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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.
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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
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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

FRUTHR

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
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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
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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
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2800
2850
2900
2950
3000
3050
3100
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3200
3250
3300
3350
3400
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3500
3550
3600
3650
3700
3750
3800
3850
3900
3950
4000
4050
4100
4150
4200
4250
4284
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1. BFEXIFEROBEROSNEICK T 5 ERARIICET 'S

anFyA N, = FUANVAAan T A NVARHIET 2 AR YT 4 78 RNA VA LA T
b5, TNETE l\ HHERICEGE L, B A 5| & 249 28+ 4/L 2 (Human coronavirus : HCoV)
& LT, HCoV-229E, HCoV-OC43, HCoV-NL63, HCoV-HKU1 ™ 4 FEEEAH S 7TV 228, I8 D
ot MOUER LEEMRZSI SR FTanF A2 L LT, 2003 412 BEIERMERERAE R

(SARS) = w7} r74’ /LA (SARS-CoV) | 2012 FIZH AR aiE et (MERS) =217~ A LA (MERS-
CoV) MFRESNTN D,

2019 4 12 A 31 A, PEIHEE KBTS WO TRERAPIOMig 23584 L7z Z &2 WHO (2 S,
2020 £ 1 A 12 B, WHO IF4#MRPFHManF A N AL 26D THhD EFEEK L (WHO :
https://www.who.int/csr/don/12-january-2020-novel-coronavirus-china/en/ (fz #& R H : 2021 45 1 A 21 H) ),
HE 1 730 B, WHO I, "PEMHEE REETICRT 288 2w J 0 A )L Z B fitige D 58 AR 25 E R

IR A SN D AR MEE EOBRZASERE (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, FifilaaF A /L A% severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) . SARS-CoV-2 (2L %¥&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
AT, R T ORMBR YA S 93,217,287 B, #SELTHIIL 2,014,957 B TH D . WHO DIFE - Hllk ) FHIZ IS
T DB OFECER D, YA BR ORECEBICKT T 2FIGIE, 7 AV T 4% K 47%, 2
— 1 /N 33% KT 33%, KT T 13%M T 9%, M 6% % TN 6%, 77 U 2%K% T 3%, FEKTE
¥ 1% K4 1% Toh 5 (https://www.who.int/publications/m/item/weekly-epidemiological-update---19-january-
2021 (e H c 2021 4F 1 H 21 H) ) o

AFBTIE, 2020 451 A 15 HIZ 1 5l © SARS-CoV-2 (2B L7z ilfige D BFE A fEsd S4u, 2 A 1
B, B w0 A L R EYE 2 ASEEYIE 0O T B OEYRIE O BB 1209~ 2 BRI B D ikt (Y
15) \CHS HERYYE Y R OBIRIEIC S S BERYYE ¥ I E Shvic, £, M4 4 A 7 BICHIE
BA T PRI EILE IS LS < 1 EH @m*‘:\'%ﬁﬁﬁgblﬁbﬂ 45 A 25 RIZBA
FREMRE S M T Y, HBUERE R (PCR BAEBMEFER) 13, —HIFEAHEInE o7 b DD,
A4 10 H tﬁf)%ﬁfﬁﬁéﬂn@‘rﬂ E7p0 202141 A 7 HIC2 EH @ﬁXé$ RBESMTbhiz ¢,

D WHO 237 8 2 FEBERAESRA] (HR) I2BWTKRD LBV BET 2 REHELZ VI,
OFROEBIIERIC & 0 MEICARME LY 27 DR EOfGRE L7259 LR S5 HhE
QWAL E BRI R O RS VB 7 SR

D JREENRR—Z anF UL VAR a T TA LA (GRI24E 1 HIC, BEEARLRENS WHO I LT, ASERT 58 E2H
TAHZLERFZICHRESNTZLDIZRD, ) THDHHDIZRS,

VBRI SN TV DY E O (—ERYE, TRURYYE, SHERYYER O OV U P ERYE A R, ) Tho T B
SEVE EOBRE ORI — 2 UM L iuE, Ym0 AEIC L 0 EROAMEOMEEICERREERL 52 58FZN1M0H5 1
@&LT&Afmbé%m (RYIEVESS 6 2)

Y EPRITHATE LARVEIMED 5 b2 OFRFERENICEAT S 2 L 21T 5 7-0% ORFEAOHEICET 2RENLER LD L LT
WATmbé%@(@r%%Z%%3ﬁ)

9 BRACEREE O FEHE Kk g, MO R, TIER, AR, ARSI, OKBRF, R, BRETH o, —EEEICEREh
77

O 2021 4F 1 A 20 H B0 BRATFREH E O F2h KA I A IR, 8 BN, FIER, datH, AR, SRR SR, s, KIRURF.
SRR, AR U,

2
T T 4T 7 A RS RERAGRIAR B s E



2021 45 1 A 19 A RS, AH COBYEHUE 332,231 i, SELCHERIT 4,547 B, Uiz, 22k
T 2,082 f5l, F ¥ —&—HIZL DU D OJRIEF T IS FINMHRINTEY, 51334328 5, 2 BIELT
BNTZe RS CORLE 1 A2 T 4,548 Bl L s STV d, F7o, 2020 42 A 3 HITEIREIZEIE
LI N—=Z TZATES R TV BRG] OFRETORIEEIT 712 61, FETHEEIT 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 > 72 PR IR TB Y  BIEMINERT 5 2 L IXREETH 5,
SARS-CoV-2 IgFE 7/ HFIE £ TORRMMIL 1~14 BETHO, @HFILS ARETRIET H 2 ENLN

(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 WK OGS S0 2 & R OESEEME DS E b D 2 & 3 PG D JR R & émm‘o D, UANL
ARG HIET 5 2 & AREHC LTV 5, JEE Ik, 1BEUR, IR, BRRREE, R EES O
FER DL < DBFITHED HIv, £ 80%DBHEITBIED F F 1 LF’?%%F?“C‘“Z‘“%?Lé# 1’*’3 20% | Xt SAE R
DSPEEE U | 9 5%IF N T s A A BE & 9 2 PERFIR BB SE R EC L ids A2 B D | 2~3%D Bl 72
fRid & 7- &% (JAMA 2020;323:1239-42) , 2021 4= 1 A 20 HHEEAL Lkb\fﬁﬂﬂf [SARS-CoV-2 12 &%
JRYLIE | OIREICKT L TERBEN TV AEELIIL ATV EARG YD | F X 2 & 1 ZBEAROL6E
HROFHTHEAFREETH D2, ZNODIREEZIT-> Th, AMOBYE ., EIER LU EH OREEK
IFHMABAFENTEY . EEEHI OO B HRIEE 2> T D, D72, YRR & LT, SARS-
CoV-2 UV 7 F 2 X % COVID-19 DRIETHHAHFF S, BHOU 7 F RN RO L TWD,

2021 45 1 AT, A TEBEN TS, SARS-CoV-2 IZ K DBYMIED T4 HINET250 7 F

FEOEIEMIT W,

ﬁﬁl I, SARS-CoV-2 DS ¥ /X7 E % a— K925 mRNA #Hkn 37597 F 0 CThb, 2—K
ST AER) & X7 B Rt DO ERBITEIRR T 5 72 mRNA O IESI DS (b <4, £72, ER
NT? RNA i % Ji L, mRNA OFEN~D N T A7 27 v a & A[fEL 95725 mRNA % LNP
IZEA LT D, ARANEZ, SARS-CoV-2 IZ X DEIHED TFi4 HAYE LT, M[E BioNTech Mk UKIE
Pfizer #Hi2 £ 0 2020 4[] 71 & 0 BAFEASED Bide, MESMERAEER (C4591001 BRER) 1[4 4 71 L0 |
WEGIRFER (C4591005 3U5R) 1XIF4E 10 H XV BALA S AU, 2021 4F 1 H 20 AREE TW 4L b alERilkie
Th b,

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

\ZHD X | COVID-19 O FRHIxk LT, KETIX 2020 4= 12 A 11 HIZ Emergency Use Authorization
ZTCRY . BRINTIEFEE 12 A 21 BICERHEM & &GRS 2 ST,

A, KI[E FDA 2 L % Emergency Use Authorization 23453 HA17- Z & SLEIRFEAGEHGE HIRFAT, B
INTIHFEEF CTH o7 Z & AR TITASERE & OV 20 2 33 2 EN C4591005 R FE i+ TH
ST Z EEND, 2020 12 A 18 HIZ T 7 A PRSI K 0 A TORERCEAGRHGE D 2 S 1L
7o 723, EN C4591005 #ER O — O FREBRRE FIIARREA T IR S,

ARG, TREBIARORF N2 STV D EEB OB ONT () | (G244 12 A 17
AT 3SR 1217 55 2 5) ZHiE X, HEEELOIRHINEERHIESEEEZTo72bDOTH
5o

3
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2. WEIZETIERRUEEIZRIT 5 BEOH
AFNE, SARS-CoV-2 DS Z /37 /E S1 S22 2— R42% mRNA Z LNP IZE A LUV 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 X /B ER (K9S6P K U} VISTP)
SNDEIHEINTND, Fo, SHMICF v v 7HiE, HRoOPFELo-oomS (P . e
{REGE D T= 8 D > 7 F IVELH (.) . RNA OZED T2 DELS (-) KOVRY A 8% 8 7,
mRNA Z%H3 2 S Z 5N ED P & OFRR OAEED 7=, §_To UTP 28 ™PTP I[ZEH I TN 5D

211 JFAPEHRGERNT I b 5 M A OFRRUE OB B

KFEDFR D> L 72 % DNA SRR, asvraAvens. [ Il st &0 sz
2278, R AgE -3 57 723 FDNA kBB (R s
/n—=27 Uitk MCB BB S 7z, MCB 75 | Rkt L < WCB 23 S n iz,

MCB Ot WCB DAt (I O = . 1= CAfa A | A
I . 5555 43 4 I . '3t (s B0 51) 3 O RS S & 7,

WCB IZHHC &7 | LFLOREPEMRHT RN ORI R~ D3 A TR S U 5

212 BUERGEE

gk, EpR DNA Z 83 |- ATP. CTP. ™WTP, GTP %\ T in vitro EGEUGIC XY
fiEEnbd,

JFIEOBE TR, invirro 5 EUS . [N . M. I O 5 . T
NTHEETREIN TN, 728, EHHEES DNA 1T, WCB #55#%, RIS - KIGE 2 EE LT
K7Z 23 FDNA 25T, 877 %22 F DNA 7. B . O
- v L . RS, BB DNA @J%EIEE & LT MR (BEROE
#) . opH woeE (D . veessEsr GEREoser | M, RS Lo BOEDIR
B, T RFRUURREINTND,

JFHOBLETRIZOWT, EAFEAr— 1L TT AN F—2 g UREBINTW5D,

2.1.3 S RIERERGEME O &M

JRERDRLE 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 auk, e Lo el Eomzvess ko Cl ke L v Wﬁﬁs
DARELD I TONTZHDTh D,

X7 4 i _ 7 7 A P —E Hi Rl AGRIZAR D f‘(\ T \



214 HETROBRORE (REH/FEME)

JFIEDOBFBIRIZ BT 2 -IEFEOEREF AT TOLEEBY Th 5,

FERR AR BB N O PR FRER CH DAV R 3K Process 112 & 0 8l &4, il ¥ E AT Process 2 12
LV #EIN S, Process 1 T, ﬁ%ﬁi- W2 &0 ERLL 728528 DNA % T in vitro 855 O04
--%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, [ IR 0N = 7 C . _zw“
B DB ESTW5, 7233, Process 1 75 Process2 ~DOEFTIZEE LT, sEORIZEM/TFE
PERER S LTV D

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

2.1.5 et
2151 #HEKROFME
F VIR TREEREAT 23 3206 S Tz,

£ 1 RBMERATICRIT 2RBRTEB RORBR G A
HH AR IE
— A IS RNA fid %1 RNase T1 /LFif%, F 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
RN RNase T1 #L¥E %, IP-RP-HPLC-UV/ESIMS K O} LC-UV/MS
1B R A IS 1R R A FRSE bR~ oL

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 BUETRBEEAHY

BUE TRRARAMAIT. $77 DNA,  TREASRAHpAK | TRERAMPBX, ATP, CTP, GTP,
MIPTP rewwnwncs | L EeFHSRAFIMIDIE | Triversimny | BEE~ 7R A, LIV T A, REET VE
= A, TritonX-100. kU R¥EEEEEERE. 7V ta—L, LT N U oA LD U 0 A TRE SRR

L meess N TN TRRESREARMN & ST,

PRATEEE DNA 1, JFER OB K OWRER HIEIC L 0 EPICEE ST D TR RN K O
TREBRAMBXT, G TRIZBWTH2ICREIND Z & D3R é%LTW\é F£7-. ATP, CTP,
GTP, ™WPTP, mucewecs,  LRRHDRARHIMDNG | LRk | Bt~ 7 %20 A Ly 7 L il
T E=T A, Triton X-100, R U AMEEEREER, 7V tu— ST MY UL Y T A TRk
iR | s KO0 TRRHDEAAIMIG 13, R TR TR ZRETE RO EEL Th, AHADH%
R L CREMEICHEN R VETH D Z ERERINTND
ST AR LI C 8 X e 2
2.1.6 REOETH

JRIEDOBUE K OFRER ik E LT, GEMME, MR, #8FE (RT-PCR) | pH., MEER (A8 RNA
(ﬁﬁfﬂyﬁ)&U%mex@Em)\5%¥77(EWHHE)\ﬁ)Aﬁ(MKR)JWA%
et (Fr TV —FIVEKIKE) . =2 R Ry, BAEMRE, TEE (G TR E EE)

DREINTND

[ D

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



2.1.7 REOLREM
D F 72w RBROMIKIL., F2D0EBY TH 5D,

#2 FEEOZELRZEERER O

RERA Bk oy MK RAFGAE el RIFIERE
WA 20+5C o
Ak ER Process 1 1 5+3C 67 A I, 7 e
RHIRAFABR 20+5C e
s akER Process 1 ! 5130 3MA I,
WA Process 2 4 20+5C 3AA [P

EHIRIFARBRIC OV T, Process | THLE X722 7 v M, RNA 2R OVE B AR Kt S
o, SRR 2w U TR ZLITR O HivZe o7z, F£7-. Process2 TG I N/-HkE L7-4 2> b
L RANCEGE SN T ey MZBWW T, 2 KO3 4 A BRSO RNA S22 I A Lo 7z, B
AL, RNA seebbosik g oo s PricZE LiaEn b v M1 ry My
Th, EHINAZEC T, RBRERRACHRE Lo sil @) 1 L cunEBmB L Tn s,

