBI 5 KIEFMHANE G 2B T, MF~02 (4 GGT O#hN & OVHFHlE o Z2faqtk)
DRDHNTVDLN, BEFHERITEVWEEZ 2 6D GR1IZBM) . £/, ALC-0159, ALC-0315 K&
O DSPC [IAFKI O RFIEEZ SR T DI DICBBE LB 5D Z EM D, AFNT Z S ORI %
THZELIEARREERD, LLanb, AFIOBEMRER CIXRMF ORERGFEEI T ST
W END, IRHORIMANL, ABIORE - HEICBSTEH T & Th Y, FEHFIMEE LTHRY
Wb 7pnZ & sy & L7,

3. FEERAREHERBRICET 2R R UBEICRIT 5 FE OB
AFN ORI & LT, 02 AT 2B et s,

3.1 N ERBEMAT LR
3.1.1 invitro (TR HHURFESE (CTD 4.2.1.1.1, 4.2.1.1.5)

R AT 2 v a il ERA LA (BNT162b2) % HEK293T MAEPIZE A L, HiJf (SARS-
CoV-2 kAR S X VXU E) DFRBLN T T AL 7y MEKROSERE#EIE TRl S vz, £ DR R,
HEK293T #fEIZ 3\ THUR DI BL R S 41, FBL L 2P/ IMEARIZRE L TWeZ &b, HUER
INEERTERREN, Tty T EBZITH I ENRBENT,

AFH| (LNP £ A BNT162b2) XX b T A7 =27 v a Uik EIRA LA (BNT162b2) % HEK293T
AR EN U IR~ DAY R KL ORISR D AAFER N 7 v —H o h A b U — TRl S 7z, £ O R,
AN OARIEFEC B PR BT Z 21 98.050.2% % (N 85.1+4.4% CTh -7, F7=, AAIRE
P OARIEREO MO ATFRITHIRRE GE R T v A7 =7 ¥ g VA L RIRE Th -7z,

Expi293F Mifalc, AFKEFR U7 I/ BESIZ 22— K95 DNAIZED SHX U NNV HERB I LD
AL HBLLIZ S Z U7 EOe MIBRZREERTHL T o UFT v U EBEES 2 L't ML RBD Hfn
PUE~OFEA . NIRRT~ DFBL R ST,

312 < U REEFEEFEER (CTD 4.2.1.1.2)
BALB/c ~ 7 A (Mft 8 Bil/EE) (TAK] RNA EE LT02, 1.0 XL 50pg) ZHEIFHANBEE LZEO
P SE DR S ., FERIZLLFO EBY THhoTz,
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® S X /XU S1 KURBD Tk DAY 1gG HUADREET (ELISA 1%)
*ﬁaﬁénmﬁl IERE A ORAIBES 7~28 A1%) OIiEF S1 45 1gG Hiik M O RBD $: 571 1gG Hifk %
MIE L7ofE R, SRR 22 Pt R TR D BEAE D TRD BTz,

® a— RNUAAARERHWERTITUARORE (k)
Bt SN ERS ORBI S 14~28 B%) oG ooz > = — K7 A A2 7 % HuCHl
E LRGSR, ARETNZRFPRPUROEANTED bz,

® oG V7 XA T7DOME (ELISA i)
AR E 28 A DOMIEF 1gG 7 % A 7 (IgGl KN 1gG2a) ([ZOWTHFET L7-fES, Th2 ffaEAr o
FIEINE TR D DR o T,

® JHEMILICRIT DA M AA VEAOKT (Luminex 15 & OHIAANY Ak h A L eaik) ®
AAKNEEE- 28 A OMEMIEZ S1 XiX RBD X7 F RIZ L 0§l L7=fE %, IFN-y, TNF-a, IL-2, IL-
6. IL-18 X T GM-CSF DFEA N LAV —J T, IL-4, IL-5 K VIL-13 OFEAE T TN TH Y | Thl
NBAL OIS E D RE STz, Fo, xHHERE GREfR G- 28 A B O Pl &L T, AFl&EE
BEIZHS 1T D IFN-y, TNF-o X(% IL-2 #FEAT 5 CD4 X% CDS it T Mla OE &I L7223, 1IL-4 %
FEAET 2D CD4 BHPE T MM OB SIS A B 2B D/ o7 (IL-4 1% CD4 BHPE T M o & CREM
i) .

3.1.3 FAKERER (CTD 4.2.1.1.4)
T AV (k6 BI/EE) (2, AKIZ 21 HEERE T2 BIFHENES LT- & & 00 IR% ., KON SARS-CoV-
2 BEFET OO RRYLPHAE, FIE T B D Gl X A7z,

® SRR IgG FLik K O RIFUAO T (BLISA k& OHFnE) @
AFK| (RNA B & LT 30 3% 100 pg) 2 A HEH 35 HZICRIT 2 Mg S1 K5 1gG HUiR K OV Fn
PURZHIE LR, R4DLBY, WTFROFUAEL LD bz,

#4 XA 2EBEE 35 BROMIEF S1 R IgG ik kR Tl

. S1 %5 5K IgG Hifk SRNIEAREN
AR R GMC [#iff] 95%CI) (U/mL) GMT [l 95%CT]
30 g 4,236 (1,380, 13,003] 285 [136,598]
100 pg 6.317 [3.877.10.291] 310 [175.549]
A3 3 © 631 94

a) PCRFRAIZ &V SARS-CoV-2 BENHER SN A2 D 14 BB ERE U, JEK & 72 o 72 K —38 fil2> BRI S L7z i

7 SARS-CoV-2 Hi3k S # v RV BB T &R A LIoKJEME NN 7 A LR
8 A Ml CEARITEOEHUAE (Luminex 1) | A N A VEEARBEIIMAEAN YA R A L YEIE TR SR,
9 S1 K¢ BE 1gG HUIRIX ELISA 75T, HHFIHUAIT SARS-CoV-2 (USA-WA1/2020 £8) % F\V 7= hfnik TRl S hu vz,
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2 X FTT 4 E_ T 7 A PR S R IERRICR D E



® R HZERICI T 2V A b A EADKT (ELISpot £ &K OSHRLNY A N A L Yetaik) 10

AA] (RNA £ E L T30 XX 100 pg) ZH&5 Lz v S8 L - R ERE S & L7 g7
FRIZEX VR, A R A P PEARE (IFN-y XV IL-4) KO A N 1A ‘/F‘i%ﬂiﬂ’?iﬁtiﬁ%%ﬁéﬂf:o
IFN-y I%, AHAl2 BEIH#EE 7 BLABEO R EZEKIZB W TRETH 7223, IL4 130T OREET
ﬁﬁf&otoik\$ﬁ1EE&QMHHVZEN%HﬂXﬂTMﬂ%%E?édM%@Tﬁ@
B OV IFN-y & PEAET % CDS Btk T fIaZ o B2 g8 b= 23, IL-4 & FEA T 5 CD4 B T fifia%k

DEEIMIDOT N ThH o7, U EORERNG . BHEEE X, AFIZ &S Lo ¥ /1280 T Thl MifaEAL O 5%
EISENFEINTZ LA LTV D,

® SARS-CoV-2 MREETR DRRILIH,/ FAE T i R Ot

AF (RNA # & LT 100 pg) SUFAFRIEIR A 2 51 H &5 55 HEO YL CRFIRE 6 6, >t FEE 3 1)
DGR DR IZ, SARS-CoV-2 (USA-WA1/2020 &, 1.05X106 PFU) Z Bk X714 D@L K O
BRRIEER 5 OLBY Thoto, MIHR, AARECHIARENCH - TRIED DR ST 71 1%
RNA IIRIETH o7 Z L b RFE G X DGz R R Sz LB LTV D,

£5 VANZARBHROBERURERR

AT ZE H AHIRE xRE
U A LA RNA (KSR | S SRS « it S hd SAEMRRTEE 3 BE (2361 L 6 HE (1/351)
RIVEEHL, BIER T 7 K (R
CHEEA T 7)) @ REAU T 1 HE (56 41) 1Tl SEZU7  1HE @341 . 3HHE 236#) . 6H

) ) B (13 6) (cHil
FIREEAY 7 1 HE G661 3 HE (6 | qimsg <o~ 1 HE GAHED L 3HE GAHED . 10

) 7L 8 HE (1/6 f) 1Tk HE (173 #) okt
i A 1 Bl RER L
Mah X #p R O CT Ay © | IEH SR 22 it oo B A L 9 BRIEN SRS OO BT R Y
AR AOER © B WL
BRSO RS mukfinEﬁﬂ mukfin§ﬁ

a) KB MM ERIR A NV ARES I R O6RE, YNC T XIE8 BHE (7 XiE 8 HRIIAKIBEDOL) | BIEADT 7 K
WHEH A U 7HECH © U A LV ABEEEH 1, 3 R UV6 HH, WONSAKIREL 7 L8 HE, xIHEL 10 AH

b) (KE, (KR, SpO, K OVLMa%k, BIEH @ UA NV AREHER 1, 306 HE, WONCAFBET 7 X 8 HA. T 10 HE

c) MAEH : VA NVAMEER 1, 3 L6 HA, WOIZAKIRNL 7 XX 8 HE, xHEEIL 10 HH

d) XTIV ANVRARFESL 3 AR 2 E— 212, BEN D PEEOMER., WO 23 MRETIEY .. BRI 190 o 72 BRRPEN
H@r%#..wﬁ%ﬂﬁﬁ) Zﬁﬁlﬁ‘( Iz ﬂ%@’:ﬁﬁ i?ﬁxri nub%ﬂtﬁﬁ")f;

e) WA : AN AIREE% T L8 HE

) AFIEETIE, R & TR 2 RIE A AME N9 2 AR biv, RAETNICE T D iFEBEKZE b b Tholz,

3.2 RAEMKERR

N %wtiéﬁﬁﬁﬁ%iimémfw&wﬁ AENO LML, 7 v MNKIEMRNE S &
PERER (CTD4.2.3.2.2) (Z31F 2 — ORGS0 ORI Sh, HEEF L, AAGIC L2 LE R, W
RSB, AR R DA PRBERE ~ DR BIIEE D BTV RN E B L TV 5,

10 TFN-y }2 OV IL-4 PEAE 1T ELISpot ¥ C. HA bl A VBEAMBEIIMIEN YA b0 A o Yetis TRkl S iz,
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3R BREIZIRIT 5 EEOHM
R SNIZERR LU T OMET L D o BT, A O IEERARSEEIZ AR B ORI e &g L7z,

3.R1 FHOERBEFIZONT

B IX, ARAIOERBEFIZ OV THEETICHIZ RS, BHEETIELLTO L 2 ICHA L,

KHFND in vitro DIEFTT, FEAINTC S "7 EHEOFEMITORE 3.1.1 M) | ~ U A RO
JVTCORRFTT, HRIHUROFEE, Thl MAERL O ISE KON IFN-y Z FE/ET 2 CDS B T Al
(312 KW' 3.1.3 /) | WYL TORFT T, SARS-CoV-2 BEFE %72 — 1 DS BA A 5 73 e
iz 313

AFNE SARS-CoV-2 DRE S # /7' EHZ 2 — F7 2 mRNA ZHI5E LTERALTEBY, Zh
XD HFRPUADIERN TH D S ¥ L X B E EMBN TREA SN D, EAINES X U/ -EIZXY
e K O S E WAL S D Z & T, SARS-CoV-2 (2L DIBYMED TN RN cE 5 L%
bbb,

BT, AR ORI ICBIT 2 PEsE OB 2 TR L7,

3.R2 ZEEBRIZRT BHFFHWERIZOWT
AFNOBAZENR G SN T L HAEE T4 72 SARS-CoV-2 ZHRMENME SN TWNWD Z & 2 E % .
ML, 2O O BRI T D2 AFOHFFIERICOW TR 2R D72,

HEEEILLL T O X D IZH LT,

COVID-19 O TIX. 44 SARS-CoV-2 D S Z L /X7 BN D614 (614 FHDT X JBRINT AT X
f2) THLIUANARERTH Y AFNZHO STV S mRNA BFEH D614 2 22— K35, —J5, 2020
2 AE LY D614G (614 FBRH DT ANRT XN T ) U UAZEWR) THDHUA/LANEIML, F4E 11
H ISV T D614G 23RS B b BRHEE  (89.0%) DFEWAR L XN TWD W Fi2, A4 12
HIZIE S Z o 7 HICERERZA LRGN L0 Euv & S b 28 Bkkas, 2 E (VOC-202012/01'2)
KOFET 7V A (501Y.V2P ) THESH TV,

ARENOPEHEFEE L0 15 Do Mg OE SRR 5 FFfEH % el 3 2 7212 Wuhan-Hu-1 #£D S ¥
R (KRAFID mRNA 28 22— R4 % SARS-CoV-2 O S # L X7 B LF U AHT D) ([T 3 /R
BREMZT- 19 D S X I EBETEHANTY2a— RUA VAZER L, AFIOEEREE X
BonNmEERANTE Y 2— RuA L RIZRT 20 fEEEZHE L (K1) .

) SARS-CoV-2 BBk D 7 2 BeRLSE#H %2 A+ 55— & ~X—A (Global Initiative on Sharing All Influenza Data) 123\ T, 2020 4
11 A 24 B F TICHRANNEE SN 72 208,147 8RO 7 X/ IEECAIIE R A AT LIZ/ER 2RI L7, 7eds. D614G 1T\ TR )
Fno T2 AR, A222V (14.0%) . LISF (6.7%) . S477N (6.4%) . LSF (12%) & Th o7, Tz, AT —F_X—2%&FHL-EH
INEGE/BERE (913 ¥R) Of#hrTid, D614G (63.3%) . MI53T (6.1%) . SI2F (1.4%) . Q613H (1.2%) & Th -7,

126970 HE KN 144 FHO T 2/ EEDSKIA, N501Y, A570D, D614G, P681H, T716I, S982A K (X DI1118H

3 L18F, D80A, D215G, L242H, R246I, E484K. K417N, N501Y. D614G, A701V } (X 11227V
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104+

0 1 pg(n=1)
A 10 pg (n=2)
® 30 ug (n=2)

LLOQ

102_

X1 FEEEEELEEZRAVERS X VAV ERRBT SV a— FUA VAR RER

Wild-type (Wuhan-Hu-1 %) @ S % U XU B@EnF, KO IV BAEREMA T 19 FEO S # XV BREFE2ENEIUEA LY =
— FUANZ GRIEMEANE T AV R) ST D AFIgEEREE 56 OMiGIcsT 2 pVNsy (72— FU A L 2GS 50%E
L7z & 2 oPfRfuafl) 2779 (E& FRE (LLOQ) 1% 300) ,

ZORER, ML X TO Y 2— RUA VAR T DR RERARER I, iz, KEEOMET
7 hCHAE SN A RRICHGET D NSOLY O7 2 VBERZAETDH S XX EiEE T, K417N,
E484K KN NSO1Y OEEDERAZRIRHIFFD S # L3y Hiln 1, SECTHE SN BRE LR UE
HBHEGTDHSHZ ANV HEBEBEFERALIZY 22— RUA LRI LTS, AFlOHEEHEE LGN
MiHECT—EOFRFMIEHRNDMER SN &2 5 (htps://doi.org/10.1101/2021.01.07.425740
https://doi.org/10.1101/2021.01.15.426911, https://doi.org/10.1101/2021.01.18.426984 (Ff&Hes® H : 2021 4F 1
H27H))  AKNIFEA DS X U R_RIBEERIAN A LT EOENMEERT Z NG Tx5 L
B2 D, 212 L. BUERIT L TV 5 SARS-CoV-2 O —ERIZIE, TRERA2H T 5T/ 7 o—F ko
BOGTEDMENWE BAHE X TV DH Z & (Cell 2020; 182: 1284-94) | A%%ﬁk@ﬁﬂﬁﬁmﬁﬁéi
REMER DD Z L b BET D & BRKITKT 2 AHK Ol ZHR A TR S LTV oD TiEZR<,
BERIZRET 2 ARF O FHERIC DWW CIE, BUIERGEZICH| S HEERINET 2 TETH 5,

BREIL, LT X 2IcEZx S,

BUEDERD VA VA TRD HiLD D614G KUK FEOERE G D S RV Hla a2 A LTz
ka2 a— RO A VRIZH LT, REIOHEERES L0 E N2y OFFERA R SN TWAH Z &
LOWRRMREEEFEZ D &, 2021 1 A 27 HRER THAT LTV A FEA OE BRI L TARBIO—ED
BT CE D L ERD, L LA S, SARS-CoV-2 @ RNA A /LA & LTOEMZEIEIES,
COVID-19 [6] ] & i 3§ & K & M AR w2 B K A # &5 S T w3 2k
(https://doi.org/10.1101/2021.01.18.427166 (i@ H 1202141 A 27 H) ) HbBETLH L. 4%D
TATIZIWN T, RANC L DI a2 2 BRI BT 2 alREME b & 0 | %\M‘EHE (kS 2 A
OHFFERICOWTIE, BIERTE% SOl EFSERMNE L, BRSO 58 I 30nEIS T
TIERIRAET 25, @WUNIXHGT 2 BERH 5,
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3.R3 KM Y X722\ T
KSR . AR IC X A0 R L 0 . SARS-CoV-2 EILIFORERN D 7 F L FEHFERE L 0 & #ER
TV AT (REPRY Z7) ITOWT, HEEGICHALZRD, BEHEIZLLTO X 512 Lz,

SARS-CoV-2 U 7 F U 4EFRIC K DIRBIEIR Y 2 7 OF M IHIF S TR TH 528, SARS-CoV-2 (ZHE
fEl9" % SARS-CoV TIXEMRBRICIWTY 7 F U HARIC K D REIMY 27 STk v, Th |
N OIS E DSBS 5 Z L AVRIB ST % (PLoSONE2012; 7:€35421) , L7223 T, SARS-
CoV U 7 F > LAk Th2 BARAENT DI X 2R B A HET 5 & SARS-CoV-2 7V 7 F
PEREIZ LV Thl BUABAEAL D IE I E DB SALAUE, SARS-CoV-2 JEYLREDFEEIEIR Y 2 7 13K < 72
% EEZ LTS (Vaccine 2020; 38: 4783-91)

AHN DG I8 2 AR U 72 FERRIRHEBREAER T3, AAIHREIZ LY ~ ¥ 2 KOV T Thil BARRa AL D
FEINENER SN 312 KOV3.1.3 28) . F7-, VA KERBR T, AFIHAE% SARS-CoV-2 %
BRFELCH, [EX, i, SE K OHIREEIC BV T T A /LA RNA BOFHSCORIE T80 Hiv, AH|
FEHEFE D K & b UCL Ml X MR O CT BN XA Mo RE T ROBREIIRE ThH -7, S
HIZ, ORI FEAIMRAE TS Th2 BUMIREENL O SN E 2 e T 2 i FRERIZE % £ 5 JAEMEFT Lo
B IR0 B R0 72,

Mz T, & NCORFIERMIZ LDV A NI A VARG Z1T o 72, WA T ARER (BNT162-01 3
BR, CTD 5.3.5.1.2) Ti&, ARAWEFSL OPEBRE S5 LN KM EZME S % L EOXTF R
THIE L= & Z A, CDS BEME T Ml Tk INF-y OHIINA, F£7- CD4 Bt T Mifid CiX INF-y LTV IL-2 ©
HNDSHERR ST A3, IL-4 DI & A EHER ST, Thl BGHALENL O RIE IR E D3R8 LTz,

PLEZBE 2D L, RABERIC L 2EBHRY A7 1TRNEE XD,

RS, EILOBLUS) D OHEEOHAE T/KT D28, B FTORABEHRY 27125V TIX7TR3.6 T
Sl &t = Mmatd 5,

4. FERRRIEMENRERERICBE 3 2 R R USRI 31T 2 B A OB

BN SUIASE S FN T2 FERR AR S B RERRER 1 X S v Tu7eu,

AENZER SN D LNP XUTE OHEKIEE T 5 ALC-0159 2 OY ALC-0315 % F\ 7= FERG PR SR Eh ek
Bre LT, I, i, ARG AR OWRIEC B 2 BB o s 23 R H S v T,

7w borfE, B, JREOFEPIZE T S ALC-0159 & OV ALC-0315 O¥EEIL LC-MS/MS 75 (& T
PR o MHE KL OYR : 4.88 ng/mL, 3 : 6.592ng/mL, ATHi : 19.53 ng/g) (ZKVRIE SNz, v T ZADAEKRA
BTN 7 27— BB TRIEEIL in vivo A A—V 2 7 VAT ALV JIES T, LNP % 3H T
TR LTy T = T —BEE 3Bl mRNA-LNP % 7 > MG Lz & & OAERREE O mei E1x
IR T L—va UHEAEICE DVIIE SN, invivo A A= 0 TV AT AR NEIRY > FL— 3
VEHEE O E & IRIEEHE STV e,

RE. FRZREORVIRY | PK RT A —Z X EHETRL TV D,
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4.1 WRIX
411 N7 =25 —EBIEFFHEE mRNA-LNP OEFEFIRNZR SRR (CTD 4.2.2.2.1)
7w b (3 Bil/ER) 1TV 7 = T — BB 7Bl mRNA-LNP 73 RNA & & LT 1 mg/kg (ALC-0159

1.96 mg/kg M Y ALC-0315 15.3 mg/kg) HLEIFIRNE G- S4u, ALC-0159 KUY ALC-0315 O [fiffEH PK /¥
T A =2 O ~O o3 A A3 et Sz, Mg+ O ALC-0159 KON ALC-0315 ¥ D -l L 53 A fH
TIXZENEN 1.7 KO 1.6 Rl VA TIZZhZI 72.7 KOV 139 FEfE CTH 0 . 2o i
(345 24 BERE E ClTiem MBEHIRE O 1%K & e o7z, £z, &5 24 B £ TlTE00 72 fFlg~D
DAAMRD BV, ZINENEGREOK 20% % UK 60% D3 FIRIZ 554 LT\ b EHEE STz,

42 i
42.1 N7 =7 —BELEFFHEE mRNA-LNP OAKNSGAR (CTD 4.2.2.3.1)
~ A (M3 BI/EE) (VYT =T — B s T8 mRNA-LNPY 73 RNA £ & L 2 pg HRIfH P&
HEN. invivo A A=V T VAT AEFIHLTERE 9 HiXE TOEMINIRE I N,
KWOMERA > FTh DG 6 R OGN NGO S 7 T /TZNZHR 1.0X
10° KUY 5.0X107 p/s ThH V. £ OBITREIFHNIHED Uz, FT 7 T /TG Tl 5 48 Kift]
Bl ST, BEIALTIIRE 9 ARSI (U CEREE A ARk 5/ Thilshizn
v 7 770 MEFHEE TRT Lz,

422 SHEHBNV Y 7 = 7 —BEETFHEB mRNA-LNP 04537 (CTD 4.2.2.3.2)

7w b (MERES 3 BIEE) vy 7 = T — B R 178 Bl mRNA-H #%23#k LNP'S 23 RNA & & LT 50 pg
HEIFANBEG S, %5 48 FEEI#% £ COMSTEEDMFR A AR STz, BEG-ERAL O F RERE 13
Be b1 BRI @ A (394 pglipideq./g) %R L7tk R L, 5 48 FEf 1% Tid 165 pg lipid
eq./g Th oz, FHENMLIIN CHUEFRENGR D DT E2kARkix, K, M, BB R OUIRCTHY | &
5. 8~48 fil & i imflE (4L 26, 23, 18 TN 12 pg lipid eq./g) &7~ L7z,

43 R
4.3.1 ALC-0159 X O* ALC-0315 O3 (CTD4.2.2.4.1~4.2.2.4.7)

~UA, Ty b PAKRE ROFI 7 m Y —2A S9 EH5 K ORMAIZ, ALC-0159 X% ALC-0315

(BRYRPE  FFX 7 1 V) — A KOV S9 W43 Tld 1.5 pmol/L, AFAAE TIX 1.0 umol/L) % Z N Z RN L.,
37°CC 2 B[ (FFAMAE Ci 4 BEE)) A % =2_— |k L7722 D ALC-0159 X Y ALC-0315 DARZEALK D7
FRIGIE, TN TOREIT 90%LU ETH -7,

~UA, Ty b HAKRRE RO S9 EiSy, K ONMERIZ, ALC-0159 XX ALC-0315 (Fef&iRfE
10 pmol/L) Z ZAEFLUIN L, 37°C T 24 FFfH] (FFMfe Tidk 4 RFfH) A > % 2 ~X— k L2 OREH 23
et sz, SEWFEO S9 Hiy L ORFHAL, WNE~ 7 A KT v S OIMRIZEBW T, ALC-0159 Tl
7 2 REDOMKS Y. ALC-0315 TliXom AT VIO IR R H3 e S iz,

9 KRR CIXE RO R AR D 3 50 LNP IZENFNNVY 7 = T —BilEEFHBL mRNA &3 A L7245 E (LNP 5, LNP 8 }2 (8 LNP
C12) IOV TOERNDA IR STz, AE T, ARBRUSOTXTOIHHHRRR, BRRBR L OAH (HRTERA) o8
H42% LNP &R UNEER Y AT 5 LNP 8 W= MahE oWl 5,

9 Ly T 2T —PEE T mRNA %, *H Tk L72 LNP CH IZ#LSMNIARANCE AT 5 LNP & [ URAOHER K O R ) 18
A LT W e,
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F7o. 7w Moy 7 =7 —BEE T8 mRNA-LNP & HEIFFIRINE G L2 & & 19 o h 14 B &
ToMmE, R, ELOWEY 7 i RN, R BREERE Y v~ 75 7 0 —E&SHrEFCH
TE ST, ALC-0159 DAGEHIINT L OGRS b ST, ALC-0315 DG V27 v g
BEDPIRF NS, RO 2T VIR TR T OB 2 B S 47z,

PLEDOFERN S ALC-0159 K TN ALC-0315 X AT VI X T 2 RIEDMKDAEIC L - TR
WENDZ ENREI L,

4.4 Bt
4.4.1 ALC-0159 &Y ALC-0315 DR EH R (CTD 4.2.2.2.1)

F v~ (3B 12V y T 2T — s 7585 mRNA-LNP % HaEARNE 5 L2 & & 0 FEd L OYR
H1D ALC-0159 & O ALC-0315 23 et S iz, 51 336 Kfff £ TIZ ALC-0159 &KUY ALC-0315 O RZA k.
RIFFEPICZ LTI 47.2% K O 1.1%'7 23R S, IR P ORZEMRITO T b E & FIRMERT CH

-7,

4.R HEHEIZBIT A BEOHR
EHINTEER O TOMGTE 0, I, ABNCEET 2 FEE RS EIEIC, RO RMEIT /2 L
F B L7,

4.R.1 KFIDOIEHRAREDBIRRIZ OV T

HREIE, A E O IR R SR EBRERBRI I e S TN 2 & D AFI DY EEEIZ DV TH
A AR, BHEEFIIL T O L 9 ICH LT,

AHNE mRNA ThHAHEZL LNP ICE A LA TH D, @HE., mRNA (TAEKNICRG IS &, 4
RN OEZRS & AR EC/ITREBT S L D28, LNP IZEF AT 5 Z & T mRNA M s Z Ll imE
AIEAICHD A E AL, MRENTY N7 BA2RBT L2 L ieL 8D, £D7H LNP ITEA LT
mRNA BHIOAKNEIREL, HASN TS mRNA ICE B BEZITHZ L72<, LNP ITEFTHLEE
bbb,

N7 27 —BBIEFHEB mRNA-LNP Zf AN L7c & & D4R 2 57 L 72 508 Ofs F
5 (42 BM) . KFIZHENEES LSE. AANIEICHRGEAICHMm L, —IiEesy (IS ~
—BFICA L, ENENTH R TEERBIT 208, WTNOHAL T LRI ORI & & HIZA K L)
FEL LT T EIXEAT D g s,

PeRgIL, HEEE oM A TR L, 2 S IFERREDEN BB AL & . AR OSBRI D
T TE ORI ATRE & fIr L 7=,

19 CTD 4222
17 ALC-0159 (% ALC-0315 OISR F OREM (ug) /HH5EF (ug) x100
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5. BHRBRICET 5 EE R UEREICR T 5 EEOH
AFNOFEMERER & UC, KB G-FVERER & OVAEFES 2 TR O ilGE 3t H STz,

5.1 HEHREFHRR

AHN Z T2 B A3 G BRI X S S LTS, AFIO B G o rE (A 1%

v MBI D REFHANE S EERER (CTD 4.2.3.2.2) ORI G% OR R0 L S, AFIHREC
LTI <, RAEGEAICE T D, IR A (B +0.54°C, #f : +0.42°C) . HIMLERDOIEIN,
SRR & LR B ORI GRS BTz,

5.2 KE#HSFEERBR
AHN R OAFN D 2 B m{baio g (BNT162b2 (V8)) B ZHWWT, 7 v MBI 5 RIEHRNE
RN ER SN E6), TRATRIE. BEMMICBIT A2 RIEEZLTH - 72,

#6 XEHREGEHRER
g . A& s MR WATE R
WBRR | e B33 (ug RNA /body) ERPTR (ug RNA /body) | CTD
1000 : R EA B 5L OEZNE - RIE,
HifER (Vo oSBR, HIER, 4FRER, AFERER K
OMFHEIEER) o, 747V ) 7F U ROE
0 . 1009 M2 R (o-FRIERE Y VR TE an- 200 42321
2 ~zuarzu7 ) O, GGT O,
HERE > b GO N ARG D22k

(Wistar | rpapg| 1PV < BF3ET) EfHE : B

Han) I 300 (R LR, BBV - JE, A

MR (ViR HiSR, APRER, AFRRRECS
EHIESR) ORI, 71 7Y 5 RO
WE RO (B2 RO
yay a7y ) O, Ozt
Elt : Y

09 . 30 60 42322

a) RBR 1, 8 LON1S HIZHE:

b) 300 mM R 7 v —AEH U EEREE KK

c) BNTI162b2 (V8) (2.0 uL/ug RNA)

d) AP

e) Al (2.0 uL/ug RNA)

) BEREHEATE 17 KO 38 HICHFHEAER I TV D

53 ERRBHERR
AHFNZE £ D mRNA [T RIUDOEERL ) D &R S v, FTdsngl (ALC-0159, ALC-0315 & Y DSPC)
HIBEEEIEDBREN 72N b 2QRA42 BH) . AHl%E HW BB i MR X505 STy,

54 MBAFMRBR
ABNIEGR TOMAN 6 1 A LL kG SN D EIRS TIERNWZ &0 b, AAIZ W08 AFEPEREBRIE
i KAV TR,

5.5 AFERABERR
?yF:‘Tééﬁ%iﬁ@ﬁ%ﬁiwéﬂk(%ﬂoﬁﬂ&ﬁmib\ﬁ@%&wﬁﬁﬁm®%g
nm &b Ej/bfci ZJ)O 7:_0

9 KAIL BNTI6262 (V8) X, =— K457 I VKA, 5F v v PHEERO3RY ABEBFR—THY ., WEICEBT S Z & 23R
EhTns,
18
2T T A hE T 7 A PSR R BIAEGRIC R D E




K7 LEREBERR
F e

L ¥ 'y
smoms | amr | 1| momm (ug RNA LA (1g RNA L BOR
I
/body) /body)

ZhhE [SEIL7] B (—H
KO R F 309 (RERD M. AEFERR) 30

T O ) #] IR K OMEEE DA
FEAE, - R HfE I - AT 21
WFA, A 7> b W | B~ 20 H 0, 309 [ =Y IR - JBUE 30 4235.1.1
A} OF HY 2 | (Wistar Han) Gt4am) 309 2L
% O % LA
[ S X NI) F1 A5 F1 (414 - 30
BERERABR 309 AL
a) AFRHT21 KON 14 H, 8 9 KTV 20 HIZHE:
b) AERAIEIK

c) AHl (2.0 uL/pg RNA)
d) ZZFLELHT, xﬁﬂfﬁ 21 H GEEUIBERE) KOV 21 BIZRT 2R, EIR21 B GEEUIBER) ORIE, ROk 21 HO
F1 HARIZ B W THIFUAR R STV D

5.6 JRPTRIBMERAR
AFNDRETREIEZ, 7 > MIBT 2 EFHANEGRERER (CTD4.2.3.2.2) ORERMORHE S 11,
AFB G AL EIEMED & 2 BREE DS PEEE D JIENTED N TN D,

5.R HBHEICRIT 5 RE O
FEH SN ERE OV TORETE D . BRI, ARBIOFEMEIZRFB ORIEIX 220 &Il L7,

5.R.1  FHB~DOEEIZ O T

X, 7 > MBI 2 REHANEGEFHERBCIRO bzt GGT ORI & ONFHiE D22 aqk
IZDWT, AFIEREIZL D S TORRMEEZHIAT 2 X oKk, HFFEEEIUTO X S IZHP L

7 v MBI 5 KEMANEGREEREBR TR0 DT GGT DN OFFHIE D ZE fufb o3 Bk
FIIRATH S, LnLann, RO ZEibic oWk, JEREFZAICIEREICEEI L, FREO T
HIICRET 5 2 &, RBNCEEND LNP 2 W27 v MBI 2 IEEERED B IERER C, I8 Ok

DAPHERSNTNDZ 0D (41 V42 28) | IFESIFMRICIRV AENZ LIk 4AET
t%®&%ﬁéh6 M GGT O¥INK OO ZE I I, W 4L S EREE DD RIHE MRS H v
T AR G K0 B OVESE R~ O A5 A e 2 99y BRAR AR 00 AT L ORI MR A (i H ALT,
AST, TUVHVHEAT 7 A—ERORE UL EY) OB LD LNRNT LG, Wb B EE
BPMERWETR L E 2 D,

AFBEREIZ L D e F TOREMEIZ OV T, HEFh C4591001 REROF I/IMAH/S— k (7.22 &) (2B
HIFME R OB EEFRORIFGITER S D LBV Thote, £z, EWN C4591005 Bk (7.1 ZHR) 12k
W, FFIREREEICET AAEEFGIIT —2 Iy h47H 202141 H 5 H) RERTHEINL TV
v,

DlbaBsEz b e, AFEMICL S B CTONFEMEICET 2 U A7 HMEWEE 2D,

19
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£ 8 S C4591001 RBRICB I AHFILER DA EER (R2MMITHRER, S —F by A7 H 2020411 A 14 B)
AFIE 75 v AR
(N=21,621) (N=21,631)
n (%) n (%)
14 (0.1) 5 (0.0)

JiT A TS Tl @
B
JIELE IR
fEgE%R
RS A
T b o — L R 2
R =
APEAnFE s
iREEN
NARMTRIGHINL, n=FBiBIEL
a) MedDRA ZxEBIKSHE THFIGERREE) ICE TN HS

WHEIT, 7 v MZBIT 2 BUEMA NG EERER TR O DN ITIBA~OREIL, Wb @ e E
FOMEROFTR LW L, AAEFEIC L D F TORFEMLICET D U X738 &4 2 HEEH O A%
ANATREL B R D,

6. AEMFAIFRRKXOBEES 500k, BRKERBICE 2B NI 1T 2 FEORN
% LR BRI EM STV 2R,

7. EBRERMEMER OCERROZEMEIZET 2 BN NTHEIE I 1T 2 B EOBI
BRIME K OV BRI BT 25 HIER S LT, # 9 1T 2 R Sz, AFIOHEITARRK
(BNT162b2) OHFEE L TR,

K9 BERBROPE (FHMEES)
| s | it I ik - IR
iyl Cas01005 | 171 |20~gs e [ < 120 AH 30 ug XE7 T £ AR5 21 AR %ﬂi
PR 75 REE 40 fil T 2 [E1f5 P P R -
G U
< BB LA S— b B LA N—
A= AFI L BNT162b1 | AHl 10, 20, 30 pg, BNT162b1 10, | - 5 1 /35— | :
18~55 7% K& D% R E K OKFEE] 20, 30, 100 pg OWTRNUTS | wettk
. W 65~85 7% JB8 o AREY 12 41 FERE 21 ARFET 2 BN B
7)) C4591001 | T/11/I0 TR A TR AR AR B e < B I/MAR S— b
S I/MAR S— b o« ST/ S— | < B I/IAH S— b ¢ AR
12 el BARERE | ARHIEE © 21,999 fl AF30ug Xix7 7 R%E 21 | etk
TR AREE 021,999 4] | BEC 2 [BIfH PN

a) BNT162bl : SARS-CoV-2 ® RBD % =— RF9°% mRNA 2 &H T D47 7 F >
b) AHIKBNTI62b1 @ 3 & (10, 20, 30 pg) IZFNZFH 18~55 mk K N 65~86 ik ODAEHRE D 7 7L — 7 BNTI162b1 100 pg (2 18
~55 %D T N—TPRERTE ST,

7.1

EWNE I /TR (CTD 5.3.5.1.2 : C4591005 3RER, EHEHIM 2020 4F 10 A~k : 7—F >
rA7H 20214145 H)

20 kLA b 85 LA T D H AR NMERE N 255 (HARGIEL 160 B« AAFIEE 120 B, 7" Z EAHE 40 #) 12,
KA DL, BEMEROREFM OB 2 BRI L L EBMEA(LBIEE SR 19 7T &R RAATHER
HEHEEABR S E PN 2 Mgk T I S iz,

19)

20

=37 4

7 7 A P—rRatt

WA IRBREEER, B —7 4 2 —2— BRA Y v 7 (RBEGRRE R OHREEIRS) TEMRE Shiz,

FEFIAGRIZAR B35



FE - HEX, 1B (ORAI30 pg U7 Z78AR) %21 AEET2[E (Day 1 LT Day22 (FF45HiMH]
X Day 19~23) ) . iTANEERES 52 & & ST,

IEVEZ b S 472 160 1 CRFIEE 119 1, 7" 7 B AEE 41 1) 2FI 1 [BILL RGBS EERE S v, 2615
LEPERMT R G & ShT,

F 7o, EELL ST 160 6 CRAIRE 119 6, 77 2 REE 41 61) 2F0C, 1 [BILL IR AR S,
G TP ERE R R G DAL, Rl AT RE S AR & ShvTe, TR AT AR RN, A
FIRESRPE R MELER  (SERTICHLE L7 2 [ B o#fE 452 (T, 2 [B] B #5502 SRR I E 5 R 23
Boniz, IRREREFEE S O BB 2V ERIESHEGR SHTZEM) SHE SN, Ykt
HOFERIZHONT, 2021 1 A 29 HREA TSI CTH Y | SRS LT, A E TIEBEICE S
TS bl T RE S MR O FE R A 7”7,

Rt T RE S R SEIZ F5 1T D 1RERIE 2 Bl B HfEit% 1| 7 H @ SARS-CoV-2 IMi{EHFtiAffd> GMT
e O 1 [E] HBERRRTIC 65 2 BB $5FE# 1 9 A 0 GMFR [iff] 95%CI] 1, AAIRE T 489.9 [420.4, 570.9]
J N 48.1 [41.3,56.0] . 77 EREET10.6 [9.8,11.4] KU1l [1.0,1.1] TH-o7=,

HEMIZONWT, BIEHFIIUTO LB &S, AEFROEELII TV 7 F - ORKRARIZ
BT D BRI R IR T 5 FDA %71 % A (Guidance for Industry Toxicity Grading Scale for Healthy
Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials, 2007 45 9 J) 20 |2 H-S & 3T
fili S 417,

® [URFMESFS (RFTAUL 2V (EFHAER ., BARKONER) ROEERIG GEEL, 957, T, &
FEOMERE, AL BAR R OBIER) ) TRBREA RIS 7 B (BBRE ARSI LY W%)

® GEFL (KEMHEM7 HHE CICHBRE HEECTIUE SN D IS SbR<) IRBRSE | Bl H B
RF» O ISl f 1 WA £ T

o HELAERR 1AL 1 [B] B AR O B 12 VA £ T

Bl 7 AREICREL L SOSHPEFR 23K 10 1577,

£ 10 BBREAEEER 7 HMICBT 3 RCEESER (RN ISEH)

1[8H 28l H
AAHIFE (N=119) 77 AR (N=41) AHKIEE (N=116) 77 AR (N=41)
n (%) n (%) n (%) n (%)

AT

S EBATE TR 103 (86.6) 1 (24) 92 (79.3) 0

FEIR 16 (13.4) 0 12 (10.3) 0

JEfR 15 (12.6) 0 10 ( 8.6) 0
2HRIE

FEEN 17 (14.3) 0 38 (32.8) 0

I 97 48 (40.3) 4 (98) 70 (60.3) 1 (24

SR 39 (32.8) 6 (14.6) 51 (44.0) 5 (12.2)

EE 30 (25.2) 2 (49) 53 (45.7) 1 (24

Mg - 0 0 1 (0.9 0

T 6 (5.0) 0 6 (52) 1 (24

7 P 17 (14.3) 1 (24) 19 (16.4) 0

B3NN 17 (14.3) 2 (49) 29 (25.0) 0
N=EHT R BIEL, n=FHHiI%Kk

20 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/toxicity-grading-scale-healthy-adult-and-adolescent-volunteers-
enrolled-preventive-vaccine-clinical (F#&fERE H 2021 451 A 21 H)
2 R RSO B IEAH OBERS TS ER TV,

21
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HEFRR L ORIS TEEREE & ORFEBEGNEE SR WA FESR, UT RS 1EAAIEE 10.1% (12/119
) KO1.7% Q11961 . 77 vREE73% (3/41 1) KOO0FITHY ., 2 FILLEICRED b AESH
LU EWHEER CRAEE 3 B, 77 EAREE | ) OGRS ORAEE 2 1, 77 EREE 1 ) Toh o7z, SARS-
CoV-2 [&YeX> COVID-19 FIE I BT 5 A FEHFGIIHE SN TV,

F—2Hy bAT7H Q02141 H5H) £TIZRERVCEELRAEFRRIIRD SRR T2,

hikicE - - AEFST, I |
I C 5 oo, WTNBTRRIE L ORRERD D LS, HRIEEIETH

ST,

7.2 ¥EAVE 1/I/IMAERRBR (CTD5.3.5.1.1 : C4591001 3ABR, FEHEHIM 55 1 H/3— b : 2020 4 4 H ~#k
e (F—F Ay bATH AHI 30pug BE:20204E 11 A 14 B, FOMMOBERERE : 20204£ 8 A 24 H)
FI/MAH/S— b 1 20204 7 A~k (F—F by bA7H 20204611 A 14H) )

721 HIHES—F

18 ik LAk 55 5 BA T TN 65 kLA b 85 kLA N DR A6t 5 (BARMIE 195 1] « AHIRE 156 5], 7
TARRE39 B 12, AFIOLEME, BEELOREFEEORGZ BN S LEEEAWBIEEER ? 77
Jzn”{ia‘%ﬁﬁﬁif‘ﬂttiﬁﬁ%ﬁ#*l@ 4 fiR% CHEME S iz,

FHIE - R, TRBREE ORAI 10, 20, 30 pg & L <X BNT162b1 10, 20, 30, 100pg, X7 7&ARD
WAy & 21 HIEIRR T 2 [l (Day 1 XU Day22 (GFASIFIL Day 19~23) ) . MiANEERET L2 L &
SNz, WEEIL, K7 v—7 (KRFIXE BNT162b1 O ERN R OT T R L EREN OMEE

(BNT162b1 100 pg 1% 18 kLA B 55 sk LA F 0 A) | §H 13 7 v—7) T ez, BIEALES N, 2B, K
FlE SARS-CoV-2 D S # RV EDORRMAREZ 2 — R92%5 mRNA Th Y, BNT162bl |% SARS-CoV-2 D S
%37 EDRBD % 22— K3 2% mRNA Th 5,

IEAEZAL SHLT2 195 B (70— 15 B« ARFIT BNT162b1 B 12 B, 77 &AREE3 ) 262 1
[B] L EVEBREE AR S d, BB EVERAT R REM & S,

2B, ARETITHERNR TH HAF ORI OV TEREHE L. BNT162bl OfE 1% 7.3 HIZRH#H T 5,

BZEMICOWT, BRI TOLEBY &S, AFFROBEEEII TV 7 F o ORERFRIC
BT 2 m MM REICES T 5 FDA A # > A (Guidance for Industry Toxicity Grading Scale for Healthy
Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials, 2007 4= 9 H) 20 |2 J&-3 & 54l
S,
® [SUNRMEESR (RETRUS (ESEAERE, AR KOMEIR) KO RIG (%’“\é?f}‘ W7 B, B,
Mk, FHL SRR OBAETR) ) IRBREEAS AR 7 A (R HESIC XY ”ﬂﬂé)

® fGEFZR (RBRIEAIEHERE 7 B B £ CloHBig B 36 CIE S 5 FOGE] |$$§?f§ﬂ‘< ) IREREE 1 (]
H SRR B i i 1 WA R T

o EEAMAFEFR IGHIK | 0] HERER ) b K PERR 6 W H £ T

2 JRBRSTHIER, RRFMHR DA & v 7 ROWERE T ER L Shiz,

22
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TRBCARA IR 7 H ISR DN ROSEMEFRRIIR 11 D LB Tho T,

£ 11 BBRESAEEER 7 HMICBT 3 RCEEER (RN ISEH)

18~55 % 65~85 %
AFHIHE 77 R ARFHE 77w AREE
=R Fefe (] 10 pg 20 ug 30 ug 10 pg 20 pg 30 pg
(N=12) (N=12) (N=12) (N=9) (N=12) (N=12) (N=12) (N=9)
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
JRPTEOG
S—. b i 1] = 8 (66.7) 8 (66.7) 11 (91.7) 0 4 (333) |7 (583) |9 (75.0) 0
P LI 2[[H 7 (58.3) 10 (83.3) 10 (83.3) 2 (22.2) 4 (33.3) 7 (58.3) 8 (66.7) 1 (11.1)
_— 1[EA 0 0 1 ( 83) 0 0 0 0 0
T 2 A H 0 0 0 0 0 0 0 0
1 [FH 2 (16.7) 0 0 0 0 0 0 0
MR 2 A H 0 0 0 0 0 0 0 0
A5 S
P 1 [FH 0 0 2 (16.7) 0 0 0 0 0
2[[H 0 1 (83) 2 (16.7) 0 0 0 1 (8.3) 0
g 18 H 3 (25.0) 5 (41.7) 5 (41.7) 3 (33.3) 1 (83) 4 (33.3) 3 (25.0) 2 (22.2)
2[[H 4 (33.3) 7 (58.3) 9 (75.0) 5 (55.6) 2 (16.7) 6 (50.0) 5 (41.7) 1 (11.1)
S 1 [FH 4 (33.3) 4 (33.3) 6 (50.0) 3 (33.3) 1 (83) 3 (25.0) 0 1 (11.1)
: 2 A H 3 (25.0) 4 (33.3) 8 (66.7) 1 (11.1) 4 (33.3) 4 (33.3) 3 (25.0) 1 (11.1)
e 1 [FH 0 0 4 (33.3) 0 0 2 (16.7) 0 0
= 2[[H 1 (83) 5 (41.7) 7 (58.3) 1 (11.1) 2 (16.7) 1 (83) 2 (16.7) 0
_— 1[EA 0 0 1 ( 83) 0 0 0 0 0
: 2 [\ H 1 (83) 0 0 1 (11.1) 0 0 0 0
. 1[EH 0 1 (83) 1 (83) 0 0 0 0 1 (1L1)
A 2 A H 0 0 0 0 0 0 0 1 (11.1)
P 181 H 3 (25.0) 2 (16.7) 3 (25.0) 0 1 (83) 1 (83) 0 2 (222)
2[[H 2 (16.7) 5 (41.7) 7 (58.3) 0 1 (83) 1 (83) 3 (25.0) 1 (11.1)
. 1[EA 1 (83) 0 2 (16.7) 0 0 0 0 1 (11.1)
S G 1 (83) 0 2 (16.7) 0 1(83) | 1(83) |1(83 |1 (LD
N=fEHT 6 GG, n=FBUIHKL
AEFRZKLORIFOCOREBEEX, 12080 ThoTo,
£ 12 RBREEKEER 1 VA I CORBEESESUNOEESSERUVBIRG (REMMTTRISRER)
18~55 % 65~85 7%
ARHIEE 77w R R AHIRE 77w REE
10 ug 20 ug 30 ug 77 R 10 pg 20 pg 30 ug
(N=12) (N=12) (N=12) (N=9) (N=12) (N=12) (N=12) (N=9)
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
HFEFR 4 (33.3) 5 (41.7) 5 (41.7) 2 (22.2) 1 (83) |2 (167 3 (25.00 | 2 (22.2)
Bl SO 2 (16.7) 4 (33.3) 3 (25.0) 1 (11.1) 0 1 (83) 0 0