IEHFER 2OV T, Process | CTHUE X172 2 1 v M. RNA BRGSO A58k 56 S v, £
i 3] 2 U CBAfE 72 2 RITRR D B v o 7o,

2.2 A
2.2  BAI R OML5 N O BURIER B

RFNL, AR FEEE | LNP 2153 505 (ALC-0159, ALC-0315, DSPC K (f= L A7 m—)L)
ZIRALTEEL, 13 71 (045mL) &72 Y 53K 0.225 mg & & A T 2 BRI 0D /3o 77 /L B
Th o, HHERC, AR 1.8mLICTHRL, £&225mL &35, WA, BRERE, Bk
MU DA IV O A UUERKFET N D LATKF, VR IKFED Y LR OVES KRBT
AL TEHEEND,

B, AANI 1A TS 5 EISGERICTRER A & L THEEINIZN, 1A T AN XD EZD
BERERIE) - BRICFTRE D iR T 2R A R Th v . ZOfRITME ) TiR#ET 5,

222 BUEGE

A ofhE TRIE, FEOMH, FEOAR, . . GG, RiE, 5
w, BEL OV 7R OFE, R A, EREAE, For, ok, R BB REORTRENGRD,

BETRE, FEEOAR, . . E s, 6, A, "mWE SV 2o
R, MR A, MR, FoR, wdE RELIh T,

TR ORE TRRIZONWT, FEEERAT—MIB T 57 rEAR) T —va VFEFTH D,

223 BETROBEBORE

i R TR O A S U= A B S RIE CIERLE R 7 — VB Sz, MU AEICHE S W D[R
ROV THER I TV D,

& TROBZICIX QbD OFESHH I TS 23 2H) |

6
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224 BHOEH

RUFN ORI K OGRER 1L E LT, B asiss, MR, MRaB (1B (HPLC) X U'RNA (RT-PCR) ) |
2%, pH. RNA 528 (Fx 7 U —F VESRIKE) . A RNA (B0 | KL &K URL 7O
ottt (@REBEE) . =2 R bR vu | BB R, REMEMRL -, MHE, IBESE HPLC) | &
2k (@) BAREShTWs, FEomERICEW T, AYEYE (I
B Ensn,

225 BAIOREME
KO F L EERBR OB, B3 D0EBYTHD,

%3 BAOEERZEARBROBN

AR SRS Rk 2y MK PRATSRIE FEHHm TRAFIEHE
I
R AR Process 1 2 -70+10°C 6 77 A _ - A,% ;j G
T ARG 4s
TN
R A7 Process 2 2 -90~-60°C 3HH _ - A,J% : G
W T ARG 45

RBIRAFRBR T, i 28 O CanE R EIC AR 2 B IR0 bivia o7z,

2.3 QbD
JRHE K% OMUAI DOBRFEITIE QbD OFIENFIH S4L, L TOMEHIC LY, WEOE KSR I
776
® CQA OFFIE
KRENDOAG R OV RV B % BT TEEREE LT, LUN D CQA MFFE S L7z,
JFERD CQA : PEIk (W M) | pH, RNA 522, #AEMRE, =2 K hd v
BHID CQA : kiR ORI T D4y, BN RNA, RNA &5, JEE (ALC-0159, ALC-0315, DSPC
Era L AT a—)V) G, inviro 3B, RNA SERME, 5F ¥ v MG, AV A
® TEDEMEMEAT
TRART A—=R RS E | K TROBERNT S EhE S vz,
o HHGIEDRE
RO TRERERRNT 2 5 T TR, R ERE, ZEMERBREICE ST, TRATA—Z KW
PERERFIE DB EL, M ONC B M ORRBRIE DR AT L D AR O SWEREOFHENRES N (HW
WEL i SR Al e OV TAR SR AR OB ERIZ OV T, 2.1.5.2 KDV 2.1.53 )

7
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2R HEICRBIT 2 HFEEOHI
2.R1 FEOBESTHEDOERIZONT

JFERORE S EDOLEE (2.1.4) 12O0T, HFEFIILLTO X 5 ICHA L,

Process | CHIE L7-JF3¥ 4 v k& Process2 THUE L7251 v MZOWT, MR, pH, #EEER (RT-
PCR) | &k, RNA 582t (F ¥ 7 U —EBRKE) | 5% v v 7HEiE (fifd HPLC) . K U A #4 (ddPCR) .
P DNA (qPCR) . AR RNA (a7 v v ) KONREEZ i LI2RER RE BRI bR
727> 77, Process 1 & b L C Process 2 D 3KIE, RNA ZEEMENMRVMERI Z 7~ L7223, W ivh Bk
KEAL“CIJ‘#_O F 72, Process ] THLE L7232 ~& Process2 THLE L7721 7y MZDOWT, AU A
ey 2}9?‘75372?75) QO BNTA, TTOE Yy ERRFRKIZESG L TWe, £72. BEo KOt
A*ﬁ e . TURAEE KOS G FE TH D T L R ST, in vivo TD X 37 B HUR OFIER

EE&%/@S 5% v v THEE AT D8R RNA OFIGICRE RZERITRBD bRroTe,

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

ML, A OBMAL TR L,

2.R2 AEHRMONT

PO Y Nt D [REMWRY ) 2B T, Bf~KAGORER R EAMEOR -3 R S v Tn
5, HEEEIX., YLk I2 oW T, LFO X IZ#H LT,

rat~R Ao B EREOR 7] 3 TR b IRt T, BERT R O
TARICHB T DRAEOHBITRD b o7, REFZ0RL 7 OHIE 7 < . KL 2 AT L7-fE SR, A
IZEEND RNA &Uﬂ'ﬁ%ﬁfzﬁé ZEDHBA L, Fe, RIIAEREREK CART A Z L THKT S
& KT OARMEZEY RNA &K OE A RNA OFIGITEWD RNV & 2R LT,

LLEDD, ARHITRIFRAE L TH, AFOFGIER OVZ R ELY 5252 Li3hnWeEZ S,
B, FICAEFABEIR CAIREOEE IO R BFET D 2 EBRHER SN TV D, A SCEIC
BT, AHEAEE CHIR LKA 7RO NN L 2R LI ECHEA L, R b

AR L WEZRHT 5 TETH D,

ML, A OBMAL TR L,

2R3 BRERORIF OAZHRIZOWT
R I, AN DR OBA DA SISV T, WP R B HIATRE SN TUL S A2 L[ T
6 WA LBEL TS, HEFHIE, FELEOCRADOHDHFIZONT, BIFOX I ICHIA L TH D
Process 1 & Process 2 CHLYE X 7= JFER D[R/ REMHITI RIS TS QR.1 BH) |
JFIRDOARBIRIC OV T, Process 1 THliE L7 2 1 v RO BHHRGERBKL OIHERR (2,17 2
BE) 123300 C RNA S24HE B O RNA 2 BHe 251142000 B L s 7= = b s RO A S 4 6 5 A
ERETHZ LIFAEEEHE 2D, 70E5, Process 2 T%iﬁbf:)ﬁi%4 T MW TR 4 Jkes
T | 600 EBRTF— 4 HRU 5P TH 5.

8
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RN OB AN DUV T, Process 1 DRI Z W =8HK 2 v v N OEHRGFHBRICEWT, 6 7 AR
WETOERMWERME (RNA 7E2M, EHARNA, R FREE R F DL 8. RNA &%) K&k
BAL RN & g8 Lo, E£72. Process 2 DJRIEA V8K 2 = v ORISR (£ 3) 13,
AEYTEEOT =23 H{ONTHWRNEOD, 3 THETTNTEBICES LTS Zenb, "WAIDA
IR Z 6 W H ERETDHZ LITAREE B 2D, 7233, Process 2 DJFRIEZ H W 8AKI 2 & MZDWT
EWIRFRBR LG THY, 6 TAZBA TT— 220G T5T7ETH D,

WL, UTFToXLoIcEZ S,

JREEDOAZHIARINZ DUV T, Process | THLE L725EE 2 v v N ORMIRAHEBRIIHKRBRER D S H—
HOEBEDOHRRNFEMENTNDZ L, /o, 2y MMUB ICHQSC THI/RSNTWD 3 |1y M7
RN EDD, 6 WA ETORKEOZE.ZHRT HIILS HITBIMOBERN/MLELEZZ H, Ll
N5t S ZEMHRBAEGR ICE W TRIFFINICR X R ZBITERH T2 & 72, Process 2
THLE L2 FEROBEIRFERBRICB O TRAIO 1 2 > 2 RNA ZEMEORKIZES L2 >72b D0,
Bigmy MIRBBAR SO TR %) CEVEE R LTS 8 Sy b ORICEIES
niEEi 3 vy hOEMRGFRBRTIE3 DA E CTTRTHEAG LTV Z EnD, B CHIEDZ
TEPEICR & 22 BEIZRR D BV TV R0 &l L7,

AN OFHHFNCOWT, BHS N 6 VA ORMRGERBEILI2 2y hOZTHY, 6 WHET
DRIRN DL EM Z MR T DTS BIBMOERPMLE L E XD, LI LA D, Process 2 D3 %
WA 3 71 AR E TORMRAABRAGRE S &0, RIS oRBAGIE T X TORKICHES LT
BY, BEFIIRE RZRITERD BTN RU,

ARHNEAS E L8 O JFHE ) & FAI N s S, SEASHE STV D, SR OMUA A 20 IR 4 1] ik
RET D Z LIFREE R OB E O ETXEE 20 . BRI S D By MOBEICEET S A
REMEN S D Z L h | BUIED COVID-19 i PIRUL L OARAI OB E 2 72 2 & BURE A LTS
F OBIFI OGN IAR 2 HES OGN L FI U 6 B H L3ET 5 Z L 130T 220 Sl L7z, 7272 L,
BUE SN C b B JFER L ORA O R FRBRORBRAAIC OV Tid, BUGFS e/ IRt + 5
PVENDHD EEZD,

UL A E 2 | R oA 200 H S 7 DN C20E5C TR T A L& 6 WA
WA O ZIARNIL-90~-60CTHRIFTDHEX 6 WA LT 5,

2.R4  FRMFNZDONT

RAN X, FESAlE LT, AR 22 ALC-0159 F O ALC-0315 W ONS  TRFE D BIF 04 E D
FMHETICB W TORMEHDRFED RN OB OWT) CERL 21 4F 6 A 23 B AT %)
(B TRAE ORI TR E DS TIZB W TOAEHNGRD 5T\ % DSPC BNE £ 5,

HEEE X, SENAl O HELE DUV T, ALC-0159 [3AA] & it & > <7 E L OMBEERENZ 5 2
& ALC-0315 [IARKIORL 7R, MR~ DBGAR K OAFNZEH 4D RNA D= KV — L0 5Dk
%95 2 L. DSPC i B . - S 2 A LT
LEEDHL TS,

9
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2.R4.1 BHEKR ORBRGFET CZZERIZDWT
FEREIZ. ALC-0159. ALC-0315 KON DSPC DRI M OkBR F 1L N ZEMEIC W T, B E =&
B2 O RHREIT 2o v & ] L 7=,

2.R4.2 REMEIZDONT

HREH 1L, ALC-0159, ALC-0315 }¢ U8 DSPC D Hi[Elf G-mtt, AE#H G- 3K OV A FMEIZ DU
T, AFIOFEMERER (CTD 423.2.1, 42322 Kk10423.5.1.1) OFFRICESEHPALTWD, £, =
O FIRINF OBILFEMEIZ DWW T, FERIROEZR 5 HATE], SR & 28 B HRn (5%
FIARRBRIZ S S L= A _R—= 2D FIER ORI — A D Fi1E) I XD RGN 20 e LT
W5,

BRI, LT X125 25,

7 v MBI 5 KERH AN G2 MERER T, MF~02 (4 GGT O# & OVHHllE o Z2faqk)
DRDHNTVDLN, BEFHERITEVWEEZ 26D GR1IZBM) . £/, ALC-0159, ALC-0315 K&
O DSPC [ IAFKI O RFIEZ SR T D72 DICBBE LB HND Z EMD ., ARFNT Z S ORI %
THZELIEARREERD, LLanb, AFIOBEMRER CIXRMF ORERGFEEI T ST
W END, IRLORIMANL, ABIORE - HEICBRSTEH T & Th Y, FEHFIMEE LTHRDY
W 7pnZ &S] &l L7,

3. FEERARERHERBRICET 2R R UBEICRT 2 FE OB
AFN ORI & LT, 020 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)

FTvAT 2 v a il ERA LIEAS (BNT162b2) % HEK293T MAEPMIZE A L, HiJf (SARS-
CoV-2 HIsKAER S X L XU E) DFRBLN T T A K 7 a y MEKROSRREH# 1A TRl S vz, £ DR R,
HEK293T #fEIZ 3\ THUR DI B HERR S 41, FBL L 7Pt/ IMEERIZRE L TWe 2 &b, HUEs
IR TERREN., Taty T EBZTH I ENRBENT,

AFH| (LNP £ A BNT162b2) XX b T A7 =7 v a Uik L IRA LA (BNT162b2) % HEK293T
AR EN U IR~ DAY R R CHIRA D AAFER S 7 v —H o F A b U — TRl S 7z, £ O R,
ARFNFE R OARIEFEC B PR BT Z 21 98.050.2% % N 85.1+4.4% CTh -7, F7-, ARAIRE
P OARIEREO MO ATFRITHIRRE GE R T A7 =7 ¥ g VM) 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 MIBRZEFEERTHLT o UFT v U EBEES 2 L't ML RBD Hfn
PUE~OFES . NIRRT~ DFBL R S T,

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
GO SE DR S ., FERIZLLFO EBY ThoTz,
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® S X /R S1 KURBD Tk DAY 1gG HUADREET (ELISA 1%)
*ﬁaﬁénmﬁl IERE A ORAIES 7~28 A1%) OIfEF S1 5 1gG Hiik M O RBD $: 5711 1gG Hifk %
WIE L7k R, AR 22 PR R TR D BEAE DR TRD BTz,

® a— NUANARERHWHRIHUARORE (FFnik)
Bt S HERS ORBI S 14~28 B%) OMmiEFohfifiizs > = — K7 A A2 D % HuCH
E LRGSR, ARERTNZRPRPUROEANRTED bz,

® oG V7 XA 7O (ELISA i)
AR E 28 A DOMIEF 1gG 7 % A 7 (IgGl KW 1gG2a) ([ZOW TR L7-fES, Th2 fiaEAr o
FIEINE TR D DR o T,

® JHEMIIICRIT DA M AA VEAOKRT (Luminex 15 & OHIAANY A b B A v etaik) ®
AAKNEEE- 28 A OMMIE%Z S1 XX 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 OVIL-13 OFEAE T TN TH Y | Thl
N DSIZISE D RE STz, £o, xHHERE GREfRR G- 28 A B OPlEMla) &L T, AHl&EE
BEIZHS 1T D IFN-y, TNF-o X(F IL-2 #FEAT 5 CD4 X% CDS Bt T Mla OE G I L7223, 1IL-4 %
FEAET 2 CD4 BPE T MM OB S A B R BN D/ o7 (IL-4 1% CD4 FHPE T M o 2GR
i) .