N G505, n=J8 S5

T—5%y FATH (KHI30 pg B 0 2020 4F 11 H 14 B, ZOMOBFERE : 202048 H 24 H) £ T
T HI L OVEBR T IEICE > T ERERITBD DR 5T,

HEERAEFFEGIL. AH 30 pg B 1 BHTRMHREL CHONTMRE L LTRE) 8®EIh, 155
L DR BRI A E S, BT 2020 46 12 H 16 BB S TREIE TH - 72,
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BRI R AT JH 12DV T, Grade 3 UL EDORFEZEEE LT, U U7 ERERAD 3AA 10 pg #EM N30 pg
BEAS LB, B UL EEINAARA] 10 pg B 1 FUZRD bz, Wb 1 BIE#EREE 1~3 BIZHEBLL,
1@5%@%6~8Hi?’ﬁﬁﬁ“lﬁ’@@bkﬂ> HE AR ﬁﬁ@@ﬁ&;mw%ht)/ﬂ
BRI 13—k (BEFE 6~8 A CTRIE) ThHhomZ &hnb, U SERAEB TIEi< U v S EREORIC
é%@&%z%ﬂ\%%%Eﬁiﬁwkﬂmbfh%mmﬁﬂ~k?i%%&ﬁﬁi&ﬂbﬁw:kk
L7z EF LT 5,

722 FHI/MAESS— b

12 s PL EORERE N Z 550 ARIOA MR N Z2EORGF % B & LIz BEAkBlsEgh 2 7
7 e A RO TRER SR NS 6 W IE CKEL KA, b=, 7790 TABCFURUET
7 U A1) | 153 fEgk CHEME S o, ARRBRIT S ) 18~85 ikl A2 xtg & U CRBRBAtG S =23, XV
HEIAVVER COREM 21T 5 72912, 16 Ll EZ2 R E T 25t EICAT S (R mES 6%
2020429 A 8 HELE) . FDH I HIZ 12 5%~15 iz BT A5l E B Sz (GBI i
FiL, 2020 4510 A 6 HEE) » BAEFEICSWTIE, RERBIAAIE 29,286 f4i] & L TaFHE éﬂkﬂu&%S
B (AFIBER O 7 2 REE 21,999 f) (A H Stz (GRBRFEMFTMES 6 i, 2020 49 A 8 AE) .
B, EDIHH 12 E~15 OMAUTER K 2,000 Fil & BRE S 7, IRITKT 5 BRI IERIERET S
TR, 12~15BOEMIEB T 5 EER BN TH D RERME, ZetEk ORFMEICET 57— &i%m
HEERE R TR O TWRN 2 | 2070, AREETIX 16 L EIZOWCRHMET 5 (RARHFEIT 16
WMl EExtg e & Tnd)

M - I, TR ORAI30 pg UT7' 7 &R) % 21 HREFET 218 (Day 1 XU Day22 (FFAHIRH
I% Day 19~23) ) | FiRANEERET 2 2 & & Sz, HBRE X, s (12~15 5%, 16~55 5%, 56 mLh 1)
ThER S, BEAINT,

BEVEIZOWT, T—% By bA7H (20204511 H 14 H) £ TICEERL I 43,548 Bl 5 5
43,449 Bl 1 BILA EIRBEN R S, 20 9 BRIEZ I L TR0 ToARAIRE 1 2R < 43,448
(RAIEE 21,720 51, 77 & AREE 21,728 ) DNRAEMEMBHTHRER & Siviz, o, MM G4ERM
DG YEERF A EEAUNEE STz 8,183 5 (ARAKIRE 4,093 5], 7 Z & ARHE 4,090 i) 23 SIS I ERRAT % 5
£ 20 L S,

BRI HOWT, F—=Z Ty hA7H (20204 11 H 14 B) £ CTICEEAL S 43,651 o 5 5,
&W4W(ﬁ@%ﬁ@@ﬂiﬁméﬂk%ﬁmL2@E@§@éﬂﬁﬂok3m1ﬁ\2@9@@759

CTIZE K2R IRER M s B E OB B> 72 371 #i] 27 | ﬁﬁ%m%"%%ﬁﬁ’Aﬁbﬁw:&ﬁ
#%Lt&ﬁlHiéﬁﬁbfm@ﬁotlm(ﬁﬁaﬁ)>%ﬁ<«uwm($ﬁﬁﬂmwm
7 & AREE 20,244 ) A RERHN ATAESER 28 & S, EERMNTRIGLERN L Sh,

2 BNTI162b1 BETIX, Grade 3 A LD U 2 SEREBUD 1T, 18~55 FREEM T 10 png B 1 51, 20 ug BE 2 B, 30 g BE 1 51, 100 pg & 4 i,
65~85 HEAER T 30 pg B 1 FlCEED B, W b EMEEA TR L, A TEEL TV,

W W IRRILMEA, BB —T 4 x4 — BRA X v 7 (RBREEHRE LOBRARLS) WERE Shz, £, FERTT
DBV L 72 5 Y 2B  IGBKIEE 1L B R & Sz,

B F—B Gy NA T T, 12~15 mOERE OWRE TITAA 49 G, 7T &R 51 GINERE SN, 2D OWBRE A ERRAT
RIGHEMITE EN DD, LM SEIITE EN TR, FEFMEICHOW TR, 12~15 mER O 16~25 mERICKT 2
IHLMEZFET 5 Z ENFHE STV 5,

200 JREBRFEMFEEICBW T, RACHAAN B D R & ?g 6000 B % %t 5 %&‘%ﬁ%‘ﬁ%%ﬂl%@“é: ERHLE STV,

) VRBRHEHERE T B % i 283 15, IR BRAMLYED M 43 1, T — & OIEFENMEIC BT D i 43 16, BEFIER I 5 ], R RER S
B 3 5] (E#’Ea%ﬁ)

1 [A] BB 19~42 B2 2 [B1 B DR Z 32 0F, 2 [ BEM 7 A B % CIOBBREMFEE D OF KRRV e\ il & e
7=,

<)
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ARPEIZDOWT, FERHEHE L, LU T OBERFE (Z31F 5 COVID-19 #EEH] (1,000 AMESH 72D DIEHR
3L 2 [7] HEEFE% 7 A LARED COVID-19 F8iE) (23D < VE (VE1 X OVVE2) & &7z (VE (%) =100X

(-8R OBBRIRIZ I 1T 5 1,000 AMEH 720 O COVID-19 FIERDAHKIRE L 77 B REEDH (IRR)) ),
® VEI1 : /RERIEHAERT O 2 [B] H Hf#% 7 A LLATIZ SARS-CoV-2 YL 72\ 12 31F % VE
® VE2 : IRBREKEEFERTA D 2 [B] H BERER 7 H LRI SARS-CoV-2 JEYLE & B 72\ R #E 1281 5 VE

COVID-19 fE %, COVID-19 28804V DIEMR (FEEN, Hr7- 22k STk D #AY Fr7- 72 Bl X
LRI OE L, BEFE T e i PR UL AR OIEAL, Bric 2R IR R D1 K, W%T TR
M) 28 1 SLL EgRO L, SPEA T 7 COZRIEIEMRAEIZ LY SARS-CoV-2 BPEN RS S AL iR E

LEFRINT,

AGRBR Tl VEL ORIl & OCMELEMEC L 2580 R d k2 B R & L7z PR 232447 4 [7] (COVID-
19 feEF 20 7e < &b 32 61, 62 B, 92 il e TN 120 FiIERES) FHEI ST =2y, @M EOBRHEIZ XY
1[EIH (32 BIERR A (X3, BRI 3 3] (COVID-19 fEERZ D72 < &b 62 i, 92 Bl
OV 120 BIEERER) ICRHIZA S Sz (GRBRIEMFHRIZES 9 i, 2020 4F 10 A 29 HUE) . ED VE 28 30%
DA ORBRERORIIHEEE 0.025 K& T D701, PRIFNT & QBT O 2hPE D G 0 J e
il (99.5%K% 1 98.6%) M EHANTHIE STz,

1 [E] B ORI 94 BISERERE AL CEM S 4L, MEITIZ VT, ED VEL 28 30% (FDA A &
A (Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19) (28T, #iatHy
7RRRENHEMEL LT VE OF—FEOIRR 2 UNZHHFE L7z CL O FRA 30%% L[AD Z EA/REINTND

\ZHASERE) & LR FHRMER (>99.99%) 1T, FANIHIE Sz AohE0 A (99.5%) % LA
ST, D%, AT E LTI S Lz 7e< &b 164 f1E T, COVID-19 fEEFIAZIRIZERM S
722D, 2 B LA NI S e o T, 7el, BRISIRNTIA TR b BMRIEITHER ST
W5,

COVID-19 e E B 7N 164 FILA A2z U7oRpm (R#&MENT) 1236175 VEL KOV VE2 13K 13 D &0
Th o7z, HD VEL KO VE2 28 30%% LRI 2 FHZMERITNTNDG >99.99%TH Y . FHANIHE S
HEhEDHENE (98.6%) % ElAl~7-, 723, VE1 KO VE2 Olifil]l 95%CI (Clopper-Pearson i£) 1ZZ4E
i [90.0,97.9] KO* [89.6,97.6] ThH -7,

£13 HBHRE2EHEREL 7 UKD COVID-19 BIEICHT BT 2 Fr O (LM ieEm) »

N COVID-19 T IE BRI a VE [95%({5 FIXfi] ke
Tife 7 151 (1,000 A4E) (%) ® (VE>30%) ®
. AR 18,198 8 2214 17,411
JECYLIEE © 7, ——— > . : 95, . . >99.999
YulfR o Jp L S5 RHE | 18325 e Yo 17511 VEI : 95.0 [90.3,97.6] 99.99%
YRR © 2 ARHIEE 19,965 9 2332 18,559
= = 0 94, . . >99.99¢9
b TSR | 20,172 169 2345 18,708 VE2 : 946 (89.9,973] 99.99%

N=FRHT R 2%k, n=1BBMHARICE S L0 5 6i%k

a) HIV BPEgbag (e T EEE R 00 5 HAKIEE 68 B, 77 B AREE 72 4)) 1 3RLREHT5 2 L L &N, FITICITE EN TV
W, HIV BiE#E5RE O COVID-19 feE BTG 2 3, AFRE, 7 78R BEWThb 0l Th o7,

b) F/NMEREO—Z 54 (0.700102, 1) ZHAA & Lz, A RFLOR—F “HSAAET /M L0

o) IRBRIKEERERTYN G 2 (Bl A HERE% 7 A LLATOD SARS-CoV-2 FEYLHE
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BRI OWTC HEFRROEIEE XTI 7 F o OERRBRIC BT 5 EaM R E ICBI 95 FDA 47
A % A (Guidance for Industry Toxicity Grading Scale for Healthy Adult and Adolescent Volunteers Enrolled
in Preventive Vaccine Clinical Trials, 2007 4= 9 H) 20 283 X5l S iz, ZEMMITHREMICE
T2y A7 A (2020 4E 11 A 4 A) £ CTOBERYIMIE. 2 5] F R 5 2 WA 14, 9%(6483/43 448
Bl) . 2~4 A 5.6% (2,433/43,448 B) | 4~6 T 14.9% (6,474/43,448 Bil) . 6~8 A 20.7%

(8,991/43,448 i) . 8~10 FATH 29.1% (12,625/43,448 i) | 10~12 WA 13.0% (5,662/43,448 f31]) |
12~ 14 FA 1.8% (780/43,448 ) Th -7z,

FHEHMITILLTO LB & shi,

<BOSIFMERRAT R REEF D 7 >

® JUSIEMSES (RFTRIE QEFEMLER, FARLOMER) &K OEH KIS (%%’5‘ W7, B, IR
WERE, R, AP KL OBEER) ) TRBRCRA R 7 B (BB AEEIC LV )
LR AT e GERF >

o AEHEFL (RUSIFMEAAT I REM TR AR 7 A B £ TICHERE ARE TR S 5 OGS ME
HEFRS) {RBRIE | ] H BRI D S iR 1 0 A

o HEAAEEG GBI | 8] HBEFER ) b R % 6 U H

TR IR 7 ARISRRO DN ROSEMEFRRIIR 14 D LB ThHo T,

£ 14 BBRELSEERER 7 AMICRT 2 RIGREER (RIS A REH)

1 [RIH 2 [A1H
sz, AFIE 75w AR AFHI 7T bAREE
(N=4,093) (N=4,090) (N=3,758) (N=3,749)
n (%) n (%) n (%) n (%)
JRFTEOE | FEFHAIE R 3,186 (77.8) 488 (11.9) 2,730 (72.6) 372 (19.9)
FR 189 ( 4.6) 45 ( 1.1) 243 ( 6.5) 26 ( 0.7)
JiE R 250 ( 6.1) 32 (0.8) 256 ( 6.8) 16 ( 0.4)
EHL | FEL 111 (2.7) 27 (0.7) 512 (13.6) 14 ( 0.4)
97 1,700 (41.5) 1,172 (28.7) 2,086 (55.5) 756 (20.2)
SR 1,413 (34.5) 1,100 (26.9) 1,732 (46.1) 735 (19.6)
EE 434 (10.6) 203 ( 5.0) 1,114 (29.6) 125 (3.3)
M 37 (0.9) 37 (09) 51 (1.4) 30 ( 0.8)
T 402 ( 9.8) 388 (9.5) 356 (1 9.5) 276 ( 7.4)
7 P 738 (18.0) 398 (9.7) 1,260 (33.5) 260 ( 6.9)
RAF 406 ( 9.9) 247 ( 6.0) 772 (20.5) 170 ( 4.5)

N=FAT S B8, n=THHIE (%)

AEFEG K ORIR)ISDFRBLEIE

WLTE-AEERLVRIKSIEISDEBY THoT,

26
=27 A i

77 A Pkt

1X. ARAIEE 26.7% (5,770/21,621 #1]) KX 20.7% (4,484/21,621 ) .
Y AREE 122% (2,638/21,631 f51) KON 5.1% (1,095/21,631 f5l) Tdh o7z, WITFHNNADEET 1%LL Ei _%é

RGBT AR D




£ 15

RREEMKEREZ 1 VA ETIIOThLORT 1% A LIRS O EBRRUBIRIG (R RSREH)

FEFR il S

e AFHIHE 75w AR AFIE 75 RRE
(N=21,621) (N=21,631) (N=21,621) (N=21,631)

n (%) n (%) n (%) n (%)
ELS 5,770 (26.7) 2,638 (12.2) 4,484 (20.7) 1,095 ( 5.1)
ST ATL R 2440 (11.3) 322 (1.5) 2,437 (11.3) 316 ( 1.5)
FEEN 1,255 ( 5.8) 68 (0.3) 1,242 (5.7) 57 (03)
97 1,145 (5.3) 294 ( 1.4) 1,118 (5.2) 268 ( 1.2)
EE 1,111 ( 5.1) 100 ( 0.5) 1,103 ( 5.1) 89 (04)
SR 1,084 ( 5.0) 345 ( 1.6) 1,012 ( 4.7) 249 (1.2)
P 999 ( 4.6) 142 ( 0.7) 971 ( 4.5) 120 ( 0.6)
30 507 ( 2.3) 45 (1 0.2) 502 ( 2.3) 37 (0.2)
L 238 ( 1.1) 75 (0.3) 211 ( 1.0) 50 (0.2
RAEE 224 ( 1.0) 89 (0.4) 168 ( 0.8) 30 ( 0.1)
T 220 ( 1.0) 166 ( 0.8) 166 ( 0.8) 113 ( 0.5)

N=fFAT R 15, n= B

FT—HHv FAT7H (2020 4 11 H 14 H) £Tl
B) . 77 eREE4H (RIRAE 2 6,
& DOREBERITEE S Lz,

HEMLAEESIT, AAIEE 126/21,621 B (0.6%) . 77 BREE 111/21,631 B (0.5%) (T8O L, £
DD HIRERIK & ORRBRNEE SN d o To B EFERIL, AFIRE 46 (U o EfE, 77 F U5
BUFHEG . DEMEAEENR, R & O AR OSSR A 11 5 W FE O (MedDRA T=— R{LahT
WIRWER) K 1B ThY ., ERIFITY oREREIEREE, DEEANEIREETE TH Y . ThSoFE
BRI TH 72,

BB IEICE > ToAEFGIL, AFIRE3721,621 Bl (02%) . 77 BAREE30/21,631 B (0.1%) (2788
S5, ZD ) HIRERER & ORI RBRNGE SR A ERFGIL, AFIRE 16 6], 77 2 AREE9 BilICHR
DOz, BT CREMGT THY . B L ONFRITIRIILTW RNV, 525 BlONER (B
FENRD LN REH V) 1L, THER OGRS 3 6. J57. AR, 22 &K ONZFEIED
W2 I, TESTERALR G S, [BRMED N TERAIER, U T U7 bR — IR, BEEAR TR,
MR, WUBTR. U o SEE, BN, fiRR. B oOssRGE, B, SR, B 8B EE.
BT, T HEERE, ATARFEREE KOV oA 1B, 2 — RMESNTWARWELR 2 6] (T2 F Uik B
HHIR, FF) Tholo, WL U 3HRER YD OFi% | BITARENE, MIRNIREEE | B3R R T
by, FOMIEXEIE TR TH 72,

7285, HIV BMERSR 1L T 2 L MM I3 & ST, HIV B O 2 i I T R R 0 7o fif
Hr& iz, HIV BGHERERE COAFEFHR K ORIRIS DI BRI ITAFIRE 13.1% (13/99 i) KT 10.1%
(10/99 B) . 7" ZEAREE103% (10197 1) KO0 FITH ST,

T, FECIIAARE 2 B (BYIREEALAE KONV 145 1
i MEAE R OV REZESS 1 B IZR80 B, W b IRERE
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7R HEEIZRB T B EEOHK
TRI BRT—Z o r—VREEDFEHIZONT
COVID-19 O 724T F Ik T, HyE 7 SARS-CoV-2 77 F U OBRNRO LN TEY, 0D
IE# LD 72912 ICMRA?? | WHO | & [EOHHY F 3V 1EZBAFIZOWTOH A F o A EZ AR LT
%o AFRTIIEES, SF249 H 2 BIC [HMa v )T A LA (SARS-CoV-2) U7 F > OeHfliiz B4
5BZ2H] W ikl BKRHRBICE L TEECUTOBEZ T 2R LT D,
® [HYMETEHT 7 Frofghitik, FHlE UTRIEF2iRE EEFEEE & L CEHIiZIT2 0T
HV . COVID-19 OFIE T IR DN TIRER & 72 ZFHIFRIE A3 5 05T 72 > T 72 W BLIR Iz W)
TIE, JRAIE LT, SARS-CoV-2 U 7 F Mgl DA RWEZ T 2 72912, COVID-19 DFIE TBh%h
REFHET DR A T 20 ERH 5,

® SARS-CoV-2 IZ 2 Tl&, COVID-19 OWiATOREEEMNE « HIRIC KL > TR D Z & U A L AN
B« R SEIEIC Lo TR > TW HEEMERH D Z & £72, COVID-19 BNEIET HEBHFD
FEDE - HIRIZ X > TRESERY | ZOHFRITOWTIRRL RFN R STV D Z & &k E
25 &, SARS-CoV-2 U7 F L DRRT 4 K« UZT7OHFHIZHONWTIE, &EH -« Hlskok iz &
STRRDABEMDNH D, T oM, RIEMZERDZED SARS-CoV-2 U 7 F o DMK O M
WETLHZLHEZOND, EDID, WA CHRIE TR A T 5 72D O KRB 7 MEERI R IR
RN EE SN HLAICE N TH, ENTERRBRZ E L, BARAPERE BT, VI/Fro
BIMER VZEEERFT 5 2 Lid, LEEREWEB XD,

® SN TRIE TR R A EERHIE H & U 7o KB e MRREA BRI Y hite S 2 54121, ENT
AARNIZRIT D FIE TR M2 2 &2 B & LI REEEERRBR 2 42 = & 72 <, H
ARNCBIT D REFEER L2 EHERT 5 2t 2 BN E L-ENERRERZ EEd 5 2 & T
RGEND D,

HEEE 1L, AR O ENERRBROFHERE R T, W/ CRIE T2 4 FTEFMEA & U7z KB
AERRER & i TH o722 & ARFROD COVID-19 OFATIRI 2 B & 2 5 & 3IE TR R A7l 2 =
Ex B E LT E N R SR O S5 X S rTREE OB D IREECThH - 72 Z Lo EN Tk RME
e OV Ve % fifes 3 2 [E N ERIRFRBR & Gy » FE6E U 7o, ¥/hes 1/ I/IAEERER (MBSt C4591001 3BR) K
OENG T/OAERE (EN C4591005 #R8R) ZRHiE et s LT, AHFEICBIT DR T —2 /3y r—v
R LTz,

BEREIE, BRI T COVID-19 OFIE TRIZIR DN & 72 23RS 272 > THE BT, FEIE T
Bishi & g )it & o Bl T2 b o0, uE7e SARS-CoV-2 U7 F U DRRFE RO HAL T
DR ELZBET D L KR OFGIVEZ DN T, WA ORGEERER S+ C4591001 3ER) DRAFIZ AL
SEFM L. FAUTZ TENERRBRARED O A AR NOGERMER LM AR T2 6T, AR
NZBT DA OENER LW ETMT 252 & & Lz,

»  [COVID-19 V7 F U BARICET 2 HRMHIS R Y —2 v a v 77 (202043 A 18 H KT8 2020 45 6 H 22 H)

39 Target Product Profiles for COVID-19 Vaccines, WHO R&D Blueprint,29 April 2020] 2T} TAn international randomised trial of candidate
vaccines against COVID-19, WHO R&D Blueprint, 28 May 2020 ]

30" FDA T Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19, CBER FDA, June 2020 , EMA [EMA considerations
on COIVD-19 vaccine approval | 2§

32 https://www.pmda.go.jp/files/000236327.pdf (FeA&TEFZZE 2021 41 H 21 A)
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7R2 BFMEIZOWNT

B IE, PR S RBREE  OLL T ORET 2 I & % | 5k C4591001 BRBR AT H> & AAI D COVID-19
FIE T BH RN SRNTR S 4L, WSS C4591001 7R K ONEIN C4591005 5Bk T O V7 s0)Z T — 2 OfE F >
5. AARNCZEBWTHFEEROAZIMENIFFCX 5 &l LT,

7272 L, AAIORIOAZME KO SARS-CoV-2 L FEIRIZKT 24O TIE, BIRF R TH LT
WAIERNOIIARHATH D Z Lind | BUEIRTRICH R ERINE L, Hric2mR@nGgonzaaic
XERBLG I RIEHE T 2%, HMYICHHET ARERH D LB XD,

UL OBAE DB DWW IR ik Calein T 2.