3.1.3 FAKERER (CTD4.2.1.1.4)
T AV (k6 BI/EE) (2, AKIZ 21 HEERE T2 BIFHENES LT- & & 06 IR% ., KON SARS-CoV-
2 BRSO RRYLPHAE, FIE T B D el X A7z,

® S1 KRN IgG Frik K O FIFUAO T (BLISA k& O FnE) @
AFK| (RNA B & LT 30 3T 100 pg) 2 8 HBH 35 HZICRIT 2 MmiEH S1 K5 1gG HUiAR K OV Fn
PURZHIE LR, R40LBY, WTFNOFUAEL LD Sz,

#4 FH2EHEE 35 BROMIEF S1 R IgG ik kR O fidk

. S1 %5 5K IgG Hifk SRFIEAREN
AR R GMC_[#iff] 95%C1) _(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 13 © 631 94

a) PCRMRAIZ &V SARS-CoV-2 BENHER SN H2 D 14 BZRLL ERE U, MK & 72 o 72 K —38 fil2s BRI S L7z i

7 SARS-CoV-2 Hi3k S # v /R U BB T &R A LIoKIEME NN 7 A LR
8 A Ml A CEARITEOEHUAE (Luminex 1) | A N A VEEARIBEIIMAEAN YA R A L YEIE TR S U,
9 S1 K BE 1gG HUAIX ELISA 35T, HFIHUAIT SARS-CoV-2 (USA-WA1/2020 £8) % F\V 7= hfnik TRl S hu vz,
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® R HZERICI T YA b A L EADKT (ELISpot £ &K OSHRN Y A N A L Yetaik) 10

AA] (RNA £ E L T30 XX 100 pg) ZH&5 Lz v b8 Lo R M ERE S & L7 g7
FRIZEX VR, A R AV PEARE (IFN-y XV IL-4) KO A N 1A ‘/F‘i%ﬂiﬂ’?iﬁtiﬁ%%ﬁéﬂf:o
IFN-y 1%, AHAl2 BEIH#E 7 BLABEORBEMEZEKIZB W TRETH 7223, IL4 130T OREET
ﬁﬁf&otoik\$ﬁ1EE&QMHuVZEN%HﬂXﬂTMﬂ%%E?édM%@Tﬁ@
BN IFN-y & PEAET % CDS Btk T fIa o B2 g8 b= 23, IL-4 #PFEA T 5 CD4 B T fifia%k

DEEIMIDOT N ThH o7, U EORERNG . BHEEE X, ARIZ &S Lo ¥/ T Thl MifaEAL O 5%
EISENFEINT- EPHL TV D,

® SARS-CoV-2 MREE1R DRRGLSIH,/ FAE T B R Ot

AF (RNA & & LT 100 pug) ALK A 2 [ H &5 55 O YL CRFIRE 6 6, >t FEE 3 1)
DGR DR IZ, SARS-CoV-2 (USA-WA1/2020 £k, 1.05X106 PFU) ZBRiE X 7= 1% D@L K O
BRRIEER 5 OLBY Thoto, MIHR, AARECIAREICH TR DR ST 71 1
RNA I HRETH o7 Z L b RFE G KL DGz R R Sz LB LTV D,

£5 VANZARBROBERURERR

AT A ZE H AHIRE xfRE
U A LA RNA (KSR | S SCRRPRAE « 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) 1Tkl SEZU7 . 1HE @341 . 3HHE 236#) . 6H

) ) B (13 6) (<hi
FIREEAY 7 1 HE G661 3 HE (26 | qmimsg <o~ 1 BE GAHED L 3HE GAHED . 10

) . 7L 8 HE (1/6 fil) 1Tk HE (173 #) okt
i A 1 Bl RER L
Mah X #p R O CT Ay © | IE 5 SR A2 it oo B R, 9 BRIEN LSOO BT R Y
AR AOER © Bl WL
o BRSO RS mukfinEﬁﬂ mukfin§ﬁ

a) KB MM ERIR A NV ARES I R O6 R E, YNC T XIE8 BHE (7 XiE8 HRIIAKIBEDOL) | BIEAD 7 K
WHEH A U 7HLHCH © v A LV AEEEH 1, 3 kU6 HH, WONTAKIREL 7 L8 HE, xIHEHL10 A H

b) (KE, (KR, SpO, K OVMA%k, BIEH « UA LV AREHER 1, 306 HE, WONCAFBEGT 7 X 8 HA. T 10 HE

c) MAEH : VA NVAMEER 1, 306 HA, WOIZAKIRNL 7 XX 8 HE, xEEL 10 HH

d) XTIV ANVRARFESL 3 AR 2 E— 212, BEN D PEEOMER., WO 23R THIEE . BRI 19 o 72 BRRPER
H@r%#..wﬁ%ﬂﬁfﬁ 7&%'%'(1 ﬂ%@’:ﬁﬁ i?ﬁxri nub%ﬂtﬁﬁ")f;

e) HlMH : vA N ARES T T8 HE

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

3.2 RAEMKERR

N %wtiéﬁﬁﬁﬁ%iimémfw&wﬁ AENO LML, 7 v MNKAEMRNE S5
PERER (CTD4.2.3.2.2) 12317 2 —MOIRIEBIZZE D ORIl Shu, BEEF L, AAGIC L2 LME R, W
WRRR. HRARRR R DA PRBERE ~ DR BIIEE D LA TV RN E B L TV 5,

10 TFN-y }2 OV IL-4 PEAE 1T ELISpot ¥ C. HA b I A VBEAMIBEUIMIEN YA b A o Yetais TRl S iz,
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3.R BREIZIIT 5 EEOHM
R SNIZERR LU T OME LD o BT, A O IEER ARSI AR B ORI e &g L7z,

3.R1 FHOEREFIZONT

B IX, ARAIOERBEFIZ OV THEETICHIZ RO, BHEETIELLTO L 2 ICHH L,

KHND in vitro DIEFTT, FEAINTC S "7 EHEOFEMITORE 3.1.1 M) | ~ U A RO
JVTCORRFTT, RRIHUROFEE, Thl ARERL O ISE KON IFN-y Z FE/E3 2 CDS Bk T Ao
(312 B 3.1.3 /) | WYL TOMRFT T, SARS-CoV-2 BEFE %72 — i DS BA AN 5 73 e
Stz 313%MH)

AFNE SARS-CoV-2 DRE S # /37 EHZ 2 — F7 2 mRNA ZHI5E LTERALTEBY, Zh
IZE D HRPUADIER TH D S # L X B EEMBN TREA SN D, EAINES ¥ /87 EIZXY
e K OIS E AL S D Z & T, SARS-CoV-2 (2L DIBYMED TN RN cE 5 L%
bbb,

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

3.R2 ZEERIZHT BHFFHWERIZOWT
AFNOBAZE NG SN T L HAEE T4 72 SARS-CoV-2 ZHRMENME SN TWNWD Z & 2 E % .
ML, 2O O BRI T D2 AFOFFIERICOW TR 2Rk 72,

HIEEEILLL T O X S IZH LT,

COVID-19 O TIX. 44 SARS-CoV-2 D S Z L /X7 BN D614 (614 FHDT X ) BRINT AT X
f2) THLIUANARERTH Y AFNZHO STV S mRNA S D614 2 22— K35, —J5, 2020
2 AE LY D614G (614 FBRH DT ANRT XN T ) U UAZEWR) THDHUA/LANEIML, F4E 11
H B SIZHEW T D614G 2SS B b BRHEE  (89.0%) DFEWEAR L XN TWD W Fi2, A4 12
HIZIE S Z o 7 EICERERZA LRGN L0 Euv & S b 28 Bkkas, #[E (VOC-202012/01'2)
KOFET 7V A (501Y.V2P ) THESHLTW5D,

ARENOPHEFEE L0 15 DT g LRI KT 5 FFfEH % #ei 3 2 7212 Wuhan-Hu-1 #£ D S ¥
X (KRAFID mRNA 28 22— R4 % SARS-CoV-2 D S # X7 B LF U AZHTD) ([T 3 /R
BREMZT- 19 D S X I EBETEHANTY2a— RUA VAZER L, AFIOEKEREE L
BoNmEERANTE Y 2— RuA L RIZRT 20 fEEEZE L (K1) .

" SARS-CoV-2 BBk D 7 2 BRI S #H %2 A+ 55— & ~X—A (Global Initiative on Sharing All Influenza Data) 123\ T, 2020 4
11 A 24 B F TICHRANNEE SN 7z 208,147 BRD 7 X/ IEECSIIE R A f#AT LIZ/ER 2RI L7, 7eds. D614G 1T\ TR N
Fno T2 AR, A222V (14.0%) . LISF (6.7%) . S477N (6.4%) . LSF (12%) & Th o7, Tz, RT—F_X—2%&FHL-EH
INEGE Y EERE (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 KX DI1118H

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

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

LLOQ

102_

X1 FEEEEELEEZRAVEERS X VAV ERREBT SV a— FUA VAR RER

Wild-type (Wuhan-Hu-1 %) @ S # U XU B@EnF, KO IV BAEREMA T2 19 FEDO S # XV BREF 2 ENZIUEA LY =
— FUANZ GRIEMEANK T AV R) ST 5. AFIgEEREE 56 OMiGIZEIT 2 pVNsy (72— FU A L 2GS 50%E
L7z & 2 oPfRbusfl) 279 (E& FRE (LLOQ) 1% 300) ,

ZORER, ML _XRTO Y 22— RUA NV RZHT DR RERARER SN, iz, KEEKOMET
7 U CHAE SN A RBRICIGET D NSOIY 07 2 VBERZAETDH S XX s T, K417N,
E484K KN NSO1Y OEEDERAZRIRHZFFD S # L3y Hiln 1, SECTHE SN BRELE R UE
HBHEGTDHSH ANV HEBBEFERALIZY 22— RUA LRI LTS, AFIOHEEEE Lo
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&HesB H : 2021 4F 1
H27H))  AKNIFEA DS X L R_RIVBEERIAN A LT EOENEERT Z NG Tx5 L
B2 D, 212 L. BUERIT LTV 5 SARS-CoV-2 O —ERIZIE, TRERA2H T 5T/ 7 u—FAdiko
FOGTEDMENWE B RZHE XN TN D Z L (Cell 2020; 182: 1284-94) | S#H L HiT-/aE ﬁﬁiﬁxtﬁfﬁﬁ%i
RN DD Z L bBET D & BRKITKT 2 A Ol ZHUR A TR S LTV DD TidR<,
BERIZRET 2 ARF O FHERIC DWW CIE, BUERGEZ IS i ERINET 2 TETH 5,

HREIL, LT X 2IcEZx S,

BAED TGO U A VA TRD HID D614G KOFFEDOEREZHT5H S o\ EBEFEfMA L
ka2 a— RO A VR LT, REIOHHEERS L0 E N2 iy O FERA RSN TWAH Z &
LOWRRMREEEFE 25 &, 2021 1 A 27 HRER THAT LTV A A OB BRI L TARBIO—ED
BHWETIIIETE D L EZD, L LR S, SARS-CoV-2 O RNA A /LA & LTOEMZEIEIES,
COVID-19 [F] 8 & M & © K o B K w &£ B K X & & Tw b 2 ¢
(https://doi.org/10.1101/2021.01.18.427166 (#&fes®H : 2021 4E 1 H 27 H) ) %1 BETH L, 5% D
TATIZHWT, RANC L D% a2 Z BRI EBLT 2 AlREME b & 0 | %\M‘EHE (2 A
DOHFFIERIZOW T, RERTER b 5 S S HHRIE L, Bl 23S o 258 130N ZIgn U

TR 2%, WUNKHET 2 0ERH 5,
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3.R3 KM Y X722\ T
FEREIT . AFHEREIC X D002 L 0 . SARS-CoV-2 EILIFORERMN D 7 F L FERfERE L 0 & #Em
TV AT (REPRY Z27) ITOWT, HEEHICHALZRD, BHEHEIZLLTO X 5 I L,

SARS-CoV-2 U 7 F U 45FRIC K DIRBIEIR Y 2 7 OF M IHIF S TR TH 528, SARS-CoV-2 (ZHE
fEl9" % SARS-CoV TIXEMRBRICI W TY 7 F U HARIC K D REIMRY 27 n3fdE STk v, Th |
N OIS E N BT 5 Z L AVRIB ST % (PLoSONE2012; 7:€35421) , L7223 T, SARS-
CoV U 7 F > LAk Th2 BARAENT DG I X 2R B A 4HET 5 &, SARS-CoV-2 V7 F
PEREIZ LV Thl BARIEAL DS A DB SALAUE, SARS-CoV-2 JEYREDFEEIEIR Y 2 7 13K < 72
% EEZEZ LTS (Vaccine 2020; 38: 4783-91)

AHN DG I8 2 AR U 72 FERRIRHEBREAER T3, AAHFEIZ LY ~ ¥ 2 KOV T Thi BARRa AL D
FEINENER SN 312 KOV3.1.3 28)  F72, VA RERBRTIL, AFIHAE% SARS-CoV-2 %
RFELCH, [EX, i, SE K OISRV T T A /LA RNA BOFHSCORE T80 Hiv, AH|
FEHEFE D K & bl UL Mgl X RO CT BN XA Mo BE T ROBREIIRE ChH -7, S
HIZ, ORI FEAIMRAE TS Th2 BUMAREENL O N E 2 e T 2 i FRERIZE & £ 5 JAEMEAT Lo
B IRRD B R o 72,

Mz T, & N CORFIERMIZ LDV A N B A VARG Z1T o 72, WA T AER (BNT162-01 3
BR, CTD 5.3.5.1.2) Ti&, ARAWEFSL OPEBRE S5 ORI EZMAE S % L EOXTF R
THI L= & Z A, CDS BEME T Ml Tk INF-y OHIINA, F£7- CD4 B T Mifid CiX INF-y LTV IL-2 O
HNDSHERR ST A3, IL-4 DI & A ERHER ST, Thl BGHMALENL O RIE IR E D3R8 BTz,

PLEZEEE 2 DL, RABERIC L A2EBHRY A7 13TRNEE XD,

RS, EILOBLS D OHEEOHAE T/KT D28, B FTORABEHRY 27125V TIX7R3.6 T
Sl &= Mmatd 5,

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

BN SUIASE A F T2 FERR AR S B RERRBR X e S L Tu7eu,

AENZER SN D LNP XUTE OHEKIEE T D ALC-0159 U8 ALC-0315 % F\ 7= FERG PR SR Eh ek
Bre LT, I, i, ARG AR OWRIECBE 9 2 sBR o sl 23 1R H S hv T,

7w borfE, B, JREOFEPIZE TS ALC-0159 & OV ALC-0315 O¥EEIL LC-MS/MS ¥ (& T
PR o e KL OYR : 4.88 ng/mL, 3 : 6.592ng/mL, ATHi : 19.53 ng/g) (Z KV HRIE SNz, v T ADAEKRA
BTNV 7 27— BBETRIEEIL invivo A A—V 2 7 VAT ALV IES T, LNP % 3H T
TR LTy T = T —BEE 3Bl mRNA-LNP % 7 > MG L & & OAEREE O mei E1x
IR T L—va UHEAEICE DVIIE SN, invivo A A—20 TVAT AR ONEIRY > F L— 3
VEHEE O E & T IRIEEHE ST e,

RE. FRZREEORVIRY | PK RT A —Z X EHETRL TV D,
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4.1 WRIX
411 N7 =25 —EBIETFHEE mRNA-LNP OEFEFIRNZR SRR (CTD 4.2.2.2.1)
7w b (3 Bil/ER) 12V 7 = T —BIBIE 7Bl mRNA-LNP 23 RNA & & LT 1 mg/kg (ALC-0159

1.96 mg/kg M Y ALC-0315 15.3 mg/kg) HLEIFIRNE G- S 4u, ALC-0159 KUY ALC-0315 O [fiffEH PK /3
T A =% O ~O o3 A A3 et Sz, Mg+ O ALC-0159 KON ALC-0315 ¥ D =l L 53 A fH
TIXZENETN 1.7 KO 1.6 K], YA TIZZhZ 72.7 KOV 139 FEE CTH 0 . 2o g
(345 24 BERE E Cliem MR IR O 1%K & e o7z, £z, &5 24 B E TTE00 72 fFg~D
DAADMRD BV, ZNENEGREOK) 20% % UK 60% 23 FIRIZ 554 LT\ b EHEE STz,

42 i
42.1 N7 =27 —BELEFFHEE mRNA-LNP OAKNSAR (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 S T,
KWOMERA » FThHHEE 6 R OG- NI OIS 7 T /WTZNZR 1.0X
10° KUY 5.0X107 p/s ThH V. £ OBITREIFHNIHED Uz, FT 7 T /TR Tl 5 48 Kift]
Bl ST, BEIALTIIRE 9 ARSI (U o ERiEE A ARk 5/ ThRilshizs
v 7 770y MEFHEE TRT Lz,

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

Z v b (MERES 3 BIEE) vy 7 = T — B R 178 Bl mRNA-H #%23#k LNP'S 23 RNA &= & LT 50 pg
BRI ANBEG S, %5 48 FEEI#% £ CTOMSTEEDMRR A AT STz, BEG-EMAL O i RER 1%
Be b1 BRI IR @ A (394 pglipideq./g) 7R L72th. #RFFZIAD L, 5 48 FEf 1% Tid 165 pg lipid
eq./g Th oz, BHEMLIINCHETEEN GRS DT E2kARkix, K, M, BB R OUIRTHY | &
. 8~48 fil & i imfl (4L 26, 23, 18 N 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 AR ROFIZ7m Y —2A0 S9 By K ORHMIRIZ, ALC-0159 X% ALC-0315

(BRI - P 7 1 V) — A KOV S9 W43 Tld 1.5 pmol/L, AFHAE 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 DARZEALKR D7
FRIGIE. TN TOREIT 90%U ETH -7,

~UA, Ty b HAKRRE RO S9 EiSy, K ONMMERIZ, ALC-0159 XX ALC-0315 (Ff&iRfE
10 pmol/L) Z ZAEFLUIN L, 37°CT 24 FFfH] (FFMfe Tidk 4 FFfH) A > % 2 ~X— k L2 OREH 23
BEts iz, SEWFEO S9 iy L ORFHAL, W~ 7 A KT v FOIMRIZEBW T, ALC-0159 Tl
7 2 REOMKG Y, ALC-0315 TliXom AT I/VEED IR R H3 Wz S iz,

9 KRR CIXSE RO R AR D 3 50 LNP IZENFNNY 7 = T —BilEEFHBL mRNA &3 A L7245 E (LNP 5, LNP 8 }2 (8 LNP
C12) IOV TOERNIA IR STz, AE T, ARBRUSAOTXCTOIHHHRRR, BRRBR L OAH (HRTERA) o8
H42% LNP &R UNEER Y AT 5 LNP 8 & V- MahE oW+ 5,

9 Ly T 27— PG TIEI mRNA %, *H Tk L72 LNP CH IZ#LMNIARANCE AT 5 LNP & [ UK K O R ) 18
A LT E,
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F7o. 7w Moy 7 =7 —BEE T8 mRNA-LNP Z HEIFFIRINE G L2 & & 19 oRh 14 B &
ToOMmE, R, ELOIEY 7 a2, P BRERE Y v~ 75 7 0 —E&SHrEFCH
TE ST, ALC-0159 DAGGEHIINT L ORI S b ST, ALC-0315 DG V27 v g
BEDPIRF DD, KO 2T VIR 3T T OB 2 B S 47z,

PLEDOFERN S ALC-0159 K TN ALC-0315 X AT VI X T 2 RIEDMKDAEIC L - TSI
WENDZ ENRE I,

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

Fw h (3B 1TV T 2T —BEE T35 mRNA-LNP % HaEARNE 5 L2 & & 0 FEd K OYR
H1D ALC-0159 & O ALC-0315 23 et S iz, 54 336 Kfff £ TIZ ALC-0159 &KUY ALC-0315 O RZA L
RIFFEPICZ LTI 47.2% K O 1.1%'7 23 S, IR P ORZEMRITO T b E & FIRMERT CTH

-7,

4.R HEHEIZBIT A BEOHRE
FEHSINTEER O TOMETE 0. I, ABNCEET 2 FEE RS EIEIC, RO RMEIT /2L
F B L7,

4R.1 KFIDOIEHRAREDBIRRIZ OV T

HREIE, A E O IR R BB I B S TN 2 & D AFI DY EEEIZ DV TH
I AR, BHEEFIILL T O L 9 ICH LT,

AHNE mRNA Th HAIEZL LNP IZE A LA TH D, @H ., mRNA TEKNICERG IS &, 4
RN OEZRE & [AERIZECITRET S LD 28, LNP IZEF AT 5 Z & T mRNA M s Z Ll imE
AIEAICHD A E AL, MRENTY N7 BA2RBT L2 L gL 2D, £D7H LNP IZEA LT
mRNA BHIOAKNEIRET, HASN TS mRNA ICE B BEZITH 2 L72<, LNP ITKFTHLEE
bbb,

N7 2 7 —BBIEFHEBL mRNA-LNP Zf AN L7c & & D4R Z 5 L 72 508 Ofs F
5 (42 BW) . KFIZHENEES LA, AANIEICHRGEAICHM L, —IiEesy (IS ~
—BFICAE L, ENENTH R TEERBIT 208, WTNOHAL T LRI ORI & & HIZARF L)
FEL LT NI EIRERT D g s,

PRgIL, RS oM A TR L, 2 S IFERREDEN BB AL & . AR OSBRI
T TE O 1T ATRE & HIr L 7=,

19 CTD 4222
17 ALC-0159 % ALC-0315 OFEMEUIRFOREM (ug) /HH5EF (ug) x100
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5. BHRBRICET 5 EE R UEREICR T 5 EEOH
AFNOFEMERER & UC, KB G-FERER & OVAEFE S 4 FEMERER O ilE 3 it HH S 7=,

5.1 HEHREFHRR

AHN Z T2 B A3 G BRI X S S LTS, AR e SR oM (A 1%

v MBI D REFHANE S EERER (CTD 4.2.3.2.2) ORI G%OR R0 L S, AFIHREC
LTI <, RFEGEACE T D, IR A (B +0.54°C, i : +0.42°C) . HIMLEROIEIN,
SVER & LR B ORI GRS iz,

5.2 KEHSFEERBR
AHN M OAFN D 2 B o fm{baio g (BNT162b2 (V8)) B ZHWWT, T v MBI 5 RIEHRNE
RN ER SN (E6), TRATRIL. BEEMICBIT A2 RIEEZLTH - 72,

#6 REHREGEHRER
g . A& s MR WATE R
WBRE | ey B33 (ug RNA /body) ERPTR (ug RNA /body) | CTD
1000 : R EA B G OEZNE - RIE,
HifER (Vo oSBR, BIER, 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 < BF3ETY) EfHE : B

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

MR (Ui, SR, AP, AFRRRECS
EHIEHR) ORI, 71 7Y 5 RO
W RO (a-BRMEE 2 RO
yay a7y ) O, O ZRIL
Et Y

09 . 30 60 42322

a) RBR 1, 8 LON1S HIZHE

b) 300 mM R 7 v —AEH U EEREE KK

c) BNT162b2 (V8) (2.0 uL/ug RNA)

d) ABRAIEIR

e) Al (2.0 uL/ug RNA)

) BEREHEATE 17 KO 38 HICHFIHEAER I TV D

53 ERBEHRR
AHFNZE £ D mRNA (TR DOEERR ) D &R S v, FTdshngl (ALC-0159, ALC-0315 & Y DSPC)
HBEEMEDBREN 2N b QR42 BH) . AHl%E HW @ B i MR 3505 STy,

54 MBAFMRER
ABNIEGR TOMEAN 6 1 A LLEKG SN D ESRE TIERWZ &b, AAIZ W08 AJFEPEREBRIE
i KAV TR,

5.5 AREREABERR
?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 VKIS, 5F v v PHEERO3RY ABEBFR—THY ., WERICEBT S Z & 23R
EhTnsd,
18
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K7 LEREBERR
F e

L ¥ 7R
smoms | amr | 1| memm (ug RNA LA (1g RNA IRHBOR
I
/body) /body)

ZhhE [SEL7] B (—H
KO R F 309 (RERD M. ZEFERR) 30

T O ) ;IR K OMEEE DA
FEAE, W - R HfE I - AT 21
WFA, A 7> b WM | B~ 20 H 0, 309 [ =Y IR - KU 30 4235.1.1
A} OF HY ZE | (Wistar Han) Gham) 309 2L
% O % LA
[ S X NI) F1 AR F1 (4142 : 30
BEAERABR 309 AL
a) AFRHT21 KON 14 H, R 9 KTV 20 HICHE:
b) AERAIEIK

c) Al (2.0 uL/pg RNA)
d) ZZFLELHT, xﬁﬂfﬁ 21 B GEEUIBERE) KOV 21 BIZRT 2R, 4R 21 B GEEUIBER) ORI, ROkt 21 HO
F1 HARIZB W THRFUAS R STV D

5.6 JRPTRIBMERAR
AFIDRETREIEZ, 7 > MR 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 BHEICRIT 5 RE O
FEH SN ERE OV TORET LD . BRI, AREIOFEMEIZRF B ORIEIX 720 &Il L7,

5.R.1 FHB~DOEEIZONT

X, 7 v MBI 2 REHANEGEFHERBRCRO bzt GGT ORI & ONFHiE D22 aql
IZDWT, AFIEREIZL D S TORRMEEZHIAT 2 L oKk, HFFEEIUTO L S IZHP L

7 v MBI 5 KEMANEGREEREBR TR0 DT GGT DI OFFHIE D 22 fafb o3& Bk
FIIRATH S, LnLann, ot Wik, BREFZAICIEREICEEI L, FREO T
MBI RET 5 2 &, ABNCEEND LNP 2 W27 v MBI 2 IEEERED BN IERER C, I8 DT

DADPHERSNTNDZ 0D (41 LN 4228) | IFESIFMRICERD AENZ LIk 4AT
t%®&%ﬁéh6 M GGT O¥IK OO ZE I LI, W 4L S EREE DD RIE MRS Hiv7e
T ARAIF G K0 B OVESE R~ O A e 2 99y BRAR AR 00 A L OV AR MR A (i H ALT,
AST, TIWHVHEAT 7 A—ERORE UL EY) OB BRD LNRNT LD, Wb B EE
BPMERWETR L E 2 D,

AFBEREIC L D F TOREMEIZ OV T, HEFh C4591001 REROF /AR S— k (7.22 &) (21T
HIFIER DB EEFRORIFGITER S D LBV Thote, £z, EN C4591005 Bk (7.1 ZMR) 12k
W, FFIREREEICET A2AEEFGIET —2 Iy h47H (202141 H 5 H) FERTHEINL 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)

AT, T v MCBU DR ARG #MERER T

AHIRE 7T RRE
(N=21,621) (N=21,631)
n (%) n (%)
JHFAEE s @ 14 (0.1) 5 (0.0)
RRA S 7 (0.0) 2 (0.0)
REEAT A 3 (0.0) 0
IEEES 2 (0.0) 0
RS A 1 (0.0) 0
TV o — U P TR S 1 (0.0) 0
JIEL S P 1 (0.0) 0
APEREFE S 0 3 (0.0)
S 2s 0 1 (0.0)