7.R.2.1 BEMEOFMEE IOV T

AENOF DT B IZDONT, HFEEIILLTO LS IZHIA LTS,

AHIOBIFIC I D B2 FRAR AR T H DS C4591001 RBROE /MM S— kT, EERA0ME
AEAfE & U CIRBRER 2 [] H 4R 7 A LARRICEE® D7 COVID-19 T e H I 25 & VE ZHEE L 72, COVID-
19 FEEBNE, LA ORFRIER Z2 —2LL EFEw ., HIHEHA U 7R OIE IR AIZ LY . SARS-CoV-2
TR & HE ST B L ER LT,

BERPRIEIR : FEEA, ST/ 72 STk o b, 87 e BUIN SO B S ok, B 722 iE
XIFFHRR OB, B AR SUIMRTE OV, AR, R, TEe:

Z DEFRIL. FDA A % A (Development and Licensure of Vaccines to Prevent COVID-19: Guidance for
Industry3? ) THESE STV D SARS-CoV-2 U 7 F o DGR ER DA $h M FEMIZ 81 D COVID-19 FEIE
DEFHW LFBERNEEZD, REB, FDA HA X2 2D COVID-19 OEFHFIERICIL, Eilkofh, 557,
SHIF ., P - Byt BLAE END A, T 5L COVID-19 DRFEMEICKRIT S &% 2, S C4591001 74
Bk D LB 2RI VN D COVID-19 HEEFI D EFRITITE DR h o T,

Fio. FELGHETMICI T S COVID-19 fEEF OFHMmBIRK 4 12 [l B EfEt: 7 H HURE) L3R E
L72ARBLE U CIE, ¥4 C4591001 FRBROE 1 #H/8— kT SARS-CoV-2 IfiLiE FFFIHUAMIL 2 [B] B #4E%
7 BUBRICBHEICEE L e o722 &b (3R 16) . COVID-19 OFIETRHIZI W CTHRPUANS EEE &K
L, 2 B BEER 7 BLUBRICARIOEDRIESNDL THA D LB L, B /M S— kO FEFHHE
HOFmR & L TRE LT,

3 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-and-licensure-vaccines-prevent-covid-19 (5 (& HEFR H
2021451 A 21 H)
3 FDA I, FRRFRBR COARMETMIC BN T, IERREURFEDOF I b 53, LA F OERARER % —DLLERD 5 7 A LRI
HERR S 7z SARS-CoV-2 [ &, BRIREABR O BRI H SUTRIEHG I HIZRET 5 2 L 2R LT D,
BRPRAEIR « FEBASTISE, %, SOOI REE, J%57. MR SUTEDORZ, F5, B ZRRT R E Ok, THEE, H5F D
SF st WESSUIEM, R
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% 16 SARS-CoV-2 M{EFFHLAEAM (50%FFnHiiaimh)

(S C4591001 FABRES 1 #H/3— b, FRAEFTEE SR SR 42 M)

18~55 % 65~85 7%

AFI10 ug AN 20 ug A 30 ug AHI10 pug AN 20 ug AN 30 ug
(N=11) (N=12) (N=12) (N=12) (N=12) (N=11)
GMT GMT GMT GMT GMT GMT
(Rl 95%CI] [l 95%CT1] ARl 95%CT1] ARl 95%CT1] [ {Rl 95%CT1] [ {Rl 95%CT]

1 [B] B 48R0

10.0 [10.0, 10.0]

10.0 [10.0,10.0]

10.0 [10.0,10.0]

10.0 [10.0,10.0]

10.0 [10.0, 10.0]

10.0 [10.0,10.0]

1 [0 B BfE% 21 HE

16.6 [ 9.8,27.9]

18.9 [11.1,32.3]

14.4 [10.1,20.4]

10.0 [10.0, 10.0]

10.0 [10.0, 10.0]

12.0 [ 9.0, 16.0]

2 [B| ARt 7 A H

169 [ 102, 278]

363 [257,512]

361 [ 237,549] @

79.3 [50.6, 125]

79.3 [40.9, 154]

156 [80.4,302]

2 [0 B #EfET% 14 H B

109 [54.7, 217]

292 [ 179,476]

162 [ 109,239] ¥

111 [81.0,152] @

73.7 [32.8,166] )

214 [ 106, 433]

2 [ A HEREtR 1 WA

105 [65.1, 171]

252 [ 144, 441] @

144 [ 104, 199] ®

69.6 [43.0,113]

49.6 [23.1,107] ¥

152 [81.2,286] ¥

N=fiR A 6t G451 5%
a) WIERREDSE SN BIET 116, b) BIEREEIE OB 9 51
PUARAMMAY LLOQ A D54 MRHTIZIZ 0.5 X LLOQ DA% FV 7=

B TR E SRR B 2D X AKID COVID-19 DIFEIE T Bhzh & % 7F
ABRIT SARS-CoV-2 D&Y T Ihzh S % 53~ % ik

A&, AL C4591001
4252 LIXAREE & 2 D, 2P, WSt C4591001
FHETIERNWZ EICHETAVERH D EEZ D,

7.R.2.2 COVID-19 {Zx4 8%z onT
AFID COVID-19 (25T D HZIMEICHONT, HEFIZLUTOL S ICHHA L TW5D,

SRR B AR I Z DU T
st C4591001 5RO /AR S — M2 W T, EEFHlIE H Th 5 A2 PEFH r BRI BT 5
VEl (JRERIEPEFERTD 2 [BIB#EFE 7 H LARIIZ SARS-CoV-2 JEHEIEN 2 WERF 1281 D VE) KON
VE2 (JRERZEPEFERGAD 2 [BIBHEFEH 7 H LR SARS-CoV-2 JEYLIE % [ 72 WBRE 1281 5 VE)
[95%(5 X[ 1d, £ £40 95.0 [90.3,97.6] %K1 94.6 [89.9,97.3] % TohH -7z, EHD VEI KT VE2
0 30%% B D FEMERITNTID >99.99%TH Y . FRICHLE S 7 e lEMRAT RE O A 20 M o> SL e
(98.6%) % Llal~7=, 72385, VE1 OV VE2 Diifll 95%CI (Clopper-Pearson %) 1%, 41 [90.0,97.9]
K Or [89.6,97.6] Thoiz, Fio. BAMNMAIERICIIT D VE1 LN VE2 [95%(E HIXH] 1%, £h
952 [90.6, 97.7] %M1 94.8 [90.2, 97.4] % ToH Y . il 95%CI (Clopper-Pearson i) (XZE
[90.3,98.0] } X [89.9,97.7] TH-1=,

FEREHTIZ BV TIX IRERIE 2 [ H 8% 7 B LR COVID-19 FIEFIA F EALTVRNT &b
1RRIEZ 1 BIDL B S N7 T RN COMERE %5 & L C, 1RBRIE 1 [BIHBFELIREIZHE L 72 COVID-
19 FEEFNZHOW TR L7z, COVID-19 FIERHRID VE 2% 17. COVID-19 O BRIERIEMERZX 2 1T
R, ZORER. 1RERIE | R B EFE® ) OK 14 HZE TO COVID-19 O RFERIEMRIIAAIRE L 7 F
AR CTHEERICHER LTl ., 2 [BIHEFELIE CARAIRED COVID-19 BIE PR PHIFTE 5 L5 2
b,

@
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# 17 BB 1B AEELIED COVID-19 FEEHICE-S< VE (BBREL 1 B B SN 2T CTORE)
AFI 77 R

FERT X G515k 21,669 {3 21,686 {3 VE Wﬁ(ﬁ‘”ff)%m

FIBEFRIR (1,000 A4F) 4.015 3.982 ’
AWM (1 6] B HERE L) 50 {3l 275 #i] 82.0 [75.6, 86.9]
COVID-19 feEfH | 1[5 B 5 2 [B] B BEffini & C 39 4 82 5l 52.4 [29.5,68.4]
(GEIEREIRI) 2 [B] B #EFED O 2 [B] B $EFE% 6 HE T 2 21 90.5 [61.0,98.9]
2 [o] H T 7 A LA 9 5 172 94.8 [89.8,97.6]

a) Clopper-Pearson 75

0024

0020

SRR

0016

B

=

0012

0008

COVID-19 FJEH] D B A

0004

0.000

O~ AHl

~E- B 5ER

No. with events/Ilo. at sk

A
B:

021314 2121230 3721054 5020481 4109314 42018377 42ATTOZ 48017186 4401544 4714052 42012160 42501

niz1z5e

49 56 63 70

1 B HBERENSOH K

77

a4 91

404405 42/3374 5071463 50302 500

23021170 5520070 TRE0I66  O7A10200 125018218 143717578 166/1T0Z5 102715200 21213276 235011004 2400471 2376204 267/E301 27401440 275308 2750

X2 COVID-19 #eERI D RFERN. (B8RIEE 1 B LERE SN2 T X TOHHRE)

BREOREB Y OpUTHEIEY] CRARE LB, 7 Z7BRBEIH) 273 CEFOELRYHY)

a)

Kaplan-Meier %
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M TOAIMEITFR 18 (RYFER LEM) KU 19 (BRYBEEZbRWER) oLt Thd,

# 18 1AEBR¥K 2 EIHEFER 7 HUED COVID-19 RIEIZXH$ 3 T 7 F L OF M « s EAENT
(ARPERHEFTRBAE N, B L) ¥

ARHIEE 77 v R
VE1 1 95%ClI
N |COVID-19| #iBBrR N N COVID-19 | #ABHRIR N [@Hj 9 “etl
(%) | BeEH | (1,000 AAE) (%) BBl | (1,000 A4E) ’
2k 18,198 8 2214 17,411 18,325 162 2222 17,511 95.0 [90.0,97.9]
- 245 266
16-19 % (13) 0 0.022 218 5 0.024 244] 100 [-19.0, 100.0]
e 10,148 10,200
20-55 1% (55.8) 5 1212 9679 (557 109 1215 9,711 95.4 [88.9,98.5]
N 10,393 10,466
16-55 m% 57.1) 5 1.234 9897 (571 114 1.239 9,955 95.6 [89.4,98.6]
S . 7,759 7,817
i |56 AREA L (42.6) 3 0.980 75000 (450 48 0.983 7,543 93.7 [80.6,98.8]
N 66 68
16-17 m% (o4 0 0.002 520 (o) 0 0.003 55 NE
. 14,107 14,180
18-64 1% (77.5) 7 1.703 13497 (b 143 1.708 13,563 95.1 [89.6,98.1]
. 3,979 4,035
65 MLl b (519) 1 0.508 3848 (50) 19 0.511 3,880 94.7 [66.7,99.9]
9,288 9,188
EH | > >
pe [PE (51.0) 3 1.124 8875 (50.1) 81 1.108 8,762 96.4 [88.9,99.3]
5] 8,910 9,137
Lo (49.0) 5 1.090 8536 (400 81 1.114 8,749 93.7 [84.7,98.0]
15,091 15,283
EPN (82.9) 7 1.889 14,504 146 1.903 14,670 95.2 [89.8,98.1]
AT
o ng P 0 0.165 1500 1% 7 0.164 1,486 100 [31.2, 100.0]
A ( 8.8) ( 8.6)
T AU BN
H 1,513 1,457
) > B
Z i (83 1 0.160 1os| 9 0.155 1,355 89.3 [22.6,99.8]
315 309
TUT A ( 45) 1 0.092 64 () 4 0.093 769  74.6 [-156.6,99.5]
L
THE LT 2558 1 0351 2545 2938 35 0.346 2,521 97.2 [83.3,99.9]
e | (14.1) (13.8)
o 1,231 1,222
i |77 o ’ 1 0.119 L129| 8 0.117 1,121 87.7 [8.1,99.7]
(6.8) 6.7)
14,013 14,178
; X ,
FAY S (77.0) 6 1.732 13359 (5 119 1.747 13,506 94.9 [88.6,98.2]
] 8,388 8,396
S B (46.1) 4 1.025 8030 (45g) 86 1.025 8,029 95.3 [87.7,98.8]
Ve 9,810 9,929
4]]} 9 9
5 L (53.9) 4 1.189 93811 (5 76 1.197 9,482 94.7 [85.9,98.6]

N=fEHT I, n=1BBRIRIC TS LT D 1

a) HIV BPEgSRE (ARERHI T REEERT O 5 HAKIRE 68 B, 7 BAREE 72 6) IZHLEERT 22 & & S, FTICEE Eh T,
b) Clopper-Pearson ik

) TAVIALT 4T v, TIAAMMEE, TUOT AN, FAT 4 TNTAT v, TOMOK TR, ZRIE. UIAFEOHL 72 L
d) D% (Charlson Comorbidity Index (278 VA HRAE) SUTIEG (BMI30kg/m?LLE) &V A7 LiER
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£ 19 IRBRIK 2 FHBER% 7 BH LD COVID-19 RIEICKT DT 7 F o OB - SR EET
(EMERH TR . G % b y) »

AR (1) 7T vREE ()
- 7N VE2 ] 95%CI
N COVID-19 | #iBBRIR n N COVID-19 | fRiBHrIH n [@ﬁ; b Hetl
(%) Bl | (1,000 A4E) (%) Wl | (1,000 A4E) ’
XN 19,965 9 2.332 18,559 20,172 169 2.345 18,708 94.6 [89.6,97.6]
e 287 300
16-19 % (1.4) 0 0.024 242 (1.5) 6 0.025 266 100 [8.1,100.0]
e 11,251 11,391
20-55 % (56.4) 6 1.286 10,411 (56.5) 114 1.292 10,472 94.7 [88.1,98.1]
e 11,538 11,691
16-55 & (57.8) 6 1.309 10,653 (58.0) 120 1.317 10,738 95.0 [88.7,98.2]
H s 8,379 8,434
i 56 Ll b (42.0) 3 1.022 7,892 (41.8) 49 1.028 7,956 93.8 [80.9, 98.8]
16-17 w% 77 0 0.003 58 76 1 0.003 61 100 [-3969.9,100.0]
L (0.4) : (0.4) : ~2709.9, 100.
. 15,549 15,735
18-64 7% (77.9) 8 1.799 14,443 (78.0) 149 1.811 14,566 94.6 [89.1, 97.7]
\ 4,291 4314
65 Ll E (21.5) 1 0.530 4,044 (21.4) 19 0.532 4,067 94.7 [66.8,99.9]
10,197 10,093
W B (51.1) 4 1.183 9,457 (50.0) 85 1.170 9,342 95.3 [87.6,98.8]
IR 97,68 10,079
T (48.9) 5 1.149 9,102 (50.0) 84 1.176 9,366 93.9 [85.2,98.1]
16,362 16,597
HA (82.0) 7 1.975 15,294 (82.3) 153 1.990 15,473 95.4 [90.3,98.2]
H
“‘J\Xlif 1,916 1,926
TI7IVART 0 0.187 1,758 7 0.188 1,758 100 [30.4, 100.0]
A (9.6) 9.5)
FSE RPN
DA © 1,687 2 0.170 1,507 1,649 9 0.167 1,477 78.2 [-5.4,97.7]
(8.4) : ’ (8.2) . ; 2 [-5.4,97.
. 880 882
Ny =2 -
TUT R (4.4) 1 0.095 796 ( 4.4) 4 0.097 808| 74.4 [-158.7,99.5]
T F (21,§843) 1 0.366 2,664 (21’;14(; 36 0.367 2,684 97.2 [83.5,99.9]
7& NN 1,429 1,424
i |7 Z Vv (7.2) 2 0.134 1,274 (7.1) 8 0.132 1,257| 75.4 [-23.5,97.5]
T AU 15,259 6 1.816 14,141 15,443 124 1.830 14,287 95.1 [89.1,98.2]
(76.4) ) ’ (76.6) ) ’ ) e
Dj 366 368
= A0 (1.8) 0 0.015 362 (18) 1 0.015 363| 100 [-3818.9,100.0]
7 9,210 9,242
4]]} k] 9
PESS L (46.1) 4 1.083 8,584 (45.8) 87 1.084 8,609 95.4[87.8, 98.8]

N=fEAT LG, n=1BBMIIC %5 L T D K

a) HIV BBIERRERE (ARG TRELER D 5 HAKIRE 68 B, 77 BARRE 72 ) IPIRERN T2 & & Sh, BITICITE TN i,
b) Clopper-Pearson ik

) TAVIALYT 4T v, TIZAMMHHE, TOT A, RAT AT NANIAT v, ZOMOKFHHEBN, ZRE, I AFEORER L
d) D7 (Charlson Comorbidity Index (278 ZAL2MKHE) UFAL (BMI30kg/m? LA |) %V 27 LERK

NFERID [ (VEL : 89.3%K% TN VE2 @ 78.2%) K ONERD 77 v (VEL : 87.7%% O} VE2 :
75.4%) T, oL KLY VE MR -T2,

F 72, COVID-19 DEE(L U A7 @ &5 2 DR 35 123k 2 e a3 5 72oiz, Of
f7#< 8 (Charlson Comorbidity Index (/R S5 RAE) SUTNER (BMI30kgm? LA l) 2V 27 LEFK L,
FRHRINRAT LTz, U A7 HERIO VELIX, UAZH (953%) KOVY A7 (94.7%) ThHY ., FinZ
& DY AT G EROFHT T HAERIZFERTH > 7,

VI L ORISR OFEF, thoEM LY & VE BMEWEMA RO bz, ARBRICBIT 5
COVID-19 feEBI D72 < | BIRBNZEWD B 572 TIERWE B 2 T2,

¥ gl an S A L ASEYIE COVID-19 BEOF51 & (4.1 M)  (https://www.mhlw.go.jp/content/000712473.pdf (Ff&HERE H 2021 4
121 B) ) Tix, BEIE(ROY RZREFL LT, 65kl Eoming, WIS, Br:PAIErEmzRE, 2 BIBMEF, 2 BUBIRS, &
JE. JBR (BMI30 kg/m?LL 1) | B R O lgas A O KRR T bt T,
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AR ]
Fllh &b %

728, [EIN C4591005 3R Tlid. COVID-19 FIE T BN FAZ DWW TUERHIE A TV 220 A3,
D COVID-19 OREECEZWNIBE T AIERIZAEEFLRE LTUUET DL Z L&, BET 2 H)EIX
TV (F—X v hA7H20214E1H5H) .

@  IEFRPEIZONT
WESS C4591001 FRBRDOFHE T A/ S— & (55 I/IAE S — b OFANTHAA AT BRI 360 FlIZEZY4) DOFF
i T RE S R MESE T & OY 2 (eI B Fl A AP S R SR R L2 35 1 5 HFnH LR OFE R I3 20 D& BV TH
o7z, Fo. EHW C4591005 FERIZISNT, T B2 JRVERRHT SR C & 2 FFAMh AT RE o022 S AR
DOFEFIT, 2021 41 H 29 HRFA TR TH 5720, BEICE G T b il s R OfE R 4
#2117, BEMOERIZILLTO LB TH D,
<HEFh C4591001 7k >
® Tl Al RE S AR
HEAEZ L S AL, FRNCHE SN HIRINICIRBRIED 2 I 1), FANCHRE Sz BRI
Il ENTARIBIZIBNT 1 DLL EOFZN DO E R 72 5 MERERS R 235 D v, 1RSI i)
YOX: NS ) AT T S S|
® 2[R R S e SR AR A
HEVEZ b E 4L, 1 BIDL IRBRIED BEfE S, 2 18] B Befdifg O Sl R MR E RS RS O L7 R L H
<[EN C4591005 75k >
® Rl FTRE e R AR
EVEA L S, TRBRIEZ FRNCHLE S IR 2 [ 2 52 1, 2 (B8] B 2% 0O 5 SR E
FERNE DT, TRBR IR D O FE KA AN 7o\ R HE
® Rl AR

IEAEZ b S, 1 RICL EIRBREE B S hv, SR ORI ERE D35 b I - B 4
£ 20 JRBRIK 2 B EEMERK 1 VA D SARS-CoV-2 MEHFHUEM (S0%FFHiiME) (B C4591001 gk F MM/ X—K)
N GMT [{f] 95%C1] GMFR [[{f] 95%C1]
(2 [B1HEERRfR 1 W H) (2 [\ B 1 0 H /1 (8 B SRR
AR 167 316.1 [275.6,362.6] 31.1 [27.2,35.5] ¥
FEAT R RE ARFIEE 189 ~55 % 80 399.4 [342.1,466.2] 39.4 [34.0, 45.6]
Gy PR A 56~85 % 87 255.0 [205.7,316.0] 24.9 [20.2,30.9] ©
7T R | SFERm 167 10.6 [10.0, 11.3] 1.0 [1.0,1.1]
e o A 176 320.3 [279.8,366.6] 314 [275,35.7] ¢
fﬁgﬁgig A 189 ~55 % 85 389.3 [334.1,453.7] 38.4 [33.2,44.4]
- 56~85 % 91 266.9 [215.3,330.8] 25.9 [21.0,31.9] ¢
7T v | &k 176 10.6 [10.0, 11.3] 1.0 [1.0,1.1]
Ef A R 319 —

N=fRAT 6 G515,
a) FHIAH N— b OFMAFURER T
SARS-CoV-=2 [EMENHER SN2 H D 14 HELLERE L, SIEkE 2o 72 N

PUAAMI 2 LLOQ Ri# DA fRHTIZIE 0.5 X LLOQ OfEA WV b ATz
I8 LA ER R TH -T2, b) 166 i, c) 86 fil, d) 175 B, e) 90 fi.
—33 il HERIR S A7z i

f) PCR fR#&IZL Y

F 21 JRERIK 2 B HEER 1 0 A @ SARS-CoV-2 MIEHRFFLEAE (50%FFFLémh) (EA C4591005 #RER)
N GMT [l 95%C1] GMFR [l 95%CI]
Q FIEHFE% 1 7 A) (2 [5] H Befdith 1 0 H /1 (8] B BERERT)
A 119 489.9 [420.4,570.9] 48.1 [41.3,56.0]
AT AFHIHE 20~64 7% 97| 523.5 [442.0,619.9] 51.2 [43.3, 60.6]
S U R 65~85 7% 22| 365.6 [254.6,525.0] 36.6 [25.5,52.5]
Ay ER 41 10.6 [9.8,11.4] 1.1 [1.0,1.1] @

N=fRHT R RBI5, HUARAMEAY LLOQ Al D56, MHTIZIZ 0.5X LLOQ DEA vy H a7z
a) S MEANE A ORI 2 (8] B Befit 1 7 A RFORFEDHE T LT o7z 1 Bl & RV 2 40 B O RS
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P EORER, WIoREBRTH 2 [Bl HEEM% 1 7 H O SARS-CoV-2 [fiLiE FFHt iR GMT L O 1 [A]
HEFERTICR9 % 2 BIHEFER 1 W HO GMFR 1, 77 B ARBEL L, AABECHEICRETH -
oo WTNORBRTH, FFEME (56~85 U 65~85 1) OWERE CIEREME (16~55 1 X1T 20
~64 %) £V H GMT KT GMFR 2MED > 72723, #Esh C4591001 SBRIZ I 1T 2 405D VE (T3 4o
FHECHREECTH -7 (F20 KOE 21 ) |

7233, WAL C4591001 7R M ONEIN C4591005 7Bk CTIIiRERIE 2 (M HEEME% | WA LV OT — X135
BTV RS, BIOHESNE T FFRER (BNT162-01 548, CTDS5.3.5.1.2) TiX, 18~55 i D4EM T 2 [A]
HEFE% 63 HIRFA DT — 2 DR HTE Y (£ DOfER . SARS-CoV-2 ML HRIHUAAM O HER A3 HERE S 4,
GMT % COVID-19 [FIfEF MIED 1.3~1.9FTh -7,

@ HARANZBTDHHIEIZOWT

T FMEDFERIZ OV T, [EN C4591005 #ABRD SARS-CoV-2 IfiLiF HFIHLIAAM > GMT % 8 GMFR 1%
4k C4591001 #RBR & [FIRRELL EOETH -7 (320 HOVE 21)