N=FRTRIGER, n=3Bi514
a) MedDRA &REBIKME (FIGERREE) ICHEENHFR

RO BN A~ DREIT. Wb wmETE

FOEROFTR LWL, AAEFEIC L D F TORFEMLICET D U X7 3R &4 2 HEEH O A%
ANATREL B R D,

6. EMEAFRBRKL OB HET 2 00, BRREERBRICE T 2 &R B I B 1T 2 BEE'E O
YT DB FEM S LTV R,

7. BRREE MR QBRI R EMEITEE T 5 BRRE TSR T 3817 2 FE OB

AIMER O LV 2RHMIER S LT, & 9 1TRT 2

(BNT162b2) D& & L TRd,

mE RIS N To, ARIOHEIIASE

£9 BARBROME GHEEED
Eﬁ wEg | e RIS P - R KO H 1
il Cas01005 | 171 |20~gs e |[AAEE < 120 AH 30 ug XE7 T £ AR % 21 A RIF %%&
PR 75 REE : 40 f < 2 [ A P BERE o
G U
S B Pt TR N— b
A= AFI L BNT162b1 | AHl 10, 20, 30 pg, BNT162b1 10, | - 5 1 /35— } :
18~55 7% & D& B E K OKFEE|] 20, 30, 100 pg OWTRNUTS | wettk
. W 65~85 7% JB8 o AREY 12 41 FERE 21 ARIFET 2 [IfARN|  BRE
ifE7h| CASOT00T | LAV 4y gy FIUARE AR B B BT/ S— b
S I/IMARS— B |« 5 I/ S— b < B I/IMAR S— b AN
12 el BARERE | ARHIEE © 21,999 fl AF30ug ix7 7R %E 21 BE| etk
TR 21,999 B | BEC 2 [BIfH PN

a) BNT162bl : SARS-CoV-2 ® RBD % 22— K925 mRNA 2 EH T HEM T 7 F

b) AHIKBNTI62b1 @ 3 & (10, 20, 30 pg) IZFNZFH 18~55 mk K N 65~86 ik ODAEHRE D 7 71— BNTI162b1 100 pg (2 18
~55 DT I — T RNRIE ST,

7.1 EWNE 1/I#H3RBR (CTD 5.3.5.1.2 : C4591005 3Bk, FHEHAR 2020 4 10 A ~ffseH . 7—F I >
rA7H 20214145 H)

20 mE LA E 85 AT D A A AHEEE N & xb 5 (HAEBIEL 160 61« AKIRE 120 B, 7 Z 2 REE 40 1) 1,
KA DL, BEMER OREFM OB 2 BRI L L EEA(LBIEE SR 19 7T &R RAATHERM
LGRS E PN 2 Mk T I S vz,

9 EERE . RBOEEEM, BT k=S — WA Y v 7 QRIS R OHEREERS) 1XER L Shic,

20
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FE - HEX, 1R (ORAI30 pg U7 Z78AR) %21 AMET2E (Day 1 LT Day22 (FF45HIMH]
X Day 19~23) ) | iANEERET 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 & ShvT,

F 7o, EELAL 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 IR AR RN, A
FIRESRIERMELER  (ERTICHLE L7 2 [ B o#fE 452 (T, 2 [B] B #2552 IR I E 5 R 03
Boniz, IRREREFEED S O ERREBL 2V ERIESHEGR SHTZEM) SHE SN, Ykt
HOFERIZHONT, 2021 1 A 29 BHREA TSI CTH Y | SRS LT, A E TIFBEICHE S
TS bl T RE S MR - O FE R A 7~ T,

Rt T RE S EAMESE I Z 5 1T D 1RERIE 2 Bl B HfE#% 1| 7 H @ SARS-CoV-2 IMi{E At fio> GMT
O 1 [E] HBERRRTIC 65 2 [B1 A 85/ 1 9 A ¢ GMFR [iff] 95%CI] 1, AAIEE T 489.9 [420.4, 570.9]
J (N 48.1 [41.3,56.0] . 77 EREETI10.6 [9.8,11.4] KU1l [1.0,1.1] TH-o7=,

HEMIZONT, BIEHFITIUTO LB & e, AEFROEEEIITIY 7 F - ORKRARIZ
BT 5 BRI R IR T 5 FDA %A % 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 417,

® [URFMETFS (RFTAUL 2V (EFEAER ., BARKOMER) ROVEERIG GEEL, 957, T, &
e MERE, AL BAE R OBIER) ) TRBREA RIS 7 B (BBRE ARSI LY W%)

® GEFL (KEMHEM7 HH E CICHBRE HEECIUE SN D S SR<) IRBRSE | Bl H B
RE» O i Efli e 1 WA £ T

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

Rl 7 ARSI L SOSHPEFR 23K 10 1T,

£ 10 BBREAEEER 7 HMICBT 3 RCEEER (RN IRER)

1[8H 2 [alH
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
EHRIE

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

B3NSR 17 (14.3) 2 (49) 29 (25.0) 0
N=fEHT 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 A RSO B ICIEAH 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% Q1961 . 77 vREE73% (3/41 1) KOO0FITHY ., 2 FILLEICRED bz AESH
ST BUHSAER ORFIEE 3 B, 77 BARRE | ) R OUER ORAIEE 2 B, 77 BARH#E 1 ) Toh o7z, SARS-
CoV-2 [EYLX> COVID-19 FIE I BT 5 A FEHFGITHE SN TR,

T—=2y  AT7H QRIFE1ASH) FTIRRCKCEERAFEFRIIRD NN T,

FUEICE S o A EFFLIT, AARE 16 GEE, 557, SRR, BIER & OFER) 12780 B,
TESHALETR R QBRI EE CTh o7, W BIRBRIE L OGRS Ll S, BRiTEE TH

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 AH 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 A14H) )

721 HIHES—F

18 ik LA b 55 3 BA T 0N 65 kLA b 85 kLA N DR A 6f 5 (HARMIE 195 1] « AAIRE 156 5], 7
TAREE39 B 12, AFIOLEM, BEELOREFEEORGZ BN S LEEEALBIEEER ? 77
tﬁiﬁ%ﬁﬁﬁif‘ﬁtb%ﬁ%ﬁ#*l@ 4 fiR% CHEME S iz,

FHVE - AEE, 1R ORA) 10, 20, 30 pug A L <X BNT162b1 10, 20, 30, 100pug. XiX77&AD
WY & 21 HIEIRR T 2 [B] (Day 1 XU Day22 (GFASIRIL Day 19~23) ) . MiANEERET L2 L &
SNz, WEEIL, K7 —7 (KFIXIE BNTI62b1 O ERN R OT T R LEREN OMEE

(BNT162b1 100 pg 1% 18 kLA L 55 sk LA F oo A) | §H13 7 v—7) T ez, BIEAfLENTZ, 2B, K
FlE SARS-CoV-2 D S # RV EDRREMAREZ 2 — R9 25 mRNA Th Y, BNT162bl |% SARS-CoV-2 D S
2R EDRBD &2 — K7 % mRNA Th D,

IEAEZAL SHLT2 195 B (-7 v—7" 15 B« ARFIT BNT162b1 B 12 B, 77 & AREE3 ) 262 1
[ LA _EVEBREE AR S d, BB EVERAT R REM & S,

2B, RETITHGENGTH HABOFERIZ OV TELHE L, BNT162bl OfE 5% 7.3 THIZFEH T 2,

BZEMICOWT, BRI TOLRBY &S, AFFROBEEEII TV 7 F o ORERFARIC
BT D E MM R BT 5 FDA 5 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 & 5l
S,
® [SUNRMEES (RFTRUS (ESEAERE, AR KOMEIR) KO RG (%’“\éiﬂ W7 B, B
Mant, TR, SRR OBAETR) ) IRBREEAS RS 7 A (R HESIC XV W%)

® GEFZR (RBRIEAIEHERE 7 B B £ CIloHBig B 38 CIE S 5 FOGE] |$$§?f§ﬂ‘< ) IREREE 1 [
H SRR B i iR 1 WA R T

o HELAERR AL 1 [7] B EAER ) O R BT 6 W H £ T

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

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

£ 11 BBREAEEER 7 HMICBT 3 RCEEER (RN ISER)

18~55 % 65~85 %
AFHIHE AZAEN i ARFHE 77w R
=R Fefe[m] 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 (%)
JRPT RO
S i 1] = 8 (66.7) 8 (66.7) 11 (91.7) 0 4 (333) |7 (583) |9 (75.0) 0
PE 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
iR 2 A H 0 0 0 0 0 0 0 0
A5
e 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)
o 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 1[5 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 2 A H 1 (83) 0 2 (16.7) 0 1 (83) 1 (83) 1 (83) 1 (111
N=fRHT 6t GBI, n=FBUIHKL
AEFRZROCRIFOCOREBEEX, 12080 ThoTo,
£ 12 RBREREKERRL 1 VA I CORBEESESUNOEESSRUVBIRG (REMMTTRISRER)
18~55 % 65~85 7%
ARHIEE 77w R R AHIRE 77 e 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 (%)
FEFR 4 (33.3) 5 (41.7) 5 (41.7) 2 (22.2) 1 (83) |2 (167 3 (25.00 | 2 (22.2)
Il 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 FAT7H (KHI30 pg B 0 2020 4F 11 H 14 B, ZOMOBFERE : 202048 H 24 H) £ T
T H L OVEBR T IEICE > T ERERITBD DR o7,

HEERAEFFGIL. AH 30 pg B 1 BHTRMHREL CHUNTMRE L LTRE) 28®EIh, 155
L DR FEEMRIT A E S, B50FH1E 2020 46 12 H 16 BB R TREIE TH - 72,
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BRI R AT S H 12DV T, Grade 3 UL RSB E LT, U U7 EREIAD 3AA 10 pg #EM N30 pg
BEAS LB, B UL EEINAARA 10 pg B 1 FUIRD bz, Wb 1 BIE#ERES 1~3 BIZHEBLL,
1@5%@%6~8Hi?’ﬁﬁﬁ“lﬁ’@@bkﬂ> HE AR ﬁﬁ@@ﬁ&;mw%ht)/ﬂ
BRI D 13—k (BEFE 6~8 H CTRIE) Tho/mZ &hnb, U SERAEBTIEi< U v S EREOIC
é%@&%z%ﬂ\%%%Eﬁiﬁwkﬂmbfh%mmﬁﬂ~k?i%%&ﬁﬁi&ﬂbﬁw:kk
L7z EFL T 5,

722 FHI/MAESS— b

12 s PL EORERE N Z 550 ARIOF MR N ZEEORGF % B & Lz BIEAcBlsEgR 2 7
7 e A RO TRER SR NS 6 W IE CKEL, KA, b=, 7790 TABCFURUMET
7 U A1) | 153 fEgk CHEME S o, ARRBRIT S ) 18~85 ik A2 %tg & U CREBRBAtG S =23, XV
HEIAVVER COREM 21T 5 72912, 16 Ll EZ2 R E T 25t EICAT S (R RES 6%
2020469 A 8 HELE) . FDH I HIZ 12 5%~15 i & BT 5B EE S (GBI b
FiL, 2020 4510 A 6 HEE) o ARG OWTIE, RERBEAAIE 29,286 f4i] & L TaFHE éﬂkﬂu&%S
B (AFIFER O T 2 REEA 21,999 f) (A H Stz (GRBRFEMFTEES 6 i, 2020 49 A 8 AE) .
B, EDHH 12 E~15 OMAIUTR K 2,000 fFi & BRE S V7, RITKT 5 BRI IERERET S
TEY, 12~15BOEMIEB T 5 EER BN TH D RERME, ZetEk OREMEICET 57— &i%m
FEERE R TR LTV RN | 2070, AREETIX 16 L EIZOWCRHMET 5 (RARHFEIT 16
Wl EExtg e ST d)

M - &I, TR ORAI30 pg T 77 &R) % 21 HRFEFET 218 (Day 1 XU Day22 (FFAHIRH
I% Day 19~23) ) | FiRANEERET 2 2 & & Sz, HBRE X, Fin (12~15 5%, 16~55 5%, 56 mLh 1)
ThER S, EBEAINT,

BEVEIZOWT, T—% By bAT7H (20204511 H 14 H) FTICEEA{L ST 43,548 Bl 5 5
43,449 Bl 1 BILA EIRBEN R S, 20 9 BRIEZ BT L TR o ToARAIRE 1 2R < 43,448
(RAIEE 21,720 5], 77 & AREE 21,728 ) DNRAEMEMBHITHRER & Siviz, £, MM G4ERM
DG YEERF A EEAUNEE STz 8,183 5 (ARAIRE 4,093 5], 7 Z & ARHE 4,090 i) 23 SIS I ERRAT % 5
£ 20 L S,

BHHMEIZHOWT, F—=F Ty b4 7 H (2020411 H 14 B) £ TICEEAL S 43,651 flo 5 5,
&W4W(ﬁ@%ﬁ@@ﬂiﬁméﬂk%ﬁmL2@E@§@éﬂﬁﬂok3m1ﬁ\2@9@@759

TIZE KRR FE R B E OB H > 72 371 #i] 27 | ﬁﬁ%m%"%%ﬁﬁ’Aﬁbﬁw:&ﬁ
#%Lt&ﬁlHiéﬁﬁbfm@ﬁotlm(ﬁﬁaﬁ)>%ﬁ<«uwm($ﬁﬁﬂmwm
7 & AREE 20,244 ) SAEMERHN ATAESER 28 & S, EERMNTRIGLER L Sh,

2 BNT162b1 BETIE, Grade 3 LAED U 2 SEREBUD 1T, 18~55 FREEM T 10 pg BF 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 bEMEEA TRO L, KA TEEL TV,

W Wk IRRILMEA, B —T 4 F— & — BRA X v 7 (RBREEFHRE LOBREARLS) WERE Sh, £, FERTT
DBV L 72 DY 2B  IGBKIEE 1L B R & Sz,

B F—B Gy NA T T, 12~15 mOERE OWRE ITIIAA 49 G, 7T &R 51 GINERE SN, 2D OWBRE A ERRAT
RIGHEMITITE EN DD, LRI SEIITE N TV, FEFMEIC OV TR, 12~15 mER O 16~25 mERICKT 2
ILMEZFTET 5 Z ENFHE STV 5,

200 JREBRFEMFEEICBW T, BRACHAAN B D R & ?g 6000 1 % %t 5 %&‘%ﬁ%‘ﬁ%%ﬂl%@“é: ERHE STV,

) VRBRHEHERE T B 5 i 283 15, R BRAMLYED M 43 1, T — &2 OIEFENMEIC BT D i 43 16, BEFIER I 5 ], R RER S T
5 3 5] (E#’Ea%ﬁ)

1 [A] BB 19~42 B2 2 BB ORBRESEM A3 0F, 2 [ BEM 7 A B % CIBBREMFEE D OF KMV e\ il & e
7z,

<)

24
aAIFT 4 HE_T 7 A P ERRAS L REKGRITAR D S E



ARPEIZDOWT, FERHEHE B IX, LU T OBERFE (Z31F 5 COVID-19 #EEH] (1,000 AME&H 72D DIEHR
3L 2 [7] HEEFE% 7 HLARED COVID-19 F8iE) 123D < VE (VE1 X OV'VE2) & &7z (VE (%) =100X

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

COVID-19 fE %, COVID-19 23804V DAEMR (FEEN, Hr 7o 72k STk D #AY Fr7- 72 B X
LRI OE G, HEFE T e i PR UL AR OIEAL, Bric 2R IR D1 K, W%T TR
M) 25 1 S0 EgEO L, SPEA T 7 COZBIEIEMRAEIZ LY SARS-CoV-2 BPEN RS S AL iR E

LEFRINT,

AGRBR Tl VEL ORI & OCMELEMEC L 2580 R d k4 B i & L7z PR 232447 4 [7] (COVID-
19 feEFI 20 7e < &b 32 61, 62 B, 92 il e TN 120 FiIERES) FHE ST =2y, B EOBRHEICZ XY
1[EIH (32 BIERMR A (T, BRI 3 3] (COVID-19 fEERZ D72 < &b 62 i, 92 Bl
O 120 FIEERER) ICRHIZA S Sz (GRBRIEMFHRIZES 9 i, 2020 4F 10 A 29 HUE) . ED VE 28 30%
DA ORBRERORIIHEEE 0.025 K& T 572012, PRIFHT & QBT O A 2hPE D G 0 J e
il (99.5%K% 1 98.6%) M EHANTHIE STz,

1 [E] B ORI 94 BISERER AL CFEM S 4L, MEITIZ VT E D VEL 28 30% (FDA A &
A (Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19) (28T, #iatHy
7R L LT VE OF—FEOIRRZ M UNZHHFE L7z CL O TR 30%% LASH Z EA/RINTND

\ZHASERIE) & LA FHMER (>99.99%) X, FANIHE SNz AohED A (99.5%) % LA
ST, EDOW%, AT E LTI S e /e < &b 164 1F T, COVID-19 fEFIAZIRIZERM S
722D, 2 B LD NI S e o T, ek, RISRNTA TR b BRIEITHER ST
W5,

COVID-19 e E B 75 164 FILA IZ )z U7 Rp . (R#&MENT) 1238175 VEL KOV VE2 13K 13 D &Y
Th o7z, HD VEL KO VE2 28 30%% LRI 2 FEHZMERITNTNDG >99.99%TH D . FHANIHE Sz
HOEDHENE (98.6%) % ElAl~7=, 7238, VE1 KO VE2 Olifi]l 95%CI (Clopper-Pearson i£) 1ZZ42E
i [90.0,97.9] KO* [89.6,97.6] ThH -7,

£13 HBHE2EHEREE 7 UKD COVID-19 BIEICHT BT 2 Fr OFSE (LM ieEm) »

N COVID-19 IRl 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 o 17511 VEI : 95.0 [90.3,97.6] 99.99%
YRR © 2 [ ARHIEE 19,965 9 2332 18,559
= 0 0 94, . . >99.99¢9
b TSR | 20,172 169 2345 18,708 VE2 : 94.6 (89.9,973] 99.99%

N=FRHT R 2%k, n=1BBMARICE S L0 56l

a) HIV BPEgbag (e T EEE R 00 5 HAKIEE 68 B, 77 B AREE 72 4)) 1 3TRLREHT5 2 L L &N, FITICITE EN TV
W, HIV BiE#E5RE O COVID-19 feE TG 2 3, AFRE, 7 78R BHEWThb 0l Th o7,

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

o) IRBRIKEERERTYN G 2 (Bl HHEME% 7 A LLATOD SARS-CoV-2 EYLHE
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BRI OWTC HEFRROEIEE XTI 7 F o OERRBRIC BT 5 EaM R EICBI 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] A R 5 2 WA 14, 9%(6483/43 448
Bl) . 2~4 A 5.6% (2,433/43,448 B) | 4~6 TAI 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 f3i]) |
12~ 14 FA 1.8% (780/43,448 ) Th -7z,

FHEHMITILLTO LB & shi,

<IOSIFMERRAT R REEF D 7 >

o JUSIRMSES (RFTRIE QEFEMLER, AR L OMER) &K O KIS (%%’5‘ W7, B, EIE
WERE, R, AP KL OBEER) ) TRBRCRA R 7 B (BB AEEIC LV )
LR AT e GERF >

o AEHEFL (RUSEMEAT A REM TIRBCEA R 7 A B £ TICHERE ARE TR S 5 ROSFME
HEFRS) - IRBRIE | ] H BRI D e iR 1 0 A

o HEAAEES IRBCK | 8] HBEFER ) b R % 6 U H

TR RIS 7 HRISRRO DN ROSEMEFRRIIR 14 D LB ThHo T,

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

1 [RIH 2 [A1H
fgs, AFIE 75w AR AHI 7T b AREE
(N=4,093) (N=4,090) (N=3,758) (N=3,749)
n (%) n (%) n (%) n (%)
JRFTEOE | FESHAIE R 3,186 (77.8) 488 (11.9) 2,730 (72.6) 372 (9.9)
FoR 189 ( 4.6) 45 ( 1.1) 243 ( 6.5) 26 ( 0.7)
JiE AR 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)
SER 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 (9.5) 276 ( 7.4)
7 P 738 (18.0) 398 (1 9.7) 1,260 (33.5) 260 ( 6.9)
RAFR 406 ( 9.9) 247 ( 6.0) 772 (20.5) 170 ( 4.5)

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

AEFEG K ORIR)ISDFRBLEIE

WLTE-AEERLVRIKSIEISDEBY THoT,

26
2 ST o Wit

77 A ikt

WX, ARAIEE 26.7% (5,770/21,621 41]) 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

Rl AR AR D A




£ 15

BREEMKEREZ 1 VA ETIXOThLORT 1% A LIRS ONEAEBR R VBRI (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 (%)
LS 5,770 (26.7) 2,638 (12.2) 4,484 (20.7) 1,095 ( 5.1)
TSR 2440 (11.3) 322 (1.5) 2,437 (11.3) 316 ( 1.5)
FEEN 1,255 ( 5.8) 68 (0.3) 1,242 (15.7) 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)
SER 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)
3] 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 515, n= B

F—HHwy FAT7H (2020 4 11 H 14 H) £Tl
B) . 77 eREE4H (RIRAR 2 6,
& OREBERITEE S Lz,

HEMLAEESRIT, AAIEE 126/21,621 B (0.6%) . 77 BEREE111/21,631 B (0.5%) (T80 B, €
DD HIRERIE & ORRBIRPEE SN n o To B EFERIL, AFIFE 46 (U R EfE, 77 F U5
BUFHEG . DEMEAEENR, R & O AR OSSR A 11 5 W FE O (MedDRA T=— R{b s T
WIRWER) K 1B ThY ., ERIFITY CoREREIEREE, DEEAEIRILETE TH Y . ThSoFE
RIIWRPTH o7z,

BB ILICE > ToAEFGIL, AHIRE 37/21,621 Bl (02%) . 77 BAEE30/21,631 B (0.1%) (2788
S, TD ) HIRERER & ORI RBRNGE SR - A ERFGIL, AFIRE 16 6], 77 2 AEE 9 HilICHR
OOz, BT CREMGT THY . B L ONFRITIRIILTW RNV, 525 BIONER (B
FENRD LN REH V) 1L, THER OGRS 3 6. J57. AR, 22 &K ONZENED
W2 I, TESTERMLR G S, [BRMED N ERAIER, U T U7 bR — R, BEEAR TR,
MR, WUBTR. U o SEE, BN, MiRR. B oOssRGE, B, SR, R BB EE.
T, T HEERE, ATARFEREE KOV oA 1B, 2 — RMEINTWARWER 2 6] (T2 F Uik d B
HHIR, FF) Tholo, WL U/ 3HIRER YD OFi% | BITARENE, MIRNIREEE | B3R R T
bHY ., FOMIEXEIE TR TH 72,

7285, HIV BMERSR 1L B R L MM I3 & ST, HIV BEgESREE O 2 i T R R 0 7o fif
Hr& iz, HIV BGHERERE COAEFFHSR K ORIBUS DI BIEIGITAFIRE 13.1% (13/99 i) KT 10.1%
(10/99 #) . 7 ZEAREE103% (10197 ) KO0 FITH ST,

T, FECIIAARE 2 B (BYIREEALAE K OV 145 1
i ME2E R OV REZESS 1 B]) IZR80 B, Wb IREREE
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7R HEEIZ BT B EE OB
TRI BRT—Z o r—VRBEEDFEHIZONT
COVID-19 O R 72AT F Ik W T, HE 7 SARS-CoV-2 77 F U OBRNRO LN TEY . 0D
IE# LD 72912 ICMRA?? | WHO | & [EOHHY F 3V 1EBFIZOWTOH A F o A EE AR L TN
%o AFRTIIHEE, SFI249 H 2 BIC [HMa v )T A LA (SARS-CoV-2) U7 F > Oz B4
5BZ2H] W ARl BKRHRBICE L TEECUTOBEZ T 2R L TN D,
® [EYMETEHT 7 FrofghitiE, FHlE UTRIE F2iRE2 EEEEE & L CEHIiZ4T2 0T
HV . COVID-19 OFIE T IR DN TR & 72 2 FRIE 23] 5 05T 72 > T 720 BLIRIZ R 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 [Z 2V Tl&, COVID-19 OWiATOREEEMNE « HIRIC K > TR D Z & U A L AN
B« R SEIEIC Lo TR S TWW HEEMERH H Z & £72, COVID-19 BNEIEIT HEBHFD
FEDE - HIRIZ X > TRESERY | ZOHF RO TR RFN R S TWD Z & &k E
25 &, SARS-CoV-2 U7 F L DRRT 4w K« UZ7OHFHIZHONWTIE, &EH « Hlskook iz &
STRRDAEMDNH D, TOM, RIEMZERDZED SARS-CoV-2 U 7 F o DA MK O M
WETLHZLHEZOND, EDID, WA CHRIE TR A T 5 72D O KRB 7 MEERI R IR
RN EE SN HLAEICB N TEH, BN TERRBREZ E L, BARAPERE BT, VI/Fro
BIMER NZEEERFT 5 2 L1d, LEEREWEB XD,

® SN TRIE TR R A EERHE H & U 7o KB MRRER BRI Y hite S 2 54121, ENT
AARNIZRIT D FRIE TR M2 2 &2 B & LI-REEMEERRBR 2 42 = L 72< . H
ARNCBIT D REFERIER L2 EHERT 5 2t 2 BN E L-ENERRERZ EEd 5 2 & T
RGEND D,

HEEE 1L, AR O ENERRBROFERE R T, W/ CRIE T2 4 TEFMEA & U KB
AERRER & i TH o722 & ARFRD COVID-19 OFATIRI 2 B & 2 5 & 3IE TR A7l 2 =
Ex B E LT E N R R O S X S0 rTREME O BLA N DIREEChH - 72 Z L onh . EN TR
e OV Ve % fifes 3 2 [E N BB IR AR & By « FE0E U 7o, ¥hes 1/ I/IAEERER (MBSt C4591001 3BR) K
OENG T/OAERER (EN C4591005 #R8R) ZRHiE et s LT, AHFEICBIT DR T —2 /3y r—v
R LTz,

FERSIE, BiRER T COVID-19 OFIE TRIEIR DN & 72 23RS 272 > THE BT, FEIE T
Bigshik & g )it & o Bl T2 v b o0, Hud7e SARS-CoV-2 U 7 F U DRRFE RO HAL T
DR EEZBET D L KROFGIVEZ DN T, WA ORGEERER S+ C4591001 3AER) DRAFIZ AL
SEFM L. FAUTIZ TENERRBRARED O A AR NOGERMER LM AR T52 6T, AR
NZBT AR OENER LW ETMT 252 & & Lz,

»  [COVID-19 V7 F U BARICET 2 HRMHIS R Y —27 v a v 77 (202043 A 18 H K TU82020 45 6 H 22 H)

39 TTarget 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 TEMA considerations
on COIVD-19 vaccine approval | 2§

32 https://www.pmda.go.jp/files/000236327.pdf (FeA&TEFZRH 2021 451 H 21 A)
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7R2 ABFMEIZOWNT

RS IE, PR SRR & LU T ORaT 2 I & % | 5k C4591001 BRBR AT 2> & A D COVID-19
FIE T BH RN SRVTR S 4L, WSS C4591001 7R K ONEIN C4591005 FRBR T O V7 s0)Z T — & OfEF >
5. AARNCZEBWTHFEEROAIMENHIFFCX 5 &l LT,

7272 L, AAIDO R OAZMNE KO SARS-CoV-2 L FBIRIZKT 24OV TIE, BIRF R TH LT
WAIERNOIIARHATH D Z Lind | BUEIRTRICH SR ERINE L, Hric2mRngon/zaaic
IXERBLG IO RIEHE T 2%, HWYICHHET AR ERH D LB XD,

UL OBRE D HBHZ DWW IR ik Calein T 2.