COVID-19 F&JE T B0 5 & R FHTAAl o0 BIEIZ ST L HEFR C4591001 38R D AKIRETD COVID-19 %
JERBIE 21,669 B9 9 Bl TH ¥ | Ya%kE A5 COVID-19 FEIE TR F & FRnHuAM o BE 2 it 5 =
LIEREETH Y, ARIRFEOEREZEEE 2 THHRE R CTIEERITIIMIL TRV, LALRR G,
[EPN C4591005 385k D B A ABRERA . S C4591001 7858k & [F4£ D SARS-CoV-2 LiE T APkt | 5-
MRDLNTNDZ &, EHEOE, AN, REDSMHAANDILZHESS C4591001 5RERIZI W TH IR
IRENTZZEEEEEZ D E. BARANZB O THIESL C4591001 R & [FEEEOAFIOHIMEIIHIFFTE 5
EEZD,

72%5, COVID-19 FJE TRAIZA & FRHURAG O BE I DWW TIE A % b RET 21T 9,

BEHEIZ, TRIICEHD &30 . KFIOFEMEIL, A ORGERRER (St C4591001 FAER) D RGRIIC
FSEFHE L, UMz TENERRBREED S HARANOGEFEEZ R T2 2 & T, BHAAMIBT
DAEIEEFET D2 L& L, E72. EN C4591005 5RBR D S8 JFME D B2 fRbr G55 M T 5T
i T RE S 2 R RS [ O F 1% 2021 42 1 A 29 HIRRE TRTH CTh 223, AR OBEMEICHE A BEICHH
STV D i efE IR ORE R A W CiEtT 2 2 & & Lie, BT, AERE iR SN E R
b, LT R Lz,
® IffSh C4591001 FRERDFE R b BRI THAA D COVID-19 FIE FHINRITRENTND Z &,
® E4h C4591001 FRER THAA A DIV -9 O NFE N ONENCR D BRHTRI5:0 5 B FAADS 82.8%,
KED 77.0%) BRHHNDHOD, FRTHRET STV D% TIX AL OERIO COVID-19
FIE TN RICBEE 2 2RO LTV RNT &y

® [EN C4591005 REROFE RS AFIFERE% D SARS-CoV-2 MLiFHFFLAMIL, AFIBHERT &L O
TIRARHELH LT ER LTS &, £, WS C4591001 FRERORSEF & D LLIZOW T,
REREER TH Y, EHOERDLRRDHZ 0D, MEROMRIIIBENLETHLHOD, [H
P C4591005 78R D il o622 AR C o0 i shoAnH LA I3, viEsh C4591001 #R o0 #EAfh rTHESE
PEIF M E KO0 2 [ 4 A s R O WP L el LT b RIRREL EoETH D = Ly,

UbzEFE22E, BAANIBOTOARAOEIERIIFRFCTEX 5525,
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7272 L. 1Sk C4591001 FRBRAATICI VT, AAIORHOAZNMEIZ BT D FHRITHF R TR LT
BHT, WS C4591001 #lER K ONEIN C4591005 AR IT, BLEARGER Bkt TETH YD . 2 b OHERE
ICOWTITBEHIMKR T E THIEMEBRT L NEY L E X 5, £, BUERGERICE S HR
IZOWTIE, EH, ERRGEICERERT20ENHDH LB R D,

7235, COVID-19 FIE T Phh R & hRnPrgff OB SV T, A% ET7- 2 AR S b= 5HE12IE,
IBAY R BRET OB S E O T, WENIXHNT 2 MENDH DL EE X D,

7.R.2.3 COVID-19 O EFEMFIZHRIZOVT

AFD COVID-19 O EIE[LAMHINFIZOW T, HEEFIZLLTO X S I L T\ 5,

AFKID COVID-19 O HIEALINHIZhE 2 FHM 92 7=, #Est C4591001 REROEE T /MAH — k¢, 2 [A]
PRt 7 A LI COVID-19 fEERID 5 B BREFIOR AR Z MG L7z, BEAERIL, FDA A ¥
A (Development and Licensure of Vaccines to Prevent COVID-19: Guidance for Industry3® ) o JEHEIZHEV,
LIFO—2L EORENED HNDHZ L LHE LR,

® H/E DL MERAE A TR T DR OREIRAIEEE (FEEL 30 [E1/43 A L g 125 [51/455 8Lk

Sp0293%LL T 3 i PaOy/ FiO2 300 mmHg i)
® RS (Wi EEESRIRE, RIS, B SOOI AN T (ECMO) 12 K DA%
ALY

® = vy (IUHMIME 90 mmHg AR, FLHRIIME 60 mmHg A, SIE5- A O$5 57524 8)
® TUEERAERET . NPERRERR T UM RIRRERRTE

o HLHIGFRE~DA=RE

® Ll

ARG FTREE R 0 5 &, JRBRHE 2 BIH$2FE 7 A B LARTIZ SARS-CoV-2 JEHLE N 72 W BRE 12 B0
C. COVID-19 OEIEFNT, AFIEE 1 G, 77 2R3 FHIRD B, VEL [95%F AKX X664 [-
124.8,96.3] % Tod o7z, EHD VEL 73 30%% EE 25 FEMRIT 7429% ThH Y . FANIHUE L7zl Bh A 1E
(98.6%) #iiT- X7pinotz, 1RERIK 2 [0 HBRE 7 H HLAAGIC SARS-CoV-2 JE&YLE DA M & [ 7\ vl
BRE CHRERIZFERRCTH -7 (VE2 [95%15 X :66.3 [-125.5,96.3] %) . 723, JR8R¥EA 1 [BIL
FHFE I NI T R TOYBRE IZI1T 2 I1RERIE 1 Bl H LI O COVID-19 O EIERFNL, AHIRE 1 F, 7
TR REEOBITH Y, VE [Hifl] 95%CI] 1% 88.9 [20.1,99.7] % ThH -7,

LUEDRERD B ITAAID COVID-19 D ESE/LMHINRITHERE T E TWRWS, 24T COVID-19 DO
JEGIN D70 inol-Z EICERT 5 B 2 bz,

MR, iR OB E TA L, 5%, KA SARS-CoV-2 U 7 F > COVID-19 & EIEL i %h 5
RT3 ANE LN GEIZE, HEIOL U TERBOESR 2 REH 5%, #@uUlicksd 2
VERHDHEEZ D,

36 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-and-licensure-vaccines-prevent-covid-19 (5 (& 7R H
2021 4E 1 A 21 A)
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7R24 EEBRICKT2HHMEICONT

BRI, BRBRICHT2AECONT, LT LY I2EZ D,

2020 4E 12 AL, HESCRET 7 U b %, HRER T BRENHE S, A2 E0AETYH
WENTWD, ZNHIE, RHFEICE L CIRHE S - BRARRBREERENIC 31T 2 A ThE & 135870 2 4%
ThH GR2BW), 216 OERKITKIT 2 AKFNOF IR RBR TR S T RN e E 2 5,
FERERIEE CTOMRGHE 3R2 ICREHDO LBV TH Y, 4% bERKORBURIKL OFATIRBUUS R L
FERRR COMF S F D, RFNOHEIECON TG S ERINE L, @EE., RUUDE Uil & it
TLHUEND D,

7R3 REMIZONT

BeRE 1L, ARIOLEMICHONT, BLTFO X 512k L=,

T SNTERHT BT D ARKN DL VERHIX, WSk C4591001 FBROEE IT/IMFH/N— R Tl 2 [5] H #f#
B1~3 WAEPLET LT —5 (BIEHIRAN 2 [0 B BfE% 4 WEL B 12 BRSO #ERE OFIE1E 77.7%
(33,752/43,448 ) ) M OVEN C4591005 sRBR Tl 2 M B /% 1 B HOT —X TH Y, HH L TAKA
BRGREMO SR ZeMT — 21350 N TN Z LICRBENLETH D, TOLET, BHEhE
GEHCE D E LT OMGT 21T o 7o i F. BURE R TAFIOEGE O TSI 2T 2 ERRIBRITRD 5T
VR,

LUTF DIF I DWW TIIBRGE & I MINE 21TV, ARIOIFBIC W T, ke T O R RGER 1
NOEREED, ECOTIEBRIIE L, 155107258 RIS U CERINO HE R M o5 Mg it o 5 & /it
T 5%, WUNHISTO2MERH L EER D,

® KA DR DL

® COVID-19 OHEJEL Y A7 & 72 5 HERB KR O R o AT D9 E o2 etk

® KHIDFEBIEIRY X7

UL kR OBz W IR s T S,

7R3.1 ZE&HETa 7 7AWz onT

HEE L, BIRRBRICBIT LRI HOWT, IFOX 9 IHA LTV,
O AHEFERIZONT

WS C4591001 FRER O W/MAH S— b TIE, RPITHAAIL BV 8,214 5l (ARKIHE 4,108 f5il, 7 F &
RHE 4,106 B]) ([ZOWT, FANCHE Lo BTG GESEBAER . R K ONEIR) ROV RIS (5
BTy, PR, ESE. WEM-. R SRR KL OBEER) A, TREBRIEA R 7 B, #BRE ARSI
FOEAMIDEL, 2O ZRINFHEFESGE UTHRIT LT, fERIIR20EB0 THY | KAIREDOZ
< OWERAE T 1 BIE T 2 8] B EfEE 7 BOWT N, RFTEOGR B ROERRO bt (£
184 7% KN 77.4%) . FHBEIGITNTN O T 7 ERHELY bR oo, FHELORHRFEGIL, RH L)
THIUIARIREE 7 7 B R THREBE CTh o722, ZNLSMNIARBETT 78 ALY bR, £, K
FIBETITIZ L A EDFELRD 10%LL BIZFRO BTz, Grade 3 LA EDY 1%L BIZFE® HAVIZFHRIT, T
SR, PR, EEEE. JESRMAOEE Th oz, FEL (38°CLLE) X Grade Z33H S AL TV, K%’Jﬁi
DARIRRI DO FEBLEI G 1 38.0~38.4ClE 9.2% (378 fil) . 38.5~38.9CI% 4.1% (167 ) . 39.0~40.0°Ci%
0.9% (35%1) . 40.0CHIX0.0% 2#]) TH-o7,
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£ 22 WBRE1EAXL 2 BERERES 7 AMICRIT 5 RRREFES
(RSIREAENT BER ., #E51 C4591001 RBREIVINFE S— +)
2R Grade 3 UL |
s, ARFIEE PAZA N AHIRE 75w RRE
(N=4,108) (N=4,106) (N=4,108) (N=4,106)
n (%) n (%) n (%) n (%)
JRPT R EXE 3,481 (84.7) 748 (18.2) — —
S 3,455 (84.1) 700 (17.0) 59 (1.4) 2 (0.0)
FEIR 389 (9.5) 64 ( 1.6) 27 ( 0.7) 6 (0.1)
HERE 430 (10.5) 42 ( 1.0) 7 (0.4) 4 (0.1)
£ 0rann EXES 3,181 (77.4) 2,255 (54.9) — —
FEL 582 (14.2) 38 (0.9) — —=
%t 2,585 (62.9) 1,461 (35.6) 172 ( 4.2) 26 ( 0.6)
SRR 2,265 (55.1) 1,402 (34.1) 98 (2.4) 40 ( 1.0)
I 1,312 (31.9) 289 ( 7.0) 71 ( 1.7) 3 (0.1)
g 84 (2.0) 62 (1.5 5 (0.1) 1 (0.0
T 644 (15.7) 576 (14.0) 12 (03) 7 (02)
777 PO 1,573 (38.3) 549 (13.4) 74 ( 1.8) 9 (02)
BAfm 968 (23.6) 360 ( 8.8) 34 (0.8) 6 (0.1)

N=fiEtT e B8, n=FRBAH1EKk
a) 38°CLL L, Grade pFESI LT e

JRFTROGIE 2 < DNEBERERRY B ~3 H HICRO HIL, —80 1 4 HBREE L 7= Fls )7 A B O fE
BlHHDHN, 1IFEAEN 1~2 BRIZHK LTz, EFIGITE < NEBREEEERE 2~3 H HIZRO b,
HOR 1 4 A RBEReE U7 IEBSRCIRIR AR OJER S H D23, 1FEAEN 1 BILITHK LT,

E. IRBREEERRITAE O IR OTRFR T3 D MBBDR A OB HITFFR SN TR Y (THIRGITFFAES

RN | fREGEIR A A 1 [BILL FAE R U 7R BRI ARHIRE 46.5% (1,909 f51]) . 7T B AREE 19.7% (810
) ThHotm,
TRBRR iRt 1| W A £ COREFESR (BONEMMENT  GE M BT 2 IRBREEA 1 pef% 7 H o

BB HEE CIUE SN T ROSIRMEELRER ) ORBEIG T, AHIRE 26.7% (5,77021,621 ) . 7T k&R
BE12.2% (2,638/21,631 i) T o7, AFIFED 1%L LIZFRD ST FFGUL, HEFHBAEN R, REL
Yo7, B TR, MR, . L, BETEEKOTHITH Y ERLUAMNISOS RS L L TRUE
L7ZFGTHY, ZhOOFRROL % 7 HRICRO b, AAIE OREEGS Y Ml sh-
(722, R15H) .

MedDRA #ZHERIRHH T REE ] ICHB SN DA EFGUIAFIRE 5.9% (1,27721,621 ) . 7 F
TARRE 2.3% (501/21,631 f5)  (BAF, [FANE) 12588 HAv, FLBIORREEIL, FF (5.0%. 1.6%) .

FEMED F U (03%. 0.2%) . 8 (0.1%. 0.1%) . FEE (0.1%. 0.0%) . FEER (0.1%. 0.0%) %%
ThHh-o7237, T« NU—SEEREN ORMEBE MR RITERD S o7, 7B, ERIFREICD

WX 7R33 HIZE T 5,

N ZOMITFEHEIS 0.1%RIEOAERER L LT, AFRETIX
IRMEEE K OMRER 7 61, A 36 4E, R EERE, < BB HMm,
SRR S O PN I PES 3 B3GR D b T,

TAVERREA O B, IR, WREAE, Kt R ORMTRTORES 8 1, B
?EEF‘EE&O*HE@&&%MFJ TRTESUR, JIBUER, BISIEIIIE D
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U L RBRIEE, AAIRE 0.3% (70/21,621 #1) |
FIEE 50 B, 7 Z 2 REE 4 B TIHREREE L ORI EBHRD 0 ST S T=, U o SEEIL RS 55 DIER] Tl X

TR L=, £ <

77 v REE0.0% (7/21,631 f31]) |

TIRBRERBRRTR 2~4 A LIS HEL L7278,

\—D'h&)%h

Do BAR

AHFNEE 12 B ONT T BAREE3 BT

BeRlith 8 B HLIME (R 98 A H) i o, I | 1 CHEfRH 30 LINICRRD Bk,

AFIFE L BIIEESTH Y | RRERIEIHY & Sh, iR

F£11 A 14 H)
(M CECHEME 21T 9,

[EIPN C4591005

o FBURWMN S U L REEIZ W TR, AHN

PR CIIRBREA BRI 7 AW OISR RIT

A, AFIFEDZ < OFERE T 1 I E X3 2 [7] A #H1% 7 HF’?O)b\ﬂ“ﬁ’LiP

NEI 91.6% K% N 78.2%) Ml Hiv, BEEIS
HIHIE, EHIIAFIREE 7S RBEECRIRE CH - 7203,
Fio. AREFETIE

BB DOIETE G

(10 1))
A (36.1%) 1%, S+ C4591001
BRCIL, BEADE

39.0~40.0°Ci% 0.8% (1 f31])
REROE /A S— & (14.2%) LD H@Eh-o 7203,
F#& 37.5°CLLE L L. ¥4+ C4591001
DOFPHZINE L, 37.5C~37.9COREANE S INE ST 2 LA,

 RPTRE A O

E7T7ERHELY bErole (R23) . 4

SHEI N TRV,
. 38.0~38.4°Cl1% 9.2% (11 f41)

. 38.5~38

WIREE CHh 7= (TF—H v 47 H 2020
CEDRBLUI-RONEERESR E R L, &

PR SR ] TR S

FRE (%
HL DI

ENLSMNIAFIRET T 7 RBEL Y b iE <,

FE A EDFERRD 10%LL BIZFEO Hiv7z, Grade 3 LA EDOEGIL, JET7, MK
. BEJR. HEFE N OBIEIR 28O bz, FEL (37.5°CLLE) 13X Grade 43
1% 37.5~37.9CI% 17.6% (21 i)

AAEEDOE

9CIE 8.4%

. 40.0°CHEIZ OB TH 7=, EN C4591005 FRER D IEEND 38 H E|

[ElPN C4591005 3t
ABR TR L7388 (38°CLLL) L0 bRV VAR

[EIPN C4591005 7R THIELEIE 23 <

ol BN EE Z T,
#23 HREIEEXL2 EEHEEE 7 BRICET 3 KIGHEEES (Rt RE/, EN C4591005 3Ek)
SN Grade 3 VA E
gz, ARHIEE 75w RRE AF 75w REE
(N=119) (N=41) (N=119) (N=41)
n (%) n (%) n (%) n (%)

JEPT B £ 109 (91.6) (2.4) — —
LA TR 109 (91.6) 1 (24) 4 (3.4 0
FEIR 23 (19.3) 0 0 0
R 19 (16.0) 0 0 0

A5 ELS 93 (78.2) 9 (22.0) — —
FEEL 43 (36.1) 0 —) —
T 75 (63.0) 4 (98) 5 (42) 0
SRR 64 (53.8) 8 (19.5) 3 (25) 0
R 58 (48.7) 3 (73) 3 (25) 0
g - 1 (038) 0 0 0
T 10 ( 8.4) 1 (24) 0 0
P 29 (24.4) 1 (24 0 0
RAEE 35 (29.4) 2 (149 2 (1.7) 0

N=fRHT e GBI, n=FBUIHKL

a) 37.5CLA L, Grade HJHE N TV

JIFTEOGR T2 < WNIRBRERPERE Y H ~3 H HIZRO B, T EAERREND 1~3.5 BRI
YIS DN 2~4 H BIZEO B, 1ZEAEREENS 1 HEEIZ

¥, MREEREA 2 1 [RIPL G U 7o R (I AAIRE 37.8% (45 f31) .
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FrIAGE
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1R E RS | 7 A £ CORFFLORIEG (RBREA IHEFE% 7 B OWERE A5 CINE S
NI SOSEMEESR 2R <) 1%, AFIRE 10.1% (12119 1) . 7T vREE73% (34161 Th . AFIEE
T2 HILL RICERD b A EFGIL BREEK Q6 LKOSEE Q6 Tholo, i, MRRRREEICS
HSND2AEFGUITR QF) OARTHY, VI EHEITRD bR hroT,

@ BERERIBI K ORI DA FEFLRIZONWT
FOSFEPERGUT DN T, SRR L OUERBIORE R 2 % 24 (MEF C4591001 38R 55 T/MAH/ S— K)
KO 25 ([EN C4591005 #5R) (2R,

£ 24 RBREAEEREEL 7 ARICBT 2 SREES (RISFMEAITRER, #B5 C4591001 35k % 0/MAH/X— 1)

A 77 AR
RN 16~55 % 56~85 ik SN 16~55 1% 56~85 ik
T4 | BEREE] | 1RIH N=4,093 | 1 [EIH N=2,291 | 1 [B1H N=1,802 | 1[E5]H N=4,090 | 1[=5]H N=2,298 | 1 [a]H N=1,792
2\ H N=3,758 | 2 [\ H N=2,098 | 2 @ H N=1,660 | 2 [@H N=3,749 | 2 [@H N=2,103 | 2 [l @ N=1,646
n (%) n (%) n (%) n (%) n (%) n (%)
Vgt | 1EIA 3,186 (77.8) 1,904 (83.1) 1,282 (71.1) 488 (11.9) 322 (14.0) 166 ( 9.3)
. GO | 2@mA | 2,730 (72.6) 1,632 (77.8) 1,068 (66.1) 372 (9.9 245 (11.7) 127 (7.7)
| s 1 HH 189 ( 4.6) 104 ( 4.5) 85 (14.7) 45 (1.1) 26 ( 1.1) 19 ( 1.1)
3 2[EH 243 ( 6.5) 123 ( 5.9) 120 ( 7.2) 26 (0.7) 14 (0.7) 12 (0.7)
By - 1= H 250 ( 6.1) 132 ( 5.8) 118 ( 6.5) 32 (0.8) 11 (05) 21 (1.2)
2[5 H 256 ( 6.8) 132 ( 6.3) 124 ( 7.5) 16 (04) 5 (02 11 (0.7)
P 1[EH 11 (2.7 85 (3.7 26 (1.4) 27 (0.7) 20 ( 0.9) 7 (04)
2[5 H 512 (13.6) 331 (15.8) 181 (10.9) 14 (04) 10 ( 0.5) 4 (02
% 1= H 1,700 (41.5) 1,085 (47.4) 615 (34.1) 1,172 (28.7) 767 (33.4) 405 (22.6)
2[EH 2,086 (55.5) 1,247 (59.4) 839 (50.5) 756 (20.2) 479 (22.8) 277 (16.8)
S 1= H 1,413 (34.5) 959 (41.9) 454 (25.2) 1,100 (26.9) 775 (33.7) 325 (18.1)
2[5 H 1,732 (46.1) 1,085 (51.7) 647 (39.0) 735 (19.6) 506 (24.1) 229 (13.9)
o | ms 1[EH 434 (10.6) 321 (14.0) 113 ( 6.3) 203 ( 5.0) 146 ( 6.4) 57 (3.2)
o 2[HH 1,114 (29.6) 737 (35.1) 377 (22.7) 125 (3.3) 79 (3.8) 46 ( 2.8)
5 - 1E A 37 (0.9 28 (1.2) 9 (0.5 37 (0.9 28 (1.2) 9 (05)
. ) 2[EH 51 (1.4) 40 ( 1.9) 11 (0.7 30 (0.8) 25 (1,2) 5(03)
- 1= H 402 ( 9.8) 255 (11.1) 147 ( 8.2) 388 (19.5) 270 (11.7) 118 ( 6.6)
2[5 H 356 (9.5) 219 (10.4) 137 ( 8.3) 276 ( 7.4) 177 ( 8.4) 99 ( 6.0)
P 1[EH 738 (18.0) 487 (21.3) 251 (13.9) 398 (9.7 249 (10.8) 149 ( 8.3)
2[5 H 1,260 (33.5) 783 (37.3) 477 (28.7) 260 ( 6.9) 173 ( 8.2) 87 (53)
1= H 406 ( 9.9) 251 (11.0) 155 ( 8.6) 247 ( 6.0) 138 ( 6.0) 109 ( 6.1)
ESIEiP
2[EH 772 (20.5) 459 (21.9) 313 (18.9) 170 ( 4.5) 109 ( 5.2) 61 (3.7)

NI G5, n=RBHIEL
a) 38.0CLAE
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K25 HBRESEEER 7 AHACRT 2 RICEMHESR (R2MEITSREH. BN 4591005 38k
AFEE A AN
EEUS 20~64 i% 65~85 ik SN 20~64 it% 65~85 ik
FTH4 | HAER | 1[EIE N=119 1 [A1H N=97 1 Bl H N=22 1[5 H N=41 1[5 H N=33 1[5 H N=8
2 [ A N=116 2 [ B N=94 2 [ A N=22 2 [ B N=41 2 [ B N=33 2 [ A N=8
n (%) n (%) n (%) n (%) n (%) n (%)
VB | 1EIE 103 (86.6) 85 (87.6) 18 (81.8) 1 (24) 1 (3.0 0
. NCESE | 21aH 92 (79.3) 76 (80.9) 16 (72.7) 0 0 0
i . 1EH 16 (13.4) 14 (14.4) 2 (9.1) 0 0 0
FIR
I3 2B 12 (10.3) 8 (85 4 (18.2) 0 0 0
By -~ 1= H 15 (12.6) 13 (13.4) 2 (9.1) 0 0 0
2[5 H 10 ( 8.6) 8 (8.5) 2 (9.1) 0 0 0
54 1[EH 17 (14.3) 17 (17.5) 0 0 0 0
2[5 H 38 (32.8) 35 (37.2) 3 (13.6) 0 0 0
- 1= H 48 (40.3) 44 (45.4) 4 (18.2) 4 (9.8) 4 (12.1) 0
2[EH 70 (60.3) 62 (66.0) 8 (36.4) 1 (24) 1 (3.0) 0
— 1= H 39 (32.8) 34 (35.1) 5 (22.7) 6 (14.6) 5 (15.2) 1 (12.5)
2[5 H 51 (44.0) 43 (45.7) 8 (36.4) 5 (12.2) 5 (15.2) 0
o | me 1[EH 30 (25.2) 30 (30.9) 0 2 (49 2 (6.1) 0
o 2[HH 53 (45.7) 50 (53.2) 3 (13.6) 1 (24) 1 (3.0 0
g - 1E A 0 0 0 0 0 0
. ’ 2\ H 1 (09 1 (1.1 0 0 0 0
‘ 1A H 6 (5.0 6 (62 0 0 0 0
A 2[R 6 (52) 6 (6.4) 0 1 (24) 1 (3.0 0
) 1[EH 17 (14.3) 15 (15.5) 2 (9.1) 1 (24 1 (3.0 0
5 PIiR
2[5 H 19 (16.4) 19 (20.2) 0 0 0 0
- 1= H 17 (14.3) 17 (17.5) 0 2 (49) 2 (6.1) 0
2[EH 29 (25.0) 29 (30.9) 0 0 0 0

N G505, n=FE 1%

a) 37.5CLLE

4+ C4591001
g - K O IO 38 B A
2 [] B BEfEL CREEIE NG
B 1%Am T > 723,

iﬁ%ﬁ/v“

(34 R TR TRIARE Td o 72A3,

T 1%L EIZERD B 7=,
FEEP T, FFRORBEES KO Grade 3 DL EOFELORBEEIX

J& X0 LREIEE D, SERE CBEICEIATIE R EmOFER

BN (38.0°CLLE) 122\ T, AKIBEDOIEE L

fin i 2 f51)

TR - A in e M OF 2 [A] H e -
R (haRfiE) 131 RTH Y | BRERB] N ORI TRETH > 72,
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Flo, RBEERMKERER | WA ECOREESR (RINRMEMNT I RERIC I T D IRBRIEA R 7
A OB A58 CINE SN SORFHEFELERL) 220 TE, 1ZE A ERRISFEEES L L THEL
RS XTI EE G TH D | @@E%&U@#%@%ﬁﬁm;on%ﬁﬁEé%%@ﬁ%&ﬂ%
DM T o7, 728, 16~17 mOPRE COREFRRBEENGIL, AHFE 11.6% (16/138 1) |
TAREE 4.8% (7/145 f5]) TH Y . AHIFETRD LT FRIT, ﬁﬁﬁi%%&bfﬁmtt%%@i&
AETHoT,

[EPN C4591005 #RBR D BERE[E] B K OYFEER R OFE ROV TR, S C4591001 FRBRES /AR S— | &
FIEEDEHN T - 7=,

@ HEERAFFZLIZONT

WS C4591001 RERDEE T fH/S— b (F—% B> A7 H 202048 H 24 H) &, SECKOEERE
FERHGUIRD e h o 7o, 7B, A 30 ng BEO 2 [B] B BAR% OB INOBLE M IR RS (4
PN ge & LTl 1 IS Sy, 1RBRER & ORIEBIMR IS E STz,

WAk C4591001 FBROFE I /MMAR/S— K~ (F—% > AT H 2020 4E 11 H 14 H) 12, EERAESF
SUIAAIEE 126/21,621 ] (0.6%) . 77 BAREE 111/21,631 6 (0.5%) (2588 i, BRI L ORENAG
ESNIRho T2 F80%, AFIRE4 6] (U 2 REE, V7 F U R EEEFRE, DEMEAEIR, WS EE &
OMRAR O SR 208 5 i T O (MedDRA Ta— MMEERLTWWRWESR) £ 140 ThY ., fEF
XY U REEILREIE, DEEAEIRIIEE CTHY | ERUANOFGUIRR TH o7, FECHIE. A
BE2 6 (BIURREALIE L VM L4 1)) . 77 B AREE4 61 URURAEA 2 61, Hfhze i % OV A 2845
1B IZEO BV, WTHL b IRRIE & OREBEMRITE E Iz,

Flo, T—F Ay bA T HEFE 2020 412 A 29 HE TIZ, FECHNL 10 Fl (B8 F CllRikgi+ Ch
O BEREREAE DS L 2 B O IR O o MO AE, miEMDERE, BIREE(CAE, i, COVID-
19, COVID-19 fifize, NRFEMEREMC T, BMUMSENEY = v 7 . KEWIRALZL, BERFEA 16 (EEET) ) IR
DI, EERAERERIT I FUIEED DA, TRTREREE & OREBRIIEE S,

[EN C4591005 AR CIIEC R OHE LG EFRITRD OB o7 (T —F v MAT7H 2021 4 1
AS5H) .

YL b ERNAAOERKRRBRORE RIZBW T, #HRE 0L ATROGRMEFRRGRO Hiv, IEEFE T
FEE LY HELRBOONDMEAETH 2R, 1L A LOFLITRE ITEETH Y | BEREL M
THEL TS Z &, EEAVEERAFFGORBES KL, ikhgfxﬂﬁ&®l%%ﬁix
ESINTND ZEEND, 16 MU EOWHEREF B W CARAIOZ 2T 1 7 7 4 WIZEKR 2 BREIERE
LDNTELT, AR INT-EE 2D,
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BRI T L 9 I1cE 25,

T S A2 E A D BERBR AT IS W T ARG ROl et 7T — 213G 6 nTnen
LI ENPRETH D, £D LT, BIRFROFERIZIEN T, #RE DL ARSI MEFSR & L TIX
£ INTZ RIS CEF FIERRBD SN TNT2b DO, 1ZE A ENREITEETHY | [mIEMEN
BOLNTWDZ & ERNNOLEET T 7 7 A VICKRE RZERITRD LN TNRNT & %@Mwﬁ
FH L DI BURDLOAE BRI D FEFLIRI 2 S HIr9- 5 & | $ﬁ®%E®TTL%@#éEk&%ﬁ =
DHNTNRNEBZZ D, 127120, Z< OBWRFITHED DN 2HKIST A ISR L KIE T ATHE
PEDNSH Y | Grade3 DEE M N 375CU EOREREA L —EDEETHRO LN TWA Z &, NT 1 [HIH
PeRitt L0 b 2 RIAEEHER CREIFIGVNEOWFRBBO LN TND Z &k, AFIOgHEREEICE > TE
BREMTH D, 2D DEFERICHOWV TR BIFHIORHIME 5 0 T, EREER ORERRE S
xt L CHEUNCERIZAET 2 MR H 5,

F o, RAEFEZ R OLZEMEERIZ OV TR, BERTPRIC SRS HERNET 2LERH D,
¥, EROFERRRFEDERIZEB T 2Z BT OV T, LIBOIHICEHET D,

TR32 Yavy, TF747F—Z2OnT

AANOWFHNC Ol FFF A # AT RGEIRGE RIS, EEZRBUEREAHRE SN TVWD Z D (T.R3T
ZM) BRI AHEERLR OBBUESUS DFEBLRBUZ SOV THEEE ICHAZ RO, HFEEITUTO X
T Lz,

HESL C4591001 FABR O M/MAH/S— bk TlX, MedDRA Z5E BIK/DHE [ REE | (ohfsh b F5
TEAHIRE 0.1% (26/21,621 B]) . 7T REE0.1% (22/21,631 #) (2388 B, @5%$ﬂﬁ6%(‘
;. ) . 7Aoo s o RRBIRS A E
SN oTo, REIFETRD b REREFIC OB I N D2 FRIIN TN O RE S IHEETHY 1 [H]
B XX 2 [BIH O A IR A BB Lz, 72, MedDRASMQ (JkF§) TIE @@&ULMﬁ_M
M HHEBEMB LT A, ABBETENZTIL0.1% (25/21,621 B1) K1Y 0.7% (144/21,621 ) . 7
tfﬁf%ﬂ%homﬂm&mnﬁD&Uo&aﬂmnmnﬁ)f%otoxﬂ@@ﬁ&(w\uW)
DRI T L L= b 2o 72,

HEGIL, AFEE2 6] (TF 7 4 7% —RIEKROEYRBUES 16) . 77 8REE1H] (TF 7«
TX—TavZ) ZREOLIL, WTRHIRRIE L ORERBERIIEESNLTND ¥

WSt C4591001 REROH II/MFH/ N— Tl FFEERT LA —OBEEN & 5 95rE S AHAIRE 5,839
B, 77 REES83M B (DD, TFH7 47X —DBEEND DWERFIIAFIRE 15 #l, 77 2REE 22
Bil) MMAANDNTZ, ZHDHORBRE TIRBRIEE OBEDOH 2 7 LV X OFL 1T, AFIEE 1 5] 30
CEMIBHBIE L O=RRZ) . 77 8RB 1LH O (U7 F o7 LAX—ROWREERE) (2580 5, Wi
NHHPEETHY, HFIEIEE TH -7,

[EN C4591005 RER TIE7 LAXF—BEOFRIIRD b Rnolc (F—4 By MAT7H 2021 41 A
5H) .

¥ KFBEOTF 7 4 T FR—SOGE, 2 B EBERES 8 B . RIS SN RICHEL Lo, AFIREO Y MEUE 2 [0 B 858 9 B HIC
FEL, PUAEWENRRE SN TWD, 77RO T T 7 4 7% —Ta v 7id, 2B BEHE%L 18 H B, IR ENT-ZICHBLL
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WM I 1T 2 FF I % X ELE R e % O ZRMEFHRIC OV CiE, 7.R3.7 IZ5E#HT 5,
i R B N O 3 1 B R Al % U BLE IR e O R e E R Ty a v 7 2807 7 4 7%
NROLNTNDZ END, Yav /., 7%747%/%LO®T1 WA CECHEEMEZIT O,

Bl LTk 2IcEZ 5,

B R BBk Je OIS M B8 U DA IR AT SRS R ek DL eMEFRIc BT 2 a v 7, 77747 %
EORBURL MR L. T BIZOW TR CE THEEME 217 5 & OHGEE OB Z TR LT,
Fio, BERERTICIE, ’F&?ﬁﬁ:%@%ﬁ)ﬁ%%%a L. Ak — eIl OB 21T ) Z &L E
L BEDPRD SN HG BT R AE Z1T ) LERH L FICHOWTH fFHE T 2 0 EZ R H 5,

7.R3.3 BHEE (~LVERE) 122V T

S C4591001 FRER O I1/IAH S — b CEEBRE DS AFIRE 4 FUIEERO LI TN D Z &2 20 T, HiGE
FIXUTOLIITHHA LTS,

WS C4591001 35RO ZF /IR S — b OARFIRE 4 ] TFEO HAVIZBHEFRFEIZ DUV T, 2 BIANTRERIK &
OREDH Y LTS, WTILHBEIFEETHY | BRITREEUIHE TH o7,

[EN C4591005 FBRIC IV CEIBREITRD bivierofc (F—2 Uy b4 7H 2021 %1 A5 H) .
F 7o, WA T O AT SUTRENRGER O B I8 E GRE R MIH 2020 45 12 A 1 A ~[F4E 12 A
31 H) IZRWCHEEMEL 21 fl#HE Shi- (TR3.7ZH) |

PARBRIE O FIE=RIL, HEEE DRE T 5 KEOE RS T — ¥ X—A T, 10 TAFEYEY 77
ANTHY | AROEKRBR CORBRESITETFENS OO, THIOHEHFANTH -7, —F, HEO
WS LAUTRIERIZ 10 T AFEH72D 15~30 ATHH  (NEJM. 2004; 351: 1323-31, Vaccine. 2017; 35:
1972-83. J Neurol. 2020; 267: 1896-905 %) . A DR IAFER T DR BT SCHRER S DORIERIZES X
TREINDHELY S 43 F@EmhoT, BRI CIIAR & EEME & OREBEBRIIAHTHY | 5lEH
TP EAT O 25, BEEFREIC OV CILIRM SCE CIEEME 21T 0,

PRI, BRI & OV 31T 2 48 R Al % SU T BLE IR 58 1% D 22 B MEIF I 31T 2 B s D FE B
W ZMHER L, 2OV TR SCE THEEWE LT L OHGEE OB AL TR LI,
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7.R3.4 EBEEBEHETIANCBTILELEMEITONT
FEAEI1X. SARS-CoV-2 U 7 %y%@m‘é%@@rﬁ EBWEEZ HA COVID-19 OEJE(L Y 2 7 NEn

R B A T DS COARKOLZ LM ONWT, HFEEEICHBAEZ RS, BHEEHIIUTO X 9127
L7,
HESL C4591001 3RO I/AH, S— b OFERD D | TRERSINIG I ELAE% B (Charlson Comorbidity Index

(RSN DEE) AT 25 KO COVID-19 DEJEY A7 & éﬂéﬂﬂ{?ﬁ (BMI 30 kg/m2 L E) &
BEBRE DT, FIRMNT 2 FEhi LT, MRITICE S 2 BRI A AT 05 (8,978 ) (21X, 1@k
JiiPE i 3,443 B, BERIAE 1B MRS OHE/ L 3,368 ], @G HHED V 237 ], BEMEEE 1,561 Fil%E18E £
o, oy A L ZAEYYE COVID-19 2 OF51 & (5 4.1 ki) +Y T COVID-19 OEIE(L Y A 7 73
BV E SNDEMEENE TN TV, £/, AIDSHIV & 197 flEEh Wiz, b DEMTOK
ISEMEERIIE 260D LB THoT2,

#26 HBREEER 7 AECBIT 3 RISREER
(RISEMEENT G RE D 5 HEARER 2 A 2 LB OFERE ., ¥ C4591001 SRERGS 1/ — 1)

B Grade 3 UL |-
R AHIRE 75w REE AFEE 75w RRE
1,986 15 1,942 {51 1,986 1,942 4
SRS 1,631 (82.1) 320 (16.5) — —
ST 1,614 (81.3) 297 (15.3) 20 (1.0 1 (o0.1)
IR 191 ( 9.6) 32 (1.6) 10 ( 0.5) 4 (02)
JEEfE 204 (10.3) 21 ( 1.1) 6 (03) 2 (0.1)
EHNR | 2 1,486 (74.8) 1,094 (56.3) — —
FEEY 230 (11.6) 25 (1.3) —) —
5 1,177 (59.3) 707 (36.4) 68 (3.4) 15 ( 0.8)
SHJR 1,016 (51.2) 673 (34.7) 36 ( 1.8) 25 (1.3)
g 523 (26.3) 133 ( 6.8) 28 (1.4) 2 (0.1)
Mg i 44 (12.2) 31 ( 1.6) 3 (02) 1 (0.1)
T 344 (17.3) 314 (16.2) 9 (05) 5 (0.3)
7 P 709 (35.7) 285 (14.7) 30 (1.5 6 (03)
B3NSR 455 (22.9) 187 ( 9.6) 17 ( 0.9) 2 (0.1)

B (%)
a) 38.0°CLL L, Grade I N T2,

B EFLORBLEIGIIARFIRE 25.0% (2,172/8,697 #i) . 77 EREE 13.0% (1,125/8,641 ffil) TH Y . 1A
Bk L ORREERH 0 & S H8E, AFIRE 18.1% (1,575/8,697 1)) . 77 & AREE 5.1% (439/8,641 )
ThoTo, ABIEED 1%L, EIZFRO DA EERIT, AR, FE Joy, B GEE, 7 E.
hh, D, BEYE. THTh o7,

Vb ot RITRAEHOREK (TR31SH) LRKETH- T,

AR, JBASEE CHMNaa ;A LAY 7 F o OBERIAR O FACALERT T 5 R BIZ W TR
I Tng 2 BIRERCHAL 2 2 7 A L AEYYE COVID-19 2RO FHIE (5 4.1 hi) 4V 126\ T
IX. COVID-19 OEIE(LY A7 B@EWEBEREL O R L LT, EEEE, SEPAZEMMRE, BHE
Bds . 2 BOBEPRIR ., mifE, IR EAE, BMI30kg/m? LA _E O, BRI O R /i\’:‘;%zvé 7“
HILTN D, WEsh C4591001 FREROHS I/IMAH S— F OFERICI T 2 IR RS 26 T D B O F% MR
HHCiZ o b OREREBZ AT H2ERD —HEEND OO, BRER THo R FRIIE ST,

4D https://www.mhlw.go.jp/content/000712473 . pdf (Fc#&HERRH 2021 4E 1 A 21 H)
23 EEERPEZSTHER - Vs F USRS THEMEARFEMS (BFf 2 4 12 H 25 ABM®) &k
https://www.mhlw.go.jp/stfnewpage 15767.html (FeA&HERd B 2021 46 1 A 21 A)
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ZF D7~ HBIERFE#IZ1E COVID-19 OESE(L Y 2 7 N E W R B A AT 5 s BT 2 AK |0
BYEIZOWTIHFRIUET 2 TETH 5,

BRI, UTDXHIcExS,

ﬁ%c&mmnﬁ&® B/ S— R OFERN S R EE AT 2 XIIEHOEBRE 2B 5242
IXEREMERETH T2 L 2R LTz, 7272 L, BB THRAAIL S U7z EpER RIS i iy 2

mt%ﬁ ETHY %L%i% IRk x A RED MR A BT 2 NICE I L ESND, £D

7o, BAERETICET2ERNEITEE LB 52 00, BESRGERICIT, KﬁwﬁgﬁﬂmW&

%z%héCmmn9@Eﬁk)zﬁﬂmw%%f%%ﬁﬁé%&@% BT DARFND LRIV T,

THEHINET D L OHFEE OB A TR LT,

7R3.5 HRBITHT HLEMHITONT

BRI X D LRI OV T, BHEEFIZLLFO X S IZFEH L T\ 5,

ARFN O W R FRER Tld AT X BRI EHEICBLE ST 203, HE4h 4591001 3R O 5 IT/IAR /X — kT,
23 FUTHRIRAHE S, 20 55 9 FlTEERZ B EICIRER 1L Sz, 2 b OB DITIROERIF I
ONWTIHBRE R CHERIIGONTE LT, 5l & kX BT 5,

WEAN T O RFF I 1% SUT SR et O B AW (R er S ifE 2020 45 12 A 1 H~[F4 12 A 31 H)

IR W TR~ O 513 28 Bl HER S 4L, FEEOREITRD b TV 2Ry (TR3.7 ) |

7ok, AR AFERBR CIIREOBRSIERD LN T RN s (5.558) | fmicxt LTiET
B4 - DA e ENERRE % ElAl 5 é:ﬂﬁlJLﬁémé%é\ TR D LITAREE B R D,

PRI, HIE %®ﬁ%%7%bto% ﬁ%?$§%@éﬂkﬂ%@ﬂ%@%ﬁ@@ﬁﬁ%%®%ﬁ
MO TR DIV AT, BINOER M O ER 2 MR 55, UG D BN H
HEERD,

7R3.6 FREHERY X 712D T

AFAESL OIRBIIRY 2 71220 T, HFEH I FOX S ICHA LT\,

FEHTORMTIX, BEROE MBI DARREEREE OV A N A VEADOKRFEN G AAIEHREIC
LDHEBHERY 27 1HRNEEZ LR BRIZBH)

ERARFRER TIL, COVID-19 ([ZRE LIZBEN VRN & F7o, FEEMRY 27 OFHEHIZ OV TIEE
HMOBIENVLELEZ GNDD, B THE LN TV D IERITIERIE 2 B BEHE 1~3 VAL TOT
— AN (B 2N B EREE 2 (0] B BEfEf% 4 L E 12 38R OBERE OEIGIE 77.7% (33,752/43,448
Bil) ) ThDHZENE, AANCKDEEHERY 27 Z#iHliT 5 Z L IXRETH 5,

BIRESCABIOE N TORBIERY 27 IR TH S Z &b BERGERICE] SR X HHRINET 5,

AL, 5 %®£%%7%LtoKﬁ@t%f®ﬁ%ﬁ%927cowfi ROER 42 5] X 5
SO TE 2 G O THHRINE L. B2 ARG o - 5A8 I 3d0nIT iRt 2179 2 L 23 Y)
EEZD,
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7.R3.7 WIMZRT BT A% I BERGE % O R EMFRIC OV T

HIEEE L. MM I 2 A AL ISR FE % O R AT RIC OV T, LIFTO L IZHB L Tn
Do 2020 4 12 A 31 ARFRT, AFNZ 32 1 [E TR IGEARE 2 BT, £/, 19 7 [E TREHHE DOk
FRER A BT L, A4 12 H 31 B &£ TITHK 26,079,300 [EIEEFE Sy 3 Hifir S du7c EHERE S5, E2ethifarde (H
XUTHER) ORISR 2 EIA X, KE 39.3%, F[E 22.4%, EU184%, 7V 7 17.9% Th o7,
AFKN D5 1 [7] Summary Monthly Safety Report (2021 4= 1 A 13 B fH1F) 1281 2 #4430 (2020 4
12 A 1 B~F4E 12 H 31 A) 12, 3,615 B0 BFEHRED S, 12 DFN 2B T7Fn (TFF7 47
Foo— EEHBAFEAR, TEENTALELR, RV, EL, WE, AL REBUE, RIRGE. TEFHRALE O FE
G, DU, BEERRE) AR STz, T 7 4 T XU IEERRE SN Y AT EEALRR,
BEHFNLER, R A EMIFFESNTZ ) A7 (BERY X7 TERY) | IEHEEXOFFILY 27
TRV ST S, 780 I3k L CRlMIiT 25 2 & & Shde, FHMlORSR, Yl giiic ki 5
ABNORRXT 4 b VR Ta 77 A VTR L TS,

F e AR WA OMEE LLTIIRT,

e XL

FECOHEIX 10 F (5 BEZMICHER INZHET TH) Thoto, MEFLA T, L5 M4, OfE
1B 3, DA%, TRIROLHEES 1t CTh o7, FMIL41~95 i THY . 7HIH 65 Ll ETH -
7o 10 B 4 BITHEMIREAFT T D7 LAVEE Y | 1 HITERLRE, | BITELERE, 5% 4
FNIIFwA R Th o7,

& T 4TFFY—

MedDRA SMQ (A& OBRIR) T7F 7 4 7% O — %S 2 ME 1 824 5] (9 LEZANIHET
SINTHEIL 613 1) THO ., WEHEIL 1,245 THY, ZD2 B34 HEREETH T, #IFITIE
T3k, RIEME 259 1, [EHE L7 REAESH VD 31 £F, BITE SUTER 603 14, A8 350 th T o 72, #ulF
M3 H B OB, 26 GREFELRL  OMELR) TV TROEBOEMEEEZET 57 LA VR
FTHY, 1HIIEHRAETHoT,

72, MedDRASMQ T7 7 4 7 F v —fUt (Fall) 1Z3%8 T 5 FRIT B HlICHRE S, 77«
TXU—RIS R, TF 747X —HBIG S, 7T 74 7% —va v 4 BREMAKDY 2
I IERS 1 CThoTo, 43 4F 13 41FWME. 777 4 7% v — TRBUE OB Z A L Tz,

o GENTEM B CREREE

TIENAENE B OISR OB 91 ] (5 BIEFAAICHEE SNIHEIL 68 ) Tho7o, WM
BZ2ETHy, H>B2THPREE TH o7, 2 L EEE Sz B80T, \EBUE 42 {F, BT 31 1,
B O bEsE | B R PR VDR 2 fECTh o 7o, BRI, REIE 24 {4, [BIE LR ZREIED Y
2, [BHESUIEER 31 1, A 35 ETh -7,