7.R.2.1 BEMEOFMEE IOV T

AENOFEDOFME B IZDONT, HEEIILLTO LS IZHIA LTS,

AHIOBIFNC I D B2 AR T H DS C4591001 RBROE /MM S— kT, EERA0ME
AEAfE & L CIRBRER 2 [0] H #5RE#4 7 A LARRICEE® D72 COVID-19 T E I 23 & VE ZHEE L 72, COVID-
19 fEEFNE, LA ORFRIER Z2 — 2L EFEw . SIHEHA U 7RO IR IR AIZ LY . SARS-CoV-2
TR & HE ST B L ER LT,

BERPRIEIR : FEEN, ST/ 72 STk o b, 7 72 BOIN SO B S ok, B 722 e
XIFFHRR OB, B AR SUIMRTE OV, AR, R, TR

Z DEFRIL. FDA A % A (Development and Licensure of Vaccines to Prevent COVID-19: Guidance for
Industry3? ) THELE STV D SARS-CoV-2 U 7 F o DGR ER DA $h M FEMIZ 81 D COVID-19 FEIE
DEFHW LFBERNEEZD, RFB, FDA HA X2 A0 COVID-19 OEFHFIERICIL, Bk, 557,
SHIF ., S - Byt BLAE END A, T 5L COVID-19 ORFEMEICKRIT S &% %, S/ C4591001 74
Bk D LB 22 AR VN D COVID-19 HEEFI D EFITITE DR Do T,

Fio. FELGHETMICI T S COVID-19 feEF OFHMmBIRK 4 12 [ HEefEt: 7 H HURE) L3RE
L72ARBLE U CIE, ¥4 C4591001 FRBROE 1 #H/8— kT SARS-CoV-2 IfiLiE FFFIHUAMIL 2 [ B #4EH%
7 BUBRICBHEICEE L e o722 & vD (3R 16) . COVID-19 OFIETRHIZ IV CTHRHUANS EEE &K
L, 2 B BEEER 7 B LBRICARIOENRIESNDL THA D LB L, F /M S— kO FEEFHHE
HOFmR & U 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, FRFRFRBR COARMETMIC ISV T, IERREEURFEDOF I b 53, LA R OERARERE — DLl ERD 5 7 A LRI
HERR S 7z SARS-CoV-2 [ &, BRIREBR O BN H SUTRIEHG I HIZRET 5 2 L 2R LT D,
BRPRIEIR « FEBSTIIE, %, SOOI REE, 857, MR SUTEDORZ, F5., B RRT R E Ok, THEE, H5FE D
SAF st WESSUIEM, R
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% 16 SARS-CoV-2 M{EFFHLAEAM (50% P FnHiiaimh)

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

18~55 % 65~85 7%

AFI 10 ug AN 20 ug A 30 ug AHI10 pug AN 20 ug A 30 ug
(N=11) (N=12) (N=12) (N=12) (N=12) (N=11)
GMT GMT GMT GMT GMT GMT
(Rl 95%CI] [ {Rl 95%CT1] ARl 95%CT1] A {Rl 95%CT] [ {Rl 95%CT1] [ {Rl 95%CT]

1 [5] B 48R

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 | 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 [B] 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 HREtR 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) WIERRESE OB 116, b) BIEREIE OB 9 F1
P AY LLOQ A D354, MRHTIZIZ 0.5 X LLOQ DA% FV 7=

B TR E SRR B 2D X AKID COVID-19 DIEIE T Bhzh & % 7F
#ABRIT SARS-CoV-2 DY T [h%h % 53~ % ik

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

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

SR B AR IS DU T
st C4591001 5RO /MR S — MZIBW T, EEFHlIE H Th 5 A2 PEFH fsEERIC BT 5
VEl (JRERIEPEFERTD 2 [BIBHEFE 7 H LARIIZ SARS-CoV-2 JEHEIE N 2 WERE 1281 D VE) KON
VE2 (JRERZEPEFERGAS 2 [BIBHEFEH 7 H LR SARS-CoV-2 JEYLIE % [ 72 WBR#E 1281 5 VE)
[95%(5 X[ 1d, 4240 95.0 [90.3,97.6] %KX 94.6 [89.9,97.3] % TodH -7z, HD VEI KT VE2
0 30%% B[RS FEMERITNTID >99.99%TH Y . FRICHLE S 7 e lEMRAT RE O A 20 M o> SL e
(98.6%) % Elal~7=, 723, VE1 Y VE2 Diifill 95%CI (Clopper-Pearson ¥5) 1%, 41 [90.0,97.9]
K Or [89.6,97.6] Thoiz, o, AL ICIIT D VE1 LN VE2 [95%(E HIXH] 1%, £h
952 [90.6, 97.7] %K1V 94.8 [90.2, 97.4] % ToH Y . il 95%CI (Clopper-Pearson i) (XZFIE
[90.3,98.0] } X [89.9,97.7] TH-1=,

FEREHTIZ BV TUIX IRERIE 2 [B] H 8% 7 B LLRTO COVID-19 FIEFIAF EALTVRNT &b
1RRIEZ 1 RIDL B SN T RN COMERE 2 %15 & LT, 1RBRIE 1[5l H BFE LI IZHE L 72 COVID-
19 FEEFNZHOWTHE L7z, COVID-19 FIERHRID VE 2% 17. COVID-19 O BRIERIEMERZX 2 1T
R, ZORER. 1RERIE | A BEFE# ) OK 14 H1Z E TO COVID-19 O RFERIEMRIIAAIRE L 7 F
AR THEERICHER LT | 2 [BlHEFELIE CARAIRED COVID-19 BIE PR PHIFFTE 5 L5 2
b,

@

30
AIFTTAHE_T 7 A PSRRI D



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

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

FEPRIR (1,000 A4F) 4.015 3.982 ’
A (1 6] B HERE L) 50 {5l 275 #i 82.0 [75.6, 86.9]
COVID-19 gl | 1[5 B 5 2 B B BEffini & C 39 4 82 5l 52.4 [29.5,68.4]
(GEIEREIRI) 2 [B] B $EFED 5 2 [A] B $EFE% 6 HE T 2 21 3 90.5 [61.0,98.9]
2 [o] H T 7 A LARE 9 15 172 94.8 [89.8,97.6]

a) Clopper-Pearson 74

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 HBERENS O HK

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] CRABE 1B, 77 2R IH) 2773 CEFOELRYHY)

a)

Kaplan-Meier %
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M TOANMEITFR 18 (RYREZR LEM) KU 19 (BYBEEZMbRWER) otk Thd,

# 18 1hBR¥K 2 EIHEFER 7 HUAED COVID-19 RIEIZXH$ 3 U 7 F L OF M « S EFMENT
(ARPERHEFTRBAE N, B L) ¥

ARHIEE 7T v REE
VE1 1 95%Cl
N |COVID-19| #iBBRRT N N COVID-19 | #BHRIR N [@Hj » “etl
(%) | BeEE | (1,000 AAE) (%) BBl | (1,000 A4E) ’
2fk 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 28 g 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 |36 AREA L (42.6) 3 0.980 75000 (50 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 E (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 (a4 4 0.093 769  74.6 [-156.6,99.5]
L
THE LT 2558 1 0351 2545 238 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 (77.0) 6 1.732 13359 (5 119 1.747 13,506 94.9 [88.6,98.2]
] 8,388 8,396
S EY (46.1) 4 1.025 8030 (45g) 86 1.025 8,029 95.3 [87.7,98.8]
Ve 9,810 9,929
4]]} s 9
5 L (53.9) 4 1.189 93811 (5 76 1.197 9,482 94.7 [85.9,98.6]

N=fENT I, n=1BBRRIC TS LT D i1

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

) TAVIALT 4T v, TIAAMMEE, TUOT AN, FAT AT NTAT v, TOMOKFEEFEBAN, ZRIE. UIAFEOHL 72 L
d) D% (Charlson Comorbidity Index (278 VA HRAE) SUTIE (BMI30kg/m?LLE) &V A7 LiER
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£ 19 IEBRIK 2 I HBER 7 LD COVID-19 RIEICKT 2T 7 F o OFME - SR EENT
(EERF TR . G % b vy) »

AR (1) 7T vREE ()
- 7N VE2 1] 95%CI
N COVID-19 | #iBBRIR n N COVID-19 | fRBEHrIH n [@ﬁ; b Hetl
(%) eEBl | (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]
i 287 300
16-19 & (1.4) 0 0.024 242 (15) 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 T 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 % (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 F (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)
PN E 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 TF (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
= Ao (1.8) 0 0.015 362 (1.8) 1 0.015 363| 100 [-3818.9,100.0]
7 9,210 9,242
4]]} k] 9
LS 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 1

a) HIV BBIERRERE (ARG T RELE D 5 HAKIRE 68 B, 77 BARRE 72 ) IIBRERN T2 & & Sh, BITICITEEn iy,
b) Clopper-Pearson ik

) TAVIALYT 4T v, TIZAMMHHE, TOT A, RAT AT ANIAT v, ZOMOKFHFEBN, ZRE, I AFEO#RER L
d) D7 (Charlson Comorbidity Index (278 ZAL2MRHE) 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 BMED -T2,

F 72, COVID-19 DEJE(L U A7 BRE &5 2 B DR 35 o33 2 e a3 5720l Of
f7#< 8 (Charlson Comorbidity Index (/R S5 HRAE) SUTNEN (BMI30kg/m? LA l) 2V 27 LEFK L,
FRINRHT LTz, VA7 HERIO VELIX, UAZH (953%) KOV A7 (94.7%) ThHY ., FnZ
& DY AT G EROIHT T HAERIZFEEETH > 7,

VI L ORIy EMRNT OFEF, thoEM LD & VE BMEWEMA RO bz, ARBRICBIT 5
COVID-19 feEBI D72 < | BRBNZEWD B 272 TIE RV EE 2 72,

¥ gl an S A L ARYE COVID-19 BEOF51 & (4150  (https://www.mhlw.go.jp/content/000712473.pdf (Ff&HERE H 2021 4
121 B) ) Tid, BEIELOY A7 REFL LT, 65kl Eoming, WIS, Br:PAZErEmizRE, 2 BIBMEF, 2 BUBIRAS, &
JE. JBR (BMI30 kg/m?LL 1) | B R OE s A O KRR T bt T,
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BRI
Fllh &b %

728, [EIN C4591005 3B Tlid. COVID-19 FEAE T BN FAZ DWW TUERHIE ATV 220 A3,
® COVID-19 OREECEWNIBE T AIERITAEEFLRE LTUUET DL Z & &, BETHEIX
TNV (T—X v bAT7H20214E1H5H) .

©  EFRMEIZONT
WESS C4591001 FRBRDOFHE T A/ S— & (55 I/IAE S — b OFEANTHAA AT IR 360 FlIZEZY) DOFF
i T RE S R MESE T R OY 2 (BB Fl A AP S R SR R I 35 1 2 HFNH LR OFE R I3 20 D& BV TH
o7z, Fo. EHW C4591005 FBRIZIS\NT, T B2 JRVERRNT SR C do 2 FFAM AT RE o0 S AR
DOFEFIF, 2021 41 H 29 HRFA TR TH 5720, BEICE G T b il s R O fE R 4
#2117, BEMOERIZILLTO LB TH D,
<HEFh C4591001 7k >
® Tl Al HE S AR
HEAEZAL S AL, FRNCHE SN HIRINICIRBRIED 2 B A2 1), FANCHRE S - BN
Il ENTARIBIZIBNT 1 DLL EOHFZ DO E R 72 5 MERERS R 235 D Av, 1RSI i)
YOX: NS ) AT T S S|
® 2[Rl AR S e R AR A
HEVEZ b E 4L, 1 BIDL IRBRIED S BEfE S, 2 18] B Btk O g R MR E RS RAM S O LT R SE H
<[EN C4591005 75k >
® Rl FTRE e R AR
IEVEA L S, TRBRIEZ FRNCHLE S IR 2 R 2 52 1, 2 (B8] 3 2% 0 5 SR E
FERNE DT, TRBR IR D O FE K AR 7o\ R A
®  ERfAlfith AR

IEEA b S, 1 RICL EIRBREE B S hv, SR ORI ERE 235 b I - B 4
£ 20 JRBRIK 2 EEEME% 1 VA D SARS-CoV-2 MEHFHUEM (S0%FFHiisME) (B C4591001 gk F MM/ X—K)
N GMT [{f] 95%C1] GMFR [[{f] 95%C1]
(2 [l HEERRTR 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] ¥
FEAM R RE ARFIEE 189 ~55 % 80 399.4 [342.1,466.2] 39.4 [34.0, 45.6]
Gy AR A 56~85 % 87 255.0 [205.7,316.0] 24.9 [20.2,30.9] ©
7T REE | SFERm 167 10.6 [10.0, 11.3] 1.0 [1.0,1.1]
B AR 176 320.3 [279.8,366.6] 314 [275,35.7] ¢
?ﬂﬁﬁﬁeﬁgii AFHI 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 R | &k 176 10.6 [10.0, 11.3] 1.0 [1.0,1.1]
EE A R 319 —

N=RAT 6 205155,
a) FHIAH S— b OFMAFURE R T
SARS-CoV-=2 [BMENHER SN2 H D 14 HELLERE L, SRk e 2o 72 N

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

f) PCR fR#&IZL Y

F 21 JRERIK 2 B HEER 1 0 A @ SARS-CoV-2 MIEHFFLEAE (50%FFFLéEmh) (EA C4591005 #RER)
N GMT [l 95%C1] GMFR [l 95%CI]
Q FIEHHES% 1 7 A) (2 [5] H Berdith 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]
g U R 65~85 7% 22| 365.6 [254.6,525.0] 36.6 [25.5,52.5]
Ay A ER 41 10.6 [9.8,11.4] 1.1 [1.0,1.1] @

N=fRHT R RBIE, HUARMEAY LLOQ Al D55, MEHTIZIZ 0.5X LLOQ DEA vy H a7z
a) S MEANE A ORRIREA R 2 (8] B Befit 1 7 A RFORFEDHE T LT o 7z 1 Bl & RV 2 40 B O RS
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P EORER, WIoREBRTY 2 [Bl HEEM% 1 7 H O SARS-CoV-2 IfiLiE FFFt iR GMT L O 1 [A]
HEFERTICRT9 % 2 BIHEFER 1 W H O GMFR 1, 77 B ARBEL L, AABECBEICRETH -
oo WTNORBRTH, FFEME (56~85 X 65~85 1) OWERE CIEREME (16~55 1 X1T 20
~64 %) £V H GMT KT GMFR 2MED > 72723, Mgk C4591001 SABRIZ A1 2 405D VE (T3 4o
FHECHRERCTH -7 (F20 KOE 21 ) |

7233, WAL C4591001 7R M ONEIN C4591005 7Bk CTIIIRERIE 2 (M HEEME% | WA LV o7 — X135
BTV, BIOHESNE T FFRER (BNT162-01 548, CTDS5.3.5.1.2) TiX, 18~55 i D4EM T 2 [A]
HEFE% 63 HIRFRDOT — 2 DR HATE Y (£ DOfER . SARS-CoV-2 IML{F HAIHUAAM O HER A RS S 4,
GMT % COVID-19 [FIfEF MIED 1.3~1.9FTh -7,

@ HEARANZBTDLHMIEIZOWT

TP FMEDFERIZ OV T, [EN C4591005 #ABRD SARS-CoV-2 IfiLiF HFIHLIAAM > GMT % 8 GMFR 1%
4k C4591001 FREBR & [FIRELL EOETH -7 (3220 LUK 21)