BT TEing A S5 EIREOBRFHMIEICBT 2 A RT4 2 ) ICBT 2 BERIGEE (Q&A) 122V T (ICHE7Q&A : ik 22
F9 A 17 AT HEEER) | QA3 IZBWT, AEHRRE AL L RN @ Mags 72 milindd (Wi 5 7 frail” geriatric patients (F§ 4
)« SRR TS 3 DV MFHES IS B SUINE ORI H D mEEE D B LUIZNLD U A7 REWEREE) L ST,
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o FHImME

AR O AT 21 1 (9 BEFZWICHEE SN H®EIL 1L #) ThoT-, ST 21 1:TH Y,
IB A ENEECTH T, WL, REHE 74, BHE LA EEIESH D 14, [BI1E TRk 4 44, R
9 TH o7,

o MRERES

MREREROHREIT 18 il (9 BEFIITHEE SNT-HmEIL 13 #]) Tholo, MEFEIL 22 4 TH
D, 95 I8BHENREETH T, 2 Ll s - F5d, EERE 6 ., MMIERIE S 1, TADA,
DHMREMEMAMERIER DX T o« SU—EERES 2 CTh o7z, BRIFIE, REE 4 £, 218 L7
BEBIEDH D 3, BHESUTERR 7 14, A8 Th o7,

o JRHEIEER
PEHRBRICOWT, BFS TR — SN ERITRWVA, BREBRED S B, LLTF O THREHRO A
BEMEDO & DS E MR L,

<HRFREAT >
Standard Decreased Therapeutic Response Search AND PTs Dyspnoea; Tachypnoea; Hypoxia; COVID 19 pneumonia; Respiratory Failure; Acute

Respiratory Distress Syndrome; Cardiac Failure; Cardiogenic shock; Acute myocardial infarction; Arrhythmia; Myocarditis; Vomiting; Diarrhoea;
Abdominal pain; Jaundice; Acute hepatic failure; Deep vein thrombosis; Pulmonary embolism; Peripheral Ischaemia; Vasculitis; Shock; Acute
kidney injury; Renal failure; Altered state of consciousness; Seizure; Encephalopathy; Meningitis; Cerebrovascular accident; Thrombocytopenia;
Disseminated intravascular coagulation; Chillblains; Erythema multiforme; Multiple organ dysfunction syndrome; Multisystem inflammatory

syndrome in children;

T ORER, 4 GIOFEGINRIRE S, BB TRERgsRF . (R INEE 4 (5, [RERSIE 1 1F) 23 HE Sh,
1 ICiTH g g (TH) bdh Shic, Wi bEaEgEmnE (7 BE~1EE) TEREHRL T
BYO, 3PNTEETH 722, 1 PITEEREOIERZFRD I, L LR 6 ATEFNE 1 (0] FH#5E% 24
REFRICINICREBL L TR D . BRI R LR T CRIET 2 BAONTWDL 2 2T 2D &,
PRABFEIROFEIUZ 22 D LITHIBT SR o T,

o HEMEEAEETLHILANEEY T IER

HREBEDY b, BREEZHET L7 LA AVEBFIL 274 BIEEN W=, ZNHOEMT 1,182 o
FRPRE S, FRFRITEIR 77 M. WET7 59 1. BB, EIER DL 46 1, U 7 F BRI E
Ji 35 1F, HEMED E V32 ThoTe, ERIFIZIET 4 . RIEME 92 {4, BIE LB HRBEEH Y 6 14, [F
TR 130 /1, A2 Th o7, FEC4H G D56 1 BIEEE OO & QR SRS T
B0 MEIL (EFGA) ICXDIEC. | FNLOIRIEIE, TEBIE O g &k OGO 2 H 4 %
BETHY DAL OMMEL REFERLY) ICXDHE, 2 FIERINEOBEEZ AT 2 minE (84 ik
V' 915%) THYRKRHDIEL TH T,

® LR KR ORI H I SR

AWM D S B, i 28 il % O 3L 1% 39 BilfiR Sz,

W 28 BlD 5 B, 26 BITHARF OU 7 F UBEBENHAE S, 2055 9 Bl CHRAKIER &2 £ 5 IEEE
TG (U7 F U BREIAENR 4 18, PR K O Sm 45 2 1. s i P, R K OV )
DS ST,
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AP ORI 39 IR T, 4 PITIHREEOFR EAPUR, RABOE, HECE, KE, FLITIEM:,
FLIR SR AR, e, vk, FEE RN K OMEMAS 11F) 2l S

Flo. TFT 74 T7F—ICo0WTL, FEMICHRETT 5720, HEEENA T OLEMET —F X—2A) b
2021 4 1 A 4 H £ TIZZELEAFNCET 2 WA ICHOWT, 73U X A%Z V7= MedDRA SMQ  (Ji
B OER) T7 7 4 T xR USRI E T O ME AR Lo, ZORE, 81 FIGEE L, 55 53 f
WEEHTH 7=, 811D H B, Brighton Collaboration DIEREFELENE (Vaccine. 2007; 25: 5675-84) 44
TLUb 1 &ilifz LT2RERNE 18 Bl L~UL 2 &7z LT SEFNE 26 i, L~v 3 7z L7EBNE 7 L,
AELS AR A4y 29T 21 B, WD S b 72 LT R VWERNE 16 BT - 72, 81 Bl OERIFIFIEL
1B, REHE 14 61, 215 « BEPRSUIEIE L72MREAEDH Y 44 5, R 22 B CThH o7z, WEICT LrF
—, WEUE, 77 4 7 —USEOBEEEA L COTIERNIL 27 Bl ThH o T,

PLEDEHRNS, ZNFETIZHOLNTWVDIERNOAFOREXT 4w b« YR T 7 7 A )VTEI
CHIMT LT, T T 4 TR — K OEEREICOW T, 7R32 LN TR3ZICEHHDO L BV | IR 0E
THEME LT,

BEREIE, BN B DR RF T U RGERGE R O L BB RIC O W TR LTz, £/, 7747
U= BUEERT VAX—ISIZEL T, LTOREZHERL TV,

KE CIEB A FHFF AT T CABIOBEA MG S 7 2020 45 12 A 14 BSR4 12 A 23 HE TIZ,
1,893,360 BIZAFAID 1 8] H BEFEAS S0 X v, AEFE 4,393 4] (0.2%) 53 Vaccine Adverse Event Reporting
System (VAERS) (2% &#7= (MMWR Morb Mortal Wkly Rep 2021; 70: 46-51) , EE/RT LLX—K
JIGOFBEMENH D2 HRET1T5FHY, ZDOHI>BTF7 4 7F o —X 216, FETF 74 TF—ET LV
X—ISIL 86 Bl ThHoTc, 7F7 4 T7FT—D 21 HlIZHONT, 19 BlIF=EX T OG22 T7,
Fo, 1THNET LK — (FEY, AW, Bfilsh) OBEERHY, 2oL T18IET 7 4 T7F—0
BEER S -T2, FET T 74 TF T LT —KED 86 BIZOWT, 56 FlIET LLF—DREENRH
ST,

BEETIE, R AT T CARFI OREFED B AR S 4172 2020 4F 12 H 8 H B[R 12 A 11 HETIZ, 3
BIOEERT LIX =R HE STz, 2095 2 T EY SUTEST L X —DREEEZ A L Tz,

FEREIT, AANT 2020 4F 12 A DEEFERIIA S, HEHIZEOEERFEBHEINTNDIHOD,
B S TR SRR LTI RN 2 & VS COLEME RIS BEBEIN IR TH D Z L,
B ONTERITIEDE | ARAIOLRMEIZ OV TRERRIIZEFN L, 8000 7 Mk 01 iR ko 24 %
T 2%, WENIXHET D2 MERDDH EE X D,

WL~V L 1R D Major 7 B FESER KON 1 D LA_E D Major ZRIBEREHIER (O Xid 1 OLL LD Major 72 FELZRIEIR)
Loy 2 0 D1 2L D Major 72 BR AR K OV 1 D LA D Major 72 FERZRIER
@1 2L LD Major 2 G ERZHEIR (OUT 1 DL ED Major ZRFEREIER) KON 1 DU LD R HZE T 1 DL LD Minor
PRREMR
@1 DLLED Major 72 B FHEMR S OV 1 -DLL_Eod Minor 72 BRaRER (L OV UL 1 -2LL £ Minor 72 FFIR ZRFER)
L~UL 30 1 2L R0 Minor 22 EBRBHAEIR CUTFFREER) KO 2 DL EDORZR 28 T 1 221 LD Minor 72 iEIR
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7RA4 ERERAIALEFHITFIZONT

AEIDOEERIN BTN T, I TFo X 21282 5,

2021 4E 1 A 20 BEfS D, AFTOH SARS-CoV-2 DEYHE ¥ (PCR MAEMME S DREIT 332,231
B, o HLEFEFIL 71,129 F], BT 4,547 BITHD ¥, BIEREREE T TR CEERETE RV 0, &
FERE % B O T BB L S D20 EHEII S L5 ARRBI ORGS0 % 20 2R 5 2 < IRV T 30 1R,
40 1%, 50 RONEIZZ VA, FECHEESCERETHUL 60 RLL EIZZ W 40

SARS-CoV-2 BFE /> & FIE £ COEMRBIFNIL 1~14 AR COEF LS BRE CRIET D2 L RAE N4,
Fo, JERDEIT DRI SIRYMENH 0 . FIED SR b AW R O BYEA N 2 & 3T U D R
LERTWD (o a7 A LV ARYYE COVID-19 2RO T & (F 410 V) .

ARFRTIL, 2020 45 A 7 HIZ SARS-CoV-2 |2 X DIEYUEDZRE « WRTHUA NV AIKTHDL L LT &
ELRE L U CHRGR SN, £, TR A Z Y U IBAGRORNRE DR ORI THAFTRETH Y |
Z Ot ER B CILEEE RIS U THREEN AW O T D Gl a7 A L R EYYE
COVID-19 DO F5I& (B 41 1) V) 23, D DIEEEIT-> THEGE S, EREGI & OB CHlIT
WL TWa, £/, COVID-19 & DREBMRIZIA S E 725 TWZRWNA, —HORGEH TIT Y A LA
HRZ D RIEREE, SRR MR R, BLE5OREREBIES 5 &) #HE 5 (Open Forum Infect
Dis. 2020;7:0faa507.doi: 10.1093/ofid/ofaa507) , 2021 4 1 A REA T, ARH TRLE E DM A FENTIH 0 |
ERRIRH N OB L TWDIRITHD Z & COVID-19 ZRIET D &, BT DRIF & R 5545
LD EEBEZR DL, COVID-19 ORIETFHHITMD TEETH D, THMan T 7 A L A GE X}
ROBSTOHEMEBUFE LTOHRED EL o) ®Wickd e, M an )T/ L ZEGEIC L D5
CHEREESDORAELE TEX DRV LAERE L THR a2t oA L REGED FASEDORIEZ XS |
TENTITFUBROBNE SN TWDA, ARETCOVID-19 D Pz B E L TARINTWDL T Y
F X780,

HESh C4591001 #RER O /MAH, S— b OFER NS AHKID COVID-19 DFIE THHzh Fidm S, EN
C4591005 #BR TRk C4591001 3Bk & RFRELL Lo MG MEiisMio ERAHR S Z enb, BA

NIZxE LT H[FAERD COVID-19 DFFE TR NS HIRHFTE 5 LE 2 B (TR22H) | MR UORIE
PEIZONWTHAGE OGS ET 2RIV Ee B2 b (TR3 ZM)  AHEERRL O R ORI
e O P B LN HI R B TR S CIXATH Y (TR2 K OVTR3I M) | A BRI 2 AHF D
ARIVECAHEMEITZH S B.R2 ZH) OO, AFIOHERIZ LY COVID-19 OIEJE TR RS HIFF T
. EAORIEFT ORI D223 5 Z ENWIFFTE 52 L 2021 45 1 A WA TR EA N U ER
FHIBO 2 L TWDBIREBE 2 5 &, AHHID COVID-19 (2R T D FHT 7 F o & LT, AHlE#HE
FEAREL T2 Z LITBERNH D EE XD,

4 https://www.mhlw.go.jp/stf/covid-19/kokunainohasseijoukyou.html#h2 1 (FcA&HER A 2021 4 1 A 21 A)

49 https://www.mhlw.go.jp/content/10906000/000716059.pdf (Ff&HEFRH 2021 451 H 21 H)

47 https://www.who.int/publications/i/item/modes-of-transmission-of-virus-causing-covid-19-implications-for-ipc-precaution-recommendations  (#
MR E 2021 451 A 21 H)

4 https://www.cas.go.jp/jp/seisaku/ful/bunkakai/corona_vaccine 2.pdf (Fef&HEa8 B 2021 41 A 21 A)
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7RS5 ZhEE « HRICHONT

HREIT, RAIDODEE « RICHOVT, UTO LS ICEZ D,

WS C4591001 FRER O I/IMAH/ S — F OFERD D . AHFIDO COVID-19 OFIETBHzhRITR S, EAN
C4591005 # 5k THES: C4591001 3Bk & FIFREELL Lo M AT o LS8R SN2 e, AR
MNIZKE LT H[FEERD COVID-19 DFSE TR RITHIGCE 5 Ll L7z TR2Z2H) . DHflani o
A /LA (SARS-CoV-2) U7 F > OFHiicBIT 55 2 5] 3 Oftdl, BEARD T 7 F L Ohfe - %%
BEE XD L. RBIOZHRE - ShRIL, BHFEREOEE - RO LBV . [SARS-CoV-2 IT L 5 EYHED B )
9D T L) & LTz,

LU OBRE DRI DWW IR R g Tl 2.

7R6 ML - HEIZOWT
HEEE L. AR ORE - HEOBRERMIZOWT, LTFOX I IZHHALTWD,
FERR TR & L CHE L7235t C4591001 3ABRDH T AH/S— k Tk, AAI 10, 20 X% 30pug % 21 B
[WIRRC 2 IR L 72 & & O BEMEL OFIEFMEIC OV TRET LRI T O L B0 Tholz,
® KHIEFE% D SARS-CoV-2 MG T FHFULMMIZOWT, WFnoMETY 1 [ % 21 HEO k-
FTOT N Tholon, 2 B HEMEE 7 B HUMEIZHHE 2 EAZRBO 57z (TR2.1, R 16 /)

® COVID-19 OEJEM Y A7 BNEnE B X LD EFERmEERIC VT, FFRUAfhIE 20 pg #E LY
H30pg HECTEM TH-o7- (TR2.1, £ 16 2H)

® LZAPEHIOoONTIE, WTNOHETHRRITRO N o7,

UL EDOFERING . B/ S — b THETT 2 AR O HE - &I 1R 30 pg % 21 B GraiiE
12 19~23 H) T2, MHRANERET L Z & ERE L, Ba I Lz, ZORE, RAIDOFRMENHER
Eh (TR2ZBM) | AR OEBIEICOWTHHFAREL HWT L7 (TR3I B .

¥, HBI/MIFEAN— MIBT 5, 165K 1 A B BERELIEE O COVID-19 BARIFEREMER OHEE R RIE
o] B BfEf% 14 B B £ CIEARFIREE 77 EREECRRICHER L, 20k, 77 B RIS 2~ TK
FIBEXIE & A SN, 2 [ HERMLUB CARAIREL 77 B R E TRERENEO LN (TR22 &
BR) o 1 RIEERE D DA OV TIMRT LT 2203, 8 THI S — M2BW THRRHIAOFHE 1T 2
EEEENLETH o722 L bIEE 2D &, 1 RO A TIIEEHEOBLEN L+ TRNWEE XD,

Fro. L EIHEERE L 2 BIHEREORFRIZ oW T, 8 T/IFE/S— hTik 21 B GrPA#IIX 19~23
H) &L TREL TV, ARWMEOMITIZ 1 B/ 19~42 A& 2 [B] H #EFE S N7 RE b
BUOEMTHIT AT S 2 & EERNCHE L TH Y, Y% TAFID COVID-19 DFIE TR R IR S
iz (TR2 M) , AMEREE rTREE O 5 B, 1 [BI B EEFE 5 24~42 H1LIC 2 [0 B H25FE S U795k
Flx, AKIRE 18,198 Bl 616 B, 77 B AREE 18,325 il 659 BINE T TV =%, ZnboEMICE
75 2 FIHEREE 7 H HUBED COVID-19 FeEBNIAKIRE 1 Fl, 77 8R4 fiTHY ., VE [iifl
95%CI]  (RBRFEHRERT O 2 [0l HHEFET% 7 H LAATIZ SARS-CoV-2 FEYEN 72 vikERE) 1% 73.3 [-170,
99.5] % TH -7z,

O BEREMBONGRIZUTO LB Thotz, 24~25 B : AFIEE 212 6, 77 & ARBE 242 i, 26~30 B : AFIRE 264 G, 7T BREE 273
Bl 31~35 H : REIRE 88 i, 7T wAREE 9L B, 36~40 H : AAFIFE 32 B, 7 Z7 BAREE 41 1], 40~42 H : RHFFE 20 1, 77 AR
12 1
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BilEE A D72 < | MeER 72 i XN EEC & 5 A3, BEREMIBEAS 24~42 B CTH - LN THAEETHFT
XHLBEZD,

F72. [EHN C4591005 RERTH ., WL C4591001 BABROE T/MFH/S— FRICHE - HEZREL TR
BRIENE L, SoZFPEDRER D AAANTY COVID-19 OFJE TR RIZHIHFTE (TR225W) | 44
PR OBEMHEICONT, BRAFFAEOBRERITFR O b e o7 (TR3 ZH)

PbXv, Zh b oERREBROR R ﬁo%ﬁﬁ®%%-%%%&ﬁ?é’kiT%k%iko$ﬁ
1 AT A RABREER 1.8mL THN LGS, AAI30pg ICHY T2/ ®EIL03mL THDHZ &2
O, HEEHE - A& FaﬁéﬁﬁﬁwLm¢_fﬁﬁb\ W, 1[E03mL 24582 B, 3EMO
[HIRRE AL &@#éjk RE LT,

BRI, AFIOFME (TR2 ) KO%Z4e (TR3 M) (BT 2MmaHER 6. L - A&
DONT, AFI30ug lITHY4 5, AFAHTR 1.8mL I CARE 03mL % 1[4y & LT, &at2E, 3
MMM CRIANEERE L R ET 5 Z ST R HIWT L7z, 7eds, 1 [RIBERED 2 TOA N K OB %
24 ALL BIZIER L7238 DA DM OWTI I L TW RN Z &0 b | BRREBROREIC LSO =
3EMMR T2 B L 55 Z &N LB R D,

7.R.6.1 HEEREXIREHICONT

HEEE I3, AR OB RERICOVWT, UTFOX I ITHBPLTWS

[EN C4591005 #ABRTIX, 20~85 k& xige & LTEM L, AARANTOZEME, AR O E %
FHAM L 72, — 27, MESR C4591001 FBR O /AR N— MMZIBWT, 16 A EOYRE TOAH MR V&

DGR S, BRI OITIC B W T ORISR L 725 X 0 IR b= 2 L
B AFIZEBNTY, 16 Ll LA RS L5 LT EZ D,

¥, WSk C4591001 FREROH /MR N— h T, #BRFERPIZ 12~15 5 DO/NRIZ DN T OHE]R
PE. AR OREE AT 2FHE 2B L TW5D, 5 OEREORBRE XA DT BT
—HOT—EZNEENTNDLHDOD, BRFE THORERIIH LN TR, LIeRn> T, /NEEx5
& L7ZBASSEIIZ DWW CIE, SR 2 E 2 TREH %,

PRI, [EIPN C4591005 5UBR Tl 20~85 ik A3k 4 & S, BARNIZBWTIL, 16~19 BT 57 —
ZIIFON TV RS OO, L EOHFEF O, EN C4591005 7k & sk C4591001 FERIZHS1T 5 20
A E ORI VR EMET 1 7 7 A VICKRE RERITRD bR oz Z & BRF ORI TD
SARS-CoV-2 DIATIRINEZ B E 2 5 & ARANOBERSRER AL 16 A LT 22 LITAREEE 2 D,
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7R.7 BUERFER OBRFEHEIZ OV T

HEEE L. AT O L 5 ICARAI ORGSR 7% OFA 2 FHE L T\ 5,

KHNIDEWT — 2 & Te HRANDLZEMEIZONWT, BUERTEARIFE TIC/ LN D ERITIRER TH
D (TR3 M) | KHIHERE% O SARS-CoV-2 EYLIRFIZ . FRBVEIRA B Lol S E Z SN DL H 5
ZEND BRIZBM) | RBMRED Y 27 ), AK 2 B HERE 12 7 HBHOREEE RS
CEEHMELEEHKRBERE (ERREFELZIRELEETEBEEREERRAAE
(https://www.mhlw.go.jp/content/10906000/ 000721004.pdf (Fef&fiEsB H : 2021 41 A 21 H) ) ToOHHEFE
FHD DL, ARHF) 2 6 HER% 12 5 AROBYREICFET 2T X CTOWERE 2 5858) 2£hd 5 7E
Thd,

F iz, REIOEKRER T o722 Z 2RI S LTV, COVID-19 OFESE(LY 27 BEn e &
2 ONDEMEEER T2 (TR34 M) (TxhT 2 RKFIEERE# OL 2O 2 B E LT, MR
BEATLELZME L U RrEM T E (B - 1 MR R 25 2 MR EERER 1 W H) &%

95 TETHD,
EIN C4591005 FRERIZ OV TIL, AFIEKGRZICHELE R BR BRABRICE D B 2 TREHORZEEEZ MR
MNITAHFETHD,

Fro. AHIOBEIEME N 2R L ZEMEOMRZ X5 720, BIO Y 27 f/MuIEEI & LT, KA DRI
SIS B o — IR AERR L. ERIEF R ISR 2 T ETH D,

AL, ROEHUE R A E OGBS D HEEE O TEHIZ AN TREL B2 5, £z, ERNOFRD
HIR B O (et OMESS C4591001 AR, VAL T O HFF A #2 S I RE IR FE AR D1 )
AEHOTIEL, BONTBERICIESE . ARIOLEMET OV TRERHIZ T L. BN 0 &k o1
WD EER 2 ETT 2%, BWUNTHIST 28BN H D EHERD,

UL OE OB DWW IR ik Cileim T 2.
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7.3 ERRRBIZEBWTAHFILIS (BNT162b1) TR bW FEERE
HE4: C4591001 FREROE [ FH/X— | (7.2.1 2HR) @ BNT162bl BEIZE T D ZEMEIC >N T, LTFIOR
9, 728, 100 pg BEIE. 1 A HEEREZ ICFHETO 2 BIHBRIE P IE S Z Evn 50 | 1 (6] 3B
DT — 2 DI L TND,

F AR 7 ARICEERD SN RUSEMESERITR 2T D LB Th-o T,

#£ 27 RBREAEEEE 7 HRCR T 2 RISFEHEER (MM RE)
18~55 ik 65~85 %
BNT162bl1 TR BNT162bl 7R
L% ¥ Pt 10 pg 20 pg 30 pg 100 pg? 10 pg 20 pg 30 pg (N=9)
(N=12) (N=12) (N=12) (N=12) (N=12) ¥ | (N=12) (N=12) (N=12) B
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
JRPTEOG
12 (100) 11
iy |TEIE | 7 (583) | 9 (75.0) |12 (100) (1] 2 (16.7) |7 (583) |11 (91.7) 91.7) 1 (111)
I 2M@EE |10 (83.3) |11 (91.7) |12 (100) - 2 (22.2) 8 (66.7) | 9 (75.0) |9 (75.0) 0
1[EH 0 0 2 (16.7) 4 (33.3) 0 0 0 0 0
FEIR
2 [\H 0 0 2 (16.7) - 0 0 1 (83) 1 (8.3) 0
o 1181 0 3 (25.00 |2 (16.7) 5 (41.7) 0 1(83) |1(83) |2 (67 0
: 2 6B 0 1 (83) |3 (250 - 0 1 (83 |2 167 |3 (25.0) 0
A5 S
1mEA [ 1 (83) 0 1 (83) 6 (50.0) 0 0 0 3 (25.0) 0
FEEL A P 4 (33.3)
. 719 (75.0) - 0 0 6 (50.0) (] 0
1EEH | 4 (33.3) 8 (66.7) |6 (50.0) 10 ([223]‘3) 3 (25.0) 2 (16.7) | 7 (58.3) 6 (E?]‘O) 4 (44.4)
%t
8 (66.7) |10 (83.3) 10 7 (583) |8 (66.7)
2 6B [ [ (833) — 2 (2200 |3 (25.0) (1] [ 2 (22.2)
1EE | 5 41.7) 6 (50.0) |6 (50.0) ? ([715]'0) 3 (25.0) 3 (25.0) | 4 (33.3) |6 (50.0) 0
eV 9 (75.0)
2EE [10 (833) | 8 (66.7) |12 (100) - 0 5 (41.7) [lj 9 (75.0) 1 (11.1)
7 (58.3) | 10 (83.3)
e 1EA | 1 (83) 3 (25.0) (1] [ 0 1(83) | 1(83) |2 (167 2 (22.2)
2[EH | 3 (25.0) 6 (50.0) |8 (66.7) - 0 3 (25.00 | 7 (583) |4 (33.3) 0
1[aH 0 0 0 0 0 0 0 0 0
Al
2[EH 0 0 0 — 0 0 0 1 (83) 0
- 1mEA | 2 (16.7) 0 1 (83) 4 (33.3) 0 1 (83 |1 (83) 0 0
s
2| H 0 1 (83) |1 (83) - 0 0 1 (83) |2 (16.7) 0
. 7 (58.3) 2 (16.7)
o 1mEAE [ 1(83) |4 (333) |3 (25.0) (1] 0 2 (16.7) [ 5 (41.7) 1 (11.1)
2[EH | 5 (41.7) 9 (75.0) |7 (583) - 0 4 (333) |4 (333) |4 (33.3) 0
3 (25.0)
LEH | 2 (16.7) 1 (83) 0 1 (1) |2 (167 |1 (83) |1 (83) 0
RAEiR (1]
2MEH | 4 (333) |6 (5000 |3 (25.0) - 0 3 (2500 |3 (2500 |2 (16.7) 0

N=fEHT R G54k, n=ZFEBLBI%L

[ ] WNiZ Grade3 (EZENT 38.9°CHR) DHiI%k (Grade 4 (GEEMI 40°CHE) 1T HAL TV )
a)  BNTI162bl 100 ug Ot d 577 2R L, | [0 HEREZORE RO,
b)  2[EH N=9

0 18~55 IAERNC T2 1 ml F A0, B OEFEAERARO bl 2 &,
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BT, B,

IE FENORBUHEE D 30 ug BEL Y
LEnolZ SN, FAETO 2 B AT RS, bV IZ BNT162b1 10 pg XIIHE T2 7 7 B RN EE I,
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i
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FOSIEMFRR LS OF EFRR L ORIFOSOFBREIEIT, £28DLEY Thol,

728 WMRERREREE 1 VA X TOFEERROBIRIEORRFS (REMETIRER)

18~55 ik 65~85 %
ik BNT162bl 757K | BNTI162b1 75 wR BNT162bl 7R
10 pg 20 pg 30 ug 100 pgl [ @ 1| 10 ug 20 ug 30 pug
(N=12) (N=12) (N=12) (N=9) (N=12) (N=3) (N=12) (N=12) (N=12) (N=9)
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
AEHESE | 6 (5000 |5 41.7) |6 (50.0) |2 (22.2) 6 (50.0) 1 (333) |6 (50.0) | 7 (583) |3 (25.0) |4 (44.4)
il s 3 (250) |4 (333) |6 (50.0) |1 (1L.1) 6 (50.0) 1 (333) |3 (25.0) | 4 (333) |2 (167) |1 (11.1)

N G508, n=FeE1%L
a) BURMIMNT 1 (0] Rl 3 £ T

B, EERHEESLEONERTILICE ST-AEEFGUIRD DN d o7,

B RAR A S 512D, Grade 3 LA EO R E) & LT, 18~55 ikHEHT BNT162b1 10 g # 1 i,
20 ug B2 B, 30 pg BE 141, 100 pg Bf 4 i, 65~85 FAEM T 10 pg BEA N30 pg BEA 1 BHZERD B
7oo WIS A TR HIv, $H CREEFRPHAN E TR Lz,

8. HRRRIC X HAGBHFEE TR T NS BN 2 E B R AR R R O O ¥l
8.1 A MEEE IR R 5 BAE O
e, MAFERT THY, TOMBEKOEEOHENIIRE 2) THRIET 2,

8.2 GCP EHIFAERE RITxF D& OFIWT
BE, ABEFEEF TH Y, ZOREEL OHEOIFIIME 2) THET D,

9. RebBIEFBICRLME (1) 1EEERIZI T SRS 7

e &N =EE S, A H D, SARS-CoV-2 12 & D BYED TR T 28RS, B
NIE_AET ¢y M E 2D L LREVETFFR RS B 2 5, ARANIARHF THIO TRIERFEARPFE I
72 SARS-CoV-2 IZ L DEYHED THiE B ET 50 7 F o Th Y, ARAIZBEREAEEL 75 2 L IXERRM
BEIHDLEEZ D,

B % COMFT A B E 2 CRICIED 20 ST T X 23581008, AAIZEGR L TEL ARV
EZ D,
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BPIARIRIHRE (2)

SfM3FE2H8H

&g B

Mk 72 4] a7 4 vk

[— fix 4] aaF AV AERMT Y Y RNA 7 7 F 2 (SARS-CoV-2)
(BEEES% - NoF AT )

(W 55 &1 7 7 A P —EA St

[HEEHEA A ] S22 12H 18 B

[hFEsE—E]

MEEDOE Y,

1. BERNE

BN O D% OBIZB T 2FEOWIKIZ. LTO B0 TH 5, B, AEMEEHEOFEME
B, AMBIZOWTOFEMEENS OB UHHAEICHS &, TEENEREGSE OB IZB T 25
EEEOEMICET 5] CER204E 12 A 25 BT 20 #EF 8 75) OEICXL Y., 84 Lo,

PR T, WS (1) ISR L AR O E, Ak, LetEE B D oIl ZE B )
BIFFE L, UTDRIZOWTITBEMOE RS H S 7,
Bt LR ORICOWTEBINTHRE L, LRk s 21T o7,

1.1 BIHEROFEE - ZIRiICONT
HEE T, EMEE L. #E () © [TR2 FHMEICSWT) KON 7RSS #hHE - ZhEIc o0
T) OBHEOHW 2+ 5B RICINA T, UTFToERRHELT-,
® sk C4591001 FBRICOW T, BEMOFIMET — 213550 TR 5T, VE OfERIT 2 0] B #EfE 4
W OT —42 Tl b Z LIXERRGICHERIZET 20ERH D, £o, RMORET — 2135 &
FENET D L LI, BAMEOFRRHIENHA L E o T2 HA 1T, BIEROERIZOWN T HIR
T OMERD D,
® SARS-CoV-2 BEKIZHOWNT, B THELNTWD in vitro DT — %1%, B4+ C4591001 5 TR
D OENTEABNOEIMNEGET D HO TR, — 5T, S%F-LAERKOHHELEESND Z
LB BERO BRI OFATIRDUTHESEHNS 7 4+ v —7 > 7 U, BRAE AT invitro TN
RBRE A TN L. H- A RS DN TGS I ERBGICERIEHET 2 & & BT, RPUDIG Uiy
EERFTOMERD D,
® AHlD COVID-19 EIE(IMMIRIRIL, BRRER O R BIXF R ERPEFLL TV, Ll
RN D, ARHFID COVID-19 FIE TN R L 0 BIEEEAMEINT 5 2 & T, fERIICHEIEL I
CHE ORI D722 5 Al REEII I F & 5,
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® KHID SARS-CoV-2 YL PRI RIT, FaIREBR CITFHl S LTV, AFIZH#HE L7286 Th -
Th, BRIERP D72, B, BHELOEMOERE, FHROWCETTF oy MEORARE) 72 G
TR Ik L TAT O MRSV | 2O RUTEREFHE K OEERET ICHIR D& Th 5,

® RN L RIETRARNE & ORI oW T, ABBRTTOMERS D,

L, EMEEOBRZHEE I E L, Fid 3 ENGE% OB oA 20 &L OV BRI 5
et YT B RR O FEREGIC BT B RIS SO ~ O IR I oW, MY RHET A B
Zal& L=,

F 72 [EHW C4591005 #BR D T FRHT T &> 2 FHM AT HE S22 I PEEE R DS B3 B P e % L o STz,
FERITE29 DL B TH D, T, BEICiRE S QO il M EM OfE R L FRECchH D 2 b
(R M EM O R ITME (1) 7.R2.2 £ 21 OFE) | 7. M C4591001 HEROFERE (H
(1) 7TR22 £20) LRABETHD Z L 2R LT, MRBRITEMEZEICHRE L, BB R
Nz,

29 TRERIK 2 B H 5% 1 VA D SARS-CoV-2 MiEH G (S0%FFfidd) (EH C4591005 3ER)

N GMT [{f] 95%C1] GMFR [ 95%CI]
Qe BRRE%E 11 A) (2 [5] H Befdith 1 0 H /1 8] B BERERT)
A 116 524.5 [459.7,598.4] 51.5 [45.2,58.7]
AT T RE AKIE 20~64 % 94| 570.7 [497.6,654.5] 55.8 [48.7,63.9]
S U R 65~85 7% 22|  365.6 [254.6,525.0] 36.6 [25.5,52.5]
77 RREE | SR 40 106 [ 98,11.4] 2 1.1 [ 10, 1119
ExXiain 119 489.9 [420.4,570.9] 48.1 [41.3,56.0]
AT AHKIE 20~64 7% 97| 523.5 [442.0,619.9] 51.2 [43.3, 60.6]
S U R 65~85 7% 22| 365.6 [254.6,525.0] 36.6 [25.5,52.5]
77 R | &F W 41 106 [ 9.8,11.4] @ 1.1 [ 1011] 9

N=fEHT R BIEL, HUARAMEAY LLOQ AR DFA . fEHTIZIZ 0.5X LLOQ DFEA V™ H iz
a) SafEJFMEIE H ORRIRRERTIRIC 2 (B B BEFEf% 1 0 ARRORBEDHE T L TR0 7z | Bl & RV T fifdras 5 (G AT 6E
Sy VSRR © 39 B, AETm s R R ¢ 40 Bi)

1.2 Z2Hiz2O2NT
BT, EMEE LY, #E (1) © 7R3 LRI OWT) OO N2 Ry 5 BRI

Mz T, LT OERNSH Sz, e, EEHERY X 71220 CiE, 1.4 EEGLY X7 FHEHE (%)

\ZHOWT | IZREHET 5,

o [ENADKARR T, AREMRZ RO ONTEAEFRIIT LA EBREIFTELZTHY . AH
DRRT 4y NEBTHLOTIHR, LHLARRDL, —HOWRE CHEERICEET IRED S
HROGENRRBD N2 &, Fo, AFEFLORBEGN, | BIHERERFL D b 2 [0 B HERERE, &
FhE L bIERFImE TEN T2 2 Eid. AR OEFEFE WL 1L > THEREHRTH
D KEIOLZEMHEFRICONTIEL, ZhbDFEROZO TRET 20N H 5, o, BIUSOE
REOZRAESR . BERRAR OAF I, Fre BT, SER I BLRF PR IR R eIy D s (FRENGER 79 D s ] |
MR ~DOZ 2 N LB RERE) (12250 ThH, [HEHIET 2 08 R H 5,

@ T T 4TXRVEDOT LK UM OV TIL, SO R Al I RS IR TR S B A LS
HLROOLNTEY, FREERLETH D, IR CETEERELZITI & &b, EREFEE. #
PR AP IR O S & 3 0 TR IR HE CTHhH 5, E7o, HEREICER L CIEBE T
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FOMERZATV, Bl 3 — ERH OB 2TV IER IS BRI TE U 20 s - B ZIT R D K 9 .
BEFRIF O AR A & O e RIS RN ETH D,

® HEUEDREEIEEN & H NI OWT, EEIANEERE v 15 OB 22k 5 rREMEDS & 5, EENANEEFE D W]
HEHWTE D LD R BRI R LB TH 5,

® HFHENWEAET HREMT —Z _X— Z2DFRITIBN T, WSO R4 TSR % 0T F 7
A T X U—RUGICEES T DA 81 B, MER ST B, T LAX— \BUE. 77 4 TF—K
IS5 OREFEN & HAERFIH 27 B, COVID-19 DREEZH T HIERN 4 flE N - Fidd s v T
Too TFT74T7F—HIZONWTL, SHBREMINTERICESEHELY X7 L2 5 RATHD
SFTEATV, EERIEBGONHGAICE, BUNTEEE T 50BN H D,

® JLHRBAAT LT LA NVEFITONT, WA OMAFF I #% USRI, RERBERITAPT
HLHM, RBPREZ I CZEZOHEFELRREIN TN D, YRBFEITBIT 2 EHRI LB
RTHIZEB I TWRWAY COVID-19 BIE(L Y A7 3EWWaletED & U | SARS-CoV-2 U 7 F
CAEREDLEMITE W EESND 2D, AFIEREIZ L5127 v Y A2 & bIA S & ERID
HIE L. D> OB RN SUTAGEEE DRI ORI RS E 2 B D 1, #EFEICOWTHE L7
Gak, AR BT L2 LIXARETH D, UZBEIIKT 2L RIIo S INE L, £iF
SN RITHSCDICART DL LI, TOBRLEE, BHREEHTLILERD D,

LI EDEMEEOZRIZOWT, BHEITHFEE IE L, BaEE RS RIEH% O 2 VGO IUE &
OBEFIEFE | PSS FE~DF RO T, EENCIST 2 B2 RIE LT,

1.3 HiE - ARV T

BT, EMEE LY., Wi (1) o [TR6 Ak HREIZOWT) OMEOHIM 2 R 55

Rz T, UTFOEABH SN,

® RAID 1 [BIHEERED S 3 MR T 2 B HEH S 72 h o 7o A~DOFHRIZ DWW TR 2 L E 3
BHD,

BEHEE, R OISOV TIRA LT

WwiE (1) @ [7TR6 Mk - ARIZOWT) ICR#ED L0 | MEFh C4591001 BRI I51T 2 Befi MR 1%
19~23 HLZEIN., —HOWERE T 42 0 CORMBTOERRERITH 525, HFERIEE 24 BRI
R LT=35 6 OB RT3 TN L TR, E 72 AR 1 RO - TOFRIE B HESL L TR,
L= o T, A#NE 3 WG 2 BT 2 - L N@EIE £ 25, — T, EHAEEFICBO T, 358
G COBRmMATEARVEABLEES N, ZOBEAIE. TX ARV ELH,C 2 B BEEE it k5
T LERD D,

YU EDOHMZEB OE LK OBREORERE RIS OWT, BBITHRGEEICEEL, BHEE T, BB T
OAEFERIROE L O 2 [B] B R OB 2 [ERRIESE R OSSRt 45 Z Li2on T,
BEENZRIET 2 B E2BEIE LT,
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14 ERER) R 7EHFE () 2250 T

BRI, RIERTER OFREITR Y 2 7 FHIIC BT 5 LA T O OHIMN L, FMHEEN SIS
i,

PREBIEER U A 7 ST EE GRS TS DAY, T O 2R T EITERNICL O EE - TED
T BB O BFE OERRA 72 RPLIZ VT IR BIER O M LA 2 2 & Mgk C4591001 #EBR T
IEARFNBEFE % D COVID-19 FIER L OFIER| OF AT D78 < . BEZEHIN 72 COVID-19 OFIER DL
RATH D Z EnD, BEBZIE T CEM SN DO HRETHES BT, AR 27 2+
WCFHET 2 2 LICIEBRADRH D EE 2D, FDl, BERTFEHR, YmEiTEs C4591001 RO 7 + 1
—7 v, HEEEDNERT DS A U T, ARG R O COVID-19 FIER I L OV EIE
BIOTFHRZ T L. 5%, W$ﬁﬁ)x7®£ﬁﬁ$ %f%ﬂﬁ%&m&&wav&%y®r$ﬁ%
U AZIZBET D F BB DN TGE 12, ARG ORMOT —# b E 2 T, AFIOREER
%Uxﬁmﬁﬁéﬁﬁmomf\&wf@ﬁféﬁgﬂ%éo

Fio. EMpE T, HMZAE LY @ (1) © 17.R7  BERGER ORFIFEEIZ OV T OO
HIWr & SR 2 BRICIA T, UToOBRAH ST,
o HUETitk., AFIIFICEL S OERIHEN S, £ < ORGERTER OZEEFRAIES D &

BESh D, ARORZEVEFROWE, XK 7 4 v MU RI AT AOFHI R TARIZONT, &
WEBRAMED T TIREIATOND Z L BEHTH D,

ui@ﬁmié@%ﬁ%%ii P T BGEIOE R O LBV ROWEE, ~KXT 4 PRI NT
A OFH K OAF 2 BT D &9 HEEE IS Z KD, EF'% BILTHRL

B IX, Dl ROz E 2, Bl RICBIT 2 AFIOESES Y A 7 FEEHE (2) 1220 T, £301Z
R AR EEARETH 2 L, WOUTHFE 31, 32 K33 ISR BN 53K 5 22 At B S 8h & O
BN 27 o/ MUIEEN 2 Efid 25 2 & st &l L7,

£330 EXHV2IEBHEHE () BT Z2MERNTFERCEECET 2RHEE
LN
BELFESNLY RS HERBERN ) 27 HERANREH

s LAy TFTT74Tx— |« UZF UMD REMAE (Vaccine- | o MEhm SUIR IR ITHAE L 72 BR 0
associated enhanced disease (VAED) ) OV g sXis

7 F B E 0 PR 2R B 58 (Vaccine-
associated  enhanced respiratory  disease

(VAERD) )

AN B 2 Mt I8
o ML

SO FSRICEE LTI, Brighton FEHE{LIERIESE [Vaccine-associated Enhanced Disease: Case Definition and Guidelines for Data Collection,
Analysis, and Presentation of Immunization Safety Data] (https:/brightoncollaboration.us/vaed/ (Ff&HERRH 2021452 A 3 H) ) BdH D4,
B IEF OERFITFRH S TR,
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% 31

ERMY X7 EHHE (B) TRT 5 BMOERMEZEHEFREBIRTEMD Y R 7 H/MUES OBE

BN D [ 28 e S VR R E T

BN Y R 7 fe/METES)

e COVID-19 OEJE(LY R 7 N@mnEEX LN L EBEBEFT D
E RIS E LT RrE i B A

o VAR ERER (C4591001 305 « vips 5 IL/IAH R . X O C4591015
R - AR ORIV T/ FAER)

o HARE A o HIREZMAEIC & 2 Rt

o RUBAR TR R (C4591005 35k « ENEE 1 /IAHRER) o ERIEFENTEM GEEMLER T A R) Ok &4k

o HERBRMNCHEM S N D HEERE (BEREEE) 2R L Lic— | o MBI EHM (Wl inasg) oL it
et FIpRR A GBBRRAY) o BISUGFEBIRILO E IR 72 gt

K32 ERREEEARLE L BREAREREAEOFT (B

ARF 2 (8] AR 12 0 ] £ CORMMZRZ MO (ERIEFE 2R & U iT RS (R

o DBEIM (2 PR 1 5 ) T O BE L LT
e R 5 A B L LT S AR R R DR R0 5 b . AREOB N DT
— fﬁ%@%ﬁ%%m%gmﬁé%ﬁ(2ﬂE%@%%1ﬁﬂ)%T@%HW%ﬁ%ZHE&@%IZWﬂi
T R TR A E L LT TR AR R DA SED > . AREO BN B Ao 2]
B, (W, AUHE. 7 LS. Lo « iR - RALOAES) | AROEIL, (L7
EAWAHA D F RIS, GURIE. MEAHEES, COVID-19 i (SARS-Cov-2 RAHEE. MRk RARBES 1T

FIEAME, ZWA ., XIS - AEOF M) %

#£33 COVID-19 DEEILY A7 BENEELX DN EEEXRE LEREFERARBEREHEOET (B

B 3] COVID-19 D EFE(L Y A7 BNE &5 2 B D AFIEHFER 28T 5 RaMEOMER
GLEaRis ek =0
RRE COVID-19 OHESEL U R 7 3E &5 2 b D ARHIBHERES
B | FIEEERH 26 2 MIEHEAE 28 A% (R 7 /)
TEBIEK 1,000 4
PR (BEERE, APHE, 7 VAKX —ME, L0 IR - RILOFES) | AFIOERRL., Y
FRFAAEIE A 7 FUoBRESR, PR, AEFS, COVID-19 f5# (SARS-CoV-2 MAHHR, J“ JﬁﬂMﬁE&%ﬁ% D IER

WA, MG - AEOHE) %

1.5 &EIZOWT

151 FavANYF—=v g ZonT
it (1) THEMTE SN TWERFIO T o 2R F— g oW T, Hif
AEDFHND TETH D LW LTz,

i, 2021 4 RS

gL, UTDO L 2Bz D,

WM BN THE-MER r— TG S L, BRMEAFFAT FCHEHA STV LRANZONT, 3 7y b
U booy MO RN T X TORKICES L TWEZ e 2R L2 b oD, AR ThiuL, mkiR
BHEICESS RT3 8y FOTav AN F—va VallEE b o T, AFIBMEFEICEETE D 2
EETERTDMEND D, L LR S, BIED COVID-19 FA PRI OAF O LB NS 8
HWHNCRE TE 5 2 & OMERNERNIC &é:&m%@%ﬁ&wkﬁﬁbtotﬁb\@ﬁ®fmtx
NYF = a CORFENRE HDIVRE, BONICHEICIRINT 20BN H 5,
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1.5.2 1231 7V bEREU AT RE R BEREEI B DV T

FAEFZ 1A TN D 6 BT EREUCATRED RS 5 BBR 0N E I M Shu, fERB R ST,
ERNTHE L TWD THE P EDOES AU Y (1 mL) ROERED S H, AFAHETH- 72,
W SUET y RAN—=ZAODRVERHT U o2 G 10 "6 LOVESRSE G e 85h) 2w T, A2
B 217 mL & A2 XA T L6 03 mL 90 6 [EERIRA FTRE R S uiz, Z ORGSR, FrEDT Y
VU R OVESHE OFEHT, 6 B4 OFRIMA FRETH - 72,

PRI SN B R 2R L. A ISR L, 1 XA T A6 6 BIgBIEITH 2 &N rlEEZ:
DU UV R ONERE OB RICOWTIE, ERBESGICEYICERE T X o LT,
2. FEBIAGRICERAEE (1) OFTIEEHRE
wE (1) 2o T, UTOEBVETIELL, vk, AGTIEZR L HE (1) OffimIcZZiI7en,
Ho| AT STIERT HXA
16 3 | mRNA-LNP™ mRNA-LNP*-
27 f; 2t 27 Bl PR 3 25 Bl _ERO BN RO SN BRHE DY)
AFIE 77 R AFEE 77 AR
RSEIIEN 21,699 1l 21,686 14l RS eSS 21.669 1 21,686 1l
3| =17 COVID-19 | 2 [n] H $£F# 2 i 121 % COVID-19 | 2 7] H #2fi 2 151 21 31
Tife 7 151 N2 Tife 7 151 N2
GEAERFH | A3 6 CGEIERH] | BHefifg 6
Al HET B HET

GMFR GMFR

34 | £20 || 2 EIEEEAFHML | ST BAREE | 24F 1.2 [1.0,1.3] 2 [A4EFdE AR e | AR
G RS i bt | 7 EPH | g | 10010 1]

GMT GMT
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