COVID-19 F&JE T B0 5 & RFFTAA oo BIEIZ ST L HEFR C4591001 38R D AKIRETD COVID-19 %
JERBIE 21,669 19 9 Bl TH V) | 4a%kE A5 COVID-19 FEIE TR F & FRnHuAMM o BE 2 i 5 =
LIEREETH Y, ARREOEBREZEEE 2 THERE R CTIEERITITMIL TORY, LALRRG,
[EPN C4591005 385k D B A ABRERE . #ESS C4591001 7858k & [F4£ D SARS-CoV-2 MLiE T APkt | 5-
MRDLNTNDZ &, EHEOE, AN, REDSMHAANDILZHESS C4591001 5RERIZI W TH IR
IRENTZZEEEEEZ D E. BARANZEB O THIESL C4591001 R & [FEEEOAFIOFIMEIIHIFFTE 5
EEZD,

2%, COVID-19 FJE TR & HRHUIRAG O BE I DWW TIE A % b RGET 21T 9,

BT, TRIICRHD &0 . KB OFEMEIL, A OREERFRER (St C4591001 FAER) D RGRIIC
FSEFHE L, UMz TENERRBREE) S HARANOREFEEZ/HERT 252 & T, BHAAMIBT
DAEIEEFET D2 L& L, E72. EN C4591005 5RBR D S0 JFME D LB 2R br G55 M T DR
i T RE S 2 R RS [ OFE F 1% 2021 42 1 A 29 HIRRE TRTH CTh 223, AR OBEMEICHE A BEICHH
STV D il efZ IR ORE R A W CTIETT 2 2 & & Lie, BT, AHE RIS E k)
b, LT R Lz,
® IffSh C4591001 FRERDFE R b BRI TAA D COVID-19 FIE FHINRITRENTND Z &,
® EHb C4591001 FRER THAA A DIV WEBRE O NFE N ONENCR D BRHTRIG:0 5 B FAADS 82.8%,
KED 77.0%) BRO LD HOD, HRRCTHRET STV D% TIX AL OERIO COVID-19
FIE TN RICBE 2 2RO TV RN &

® [EIN C4591005 REROFE RS KK D SARS-CoV-2 MLiFHFIFLAMIL, AFIBHERT &L O
TIRARHELH LT ER LTS &, £, WS C4591001 FREROREF & D LLIZOW T,
REREER TH Y, EHOERDRRDHZ 00, MEROMRIIIBENLETHLHOD, [H
P C4591005 78R D aF Al o622 AR C o0 I i s S LA 3, viEoh C4591001 7R o0 FEAfh rTHESE
PEIF M E KO0 2 [ A A s R O WP L el LT b RIRREL EoETH 5 = L,

UbzEEFE22E, BAANIBOTOARAOEIERIIFRFCTEX 5525,
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72720, 1Sk C4591001 FRBRAATICI VT, AAI ORI OAZNMEIZ BT D FHRITHFF R TR LT
BHT, WS C4591001 7R K ONEIN C4591005 5B IT, BLEARGER Bkt TETH YD . 2 b OHERE
ICOWTITBEMIMKR T E THIEME BRI LN L E 2 5, £, BUERGERICE S HR
IZOWTIE, EH, ERRGEICERERT20ENHDH LB R D,

7235, COVID-19 FJE T Phh R & Rl OB SV T, A% ET7- 2 AR S LN = 5HE12IE,
IBAY 7R BRET OB S O T, WENIHNT 2 HENDH DL EE X D,

7.R.2.3 COVID-19 O EREMFIZHRIZOVT

AFHND COVID-19 O EIE[LAMHINFIZOW T, HEEFIZULTO X 2 I L T\ 5,

AFKID COVID-19 O HIEALANHIZhE 2 5FHM 9~ 2 7=, #Est C4591001 REROEE T /MAH/— k¢, 2 [A]
PRt 7 AL COVID-19 fEERID 5 B BREFIORARIZ T L7z, TEAERIL, FDA A ¥
A (Development and Licensure of Vaccines to Prevent COVID-19: Guidance for Industry3® ) o JEHEIZHEV,
LIFO—2L EORENED HNDHZ L LBE LT,

® H/E DL MERE 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)
® ELRA (i EEERIRE, IR, BRI SOOI AN T (ECMO) 12 K 1A%
ALY

® = vy (IUHMIME 90 mmHg AR, FLHRIIME 60 mmHg A, SIE5- A O$5 575248
® TUEBIRAERET . NPRRREREE UM RIRRERRTE

o HLHIGFRE~DA=RE

® Ll

ARG P REE R 0 5 &, JRBRHE 2 FIH$2FE 7 A B LARTIZ SARS-CoV-2 JEHLE N 72 W R 12 B0
C. COVID-19 OEIEFNT, AFIEE 1 G, 77 2R3 FHIERD B, VEL [95%F XM X664 [-
124.8,96.3] % Tod o7z, EHD VEL 73 30%% EF 25 FEMRIL 7429% TH Y . FANIHUE L7zl ) FE1E
(98.6%) #iiiT- X7pinodz, 1RERIK 2 [0 HBRE 7 H HLAAGIC SARS-CoV-2 JE&YLE DA M & [ 7\ il
BRE CHRERIIFERRTH -7 (VE2 [95%15 X @ 66.3 [-125.5,96.3] %) . 723, JR8R¥EA 1 [BIL
FHAE I NI T R TOYWERE ITI1T 2 I1RERIE 1 Bl B LI O COVID-19 OEIEFNL, AHIRE 1 F, 7
TR REEOBITH Y, VE [Hifl] 95%CI] 1% 88.9 [20.1,99.7] % Th -7,

LUEDRERD BITAAID COVID-19 D ESE(LHINRITHERE TE TWRWAS, 24T COVID-19 DT
JEGIN D70 inol-Z EICERT S EB 2 bz,

R, HEEE OB E T/KA L, 5%, KA SARS-CoV-2 U 7 F > COVID-19 & EIEL NI %h 5
RT3 ANE LN GEIZE, HEIL U TERBOESR 2 REH 5%, #@ulicktsd 2
VERHDHEEZ D,

36 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-and-licensure-vaccines-prevent-covid-19 (5 (& HEFR H
2021 4E 1 A 21 A)
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7R24 EERRICKTD2HHMEICONT

BRI, BRBRICHT2EMECHONT, LT LI IcEZD,

2020 4 12 AL, HESCHET 7 U b %, HRER Tz BRENHE S, A2 E0AETYH
WENTWD, ZNHIE, RHFEICE L CIHE S - BRARRBREEREIC 31T 2 A ThE & 135872 2 4%
ThHH BR2BM), 216 OERKITIIT 2 AKFNOF IR RR TR S T RN e B 2 5,
FHERERIEE TOMRGHE 3R2 ICRHEDO LBV TH Y, 4% LA RKOFBBURIKL OFATIRBUUS R L
FEERR COMF S F O, RBFNOHEIIEICON TG S ERINE L, E., RIS Ul & et
TLHUEND D,

7R3 BEMIZONT

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

T SN TERHT BT D ARKN DL AVERHIX, Wt C4591001 FBRO S IT/IMFH/N— R Tl 2 [B] H #fd
B1~3 WAEPLET LT —5 (BIEHIRAN 2 [0 B BfE% 4 WEL B 12 AR OHERE OEIE1E 77.7%
(33,752/43,448 ) ) M OEN C4591005 sRBR Tl 2 M B MR 1 B HOT —X TH Y, HH L TAHA
BRGREMO SR ZeMT — 21350 TN Z LICRBENLETH D, ToO LT, BHEhE
GEHCE D E LT OMGT 21T o 7o i F. BURE R TAFIOEGE O TSI 2T 2 ERRIBRITRD 5T
U2,

LUTF DIEF I DWW TIIBRGE & I INEE 21TV, ARIOIFHIC OV T, ik T O g ARGER <1
NOEREED, ECOTIEBRIIE L, 155107258 RIS U CERINO R R Mg it o B 5 & /it
T 5%, WUNHIST2MERH L EER D,

® KA ORI DL

® COVID-19 OHEJEL Y A7 & 72 5 B RB KR O R4 AT D 9 E o2 etk

® KHIDEBHEIRY X7

UL Ok OBz W IR s T .

7R3.1 ZE&HETa 7 7 A Mz onT

HEEE L, BIRRBRICBIT LRI OWT, UIFOXHITHBA LTV,
O AHEFERIZONT

WS C4591001 FRBR O M/MAH S— b TIE, RPNTHAAIL BV 8,214 5l (ARKIHE 4,108 f5il, 7 F &
AHE 4,106 B]) ([ZOWT, FRNCHE Lo BTG ESEBAER . R K ONEIR) ROV RIS (5
BTy, BRE. ESE. WEM-. R SRR OBEER) A, TREBRIEA IR 7 B, #BRE ARSI
FOEAMIDEL, 2O ZRISFHEFEGE UTHRIT LT, fERIIR2 0B THY | KAIREDOZ
< OWERE T 1B T 2 [8] B EfEL 7 BOWT N, RFTEOGR B ROERRO bt (L%
AL 84.7% KN 77.4%) . FHBEIGITNTN O T 7 ERHELY bR o, FHELORHRFEIL, RH L)
THIUIAKIREE 7 7 B R THREBE CTho 7o), ZNLSMNIARBETT 78 ALY bE, £, K
FIBETIXIZ L A EDFELRD 10%LL BIZFRO BTz, Grade 3 LA EDY 1%L BIZFE O HAVIZHRIT, T
SR, PR, EEEE. TSRO CTh oz, FEL (38°CLLLE) X Grade 233 AL TV, K%’Jﬁi
DARIRR 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 BEREES 7 AMICRIT 5 RURREFES
(RGIREAENT S AR, #E51 C4591001 RBREIVINFE S— 1)
B Grade 3 UL |
s, ARFIEE PAZA A 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 (04) 4 (0.1)
£ 0y EXES 3,181 (77.4) 2,255 (54.9) — —
FEL 582 (14.2) 38 (0.9) — —=
%1 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 2014, n=FRBAHEK
a) 38°CLL L, Grade pFESI N T

JAFTROEIE 2 < DNEBERERRY B ~3 H HICRO HIL, —50 1 4 HBEE L 7= JEFcls )7 A B O fE
BlHLHDHN, 1IFEAEN 1~2 HRIZHK LTz, EFIGITE < NIEBREEEERE 2~3 H HIZRO b,
HOR 1 4 A BEReE U7 IEBSRCiRIR AR OJER S H D23, 1FEAEN 1 BILITHK LT,

E. IRBREEERRITAE O IR OTRFR T D MBBUR A OB HITFFRE SN TR Y (THIRGITFFAES

RN | fREGEIR A A 1 [BILL BAE R U 7R BRI ASHIRE 46.5% (1,909 f31]) . 7T B AREE 19.7% (810
) ThHotm,
TRBRR (e | W A £ COREFESR (USR5 GE M BT 2 IR A mpef % 7 H o

BB HEE CIUE SN T RUSIRMEELRER ) ORBEIG 1T, AHIRE 26.7% (5,77021,621 1)) . 77 k&R
BE12.2% (2,638/21,631 i) T o7, ARFIFED 1%L LIZFRD ST FFGUL, HEFHBAEN R, RE
Py, HEFE TR, M. . L, BETELKOTHITH Y | ERUAMNISOS RS L L TRUE
L7ZFGTHY, ZhOOFRROL % 7 HMICRO biv, AAIE OREEGS Y Ml s
(722, R15H) .

MedDRA ZHE IR T REE ] ICHB SO A EFGUIAFIRE 5.9% (1,27721,621 #) . 77
TR 2.3% (501/21,631 f5)  (BAF, [FANE) 12588 Hav, FLBIORBIEEIL, BE (5.0%, 1.6%) .

FEMED F U (0.3%. 0.2%) . EEE (0.1%. 0.1%) . FEEF (0.1%. 0.0%) . FEER (0.1%. 0.0%) %%
ThHho723", T« NU—JEERE N ORMEBE MR ITERD S o7, 7B, BERIFREICD

WX 7R33HIZEH T 5,

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

TAVERREAT O B, IR, WREAE, Ktk ORMTRTORES 8 1, B
?EEF‘EE&O*HE@&&%MFJ TRTESUR, JIBUER, BISIEIITIE D
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U L RBRIENE, AAIRE 0.3% (70/21,621 #1) |
FIRE 50 B, 7 Z 2 REE 4 B TIREREE L ORI EBHRD 0 SRS T=, U 2 SEEIL RS 55 OIER] T X

WTEEEC R L=, £ <
HRit% 8 HHLURE (E98 HHE) |
AFEE L HNIEEMCTHY . REBEZRIEH D & S, finl

F£11 A 14 H)
(M CECHEME 21T 9,

[EIPN C4591005

EIE

F7-.

BB DI TE G

(10 1)) .
& (36.1%) 1%, S+ C4591001
BRCix, BEADE

39.0~40.0°Ci% 0.8% (1 1))
RERDE /I S— & (14.2%) L0 b@Eh-o 7203,
F#& 37.5°CLLE L L, ¥4 C4591001
DOFPHZINE L, 37.5C~37.9CORANE S INE ST 2 LA,

2 b, RREE
., UERLIARIRE L 7T AR CRREE T - =75,
ARFANETIE

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

o FBURWMN G U L REEIZ W TR, AHN

TIRBRIEEEET 2~4 B UINICHBL L7223,
RO bz, £z,

B CITIRRREEA B % 7 B OIS EMEFERIT
. ﬁﬁﬁ@%<@%%ﬁ@l@ﬁﬁiz@9@@%7Hﬁmwﬁmw
ZI 91.6%M TN 78.2%) H3at

\—D'h&)%h

I77ERHELY bErol (K23) . 4%

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

ZDHBAR

AHFNEE 12 Pl R ONT Z B REE 3 T
AFIRE 1 B CHERETR 30 0 LAPICEER® DTz,

IREIETH-7 (F—#H > A7 H 2020
RV LSRR LWL, R

LT AR ] TR S
« RFTROG R O R RS (%

HLOFEHL

ELSMIAFIRET T 7R EEL Y b iE <,

FE A EDFERD 10%LL BIZFEO Bz, Grade 3 LA EDOEGIL, JE57, MK
. BEJR. HEFE N OBIEIR 2RO b vz, FEL (37.5°CLLE) 13X Grade 43
1% 37.5~37.9CI% 17.6% (21 i)

AAEEDOE

. 38.5~38.9CI% 8.4%

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

[ElPN C4591005 3t
ABR TR L7288 (38°CLLL) LV bRV VAR

[EIPN C4591005 7R THILEIE 23 <

ol BN EE Z T,
#23 HREI1EEXL 2 BEEEEE 7 BRICBT 3 RIGHREES (Rt RE/, EN C4591005 3Ek)
ESNN Grade 3 VA E
s, ARHIEE 75w RRE AF 75w REE
(N=119) (N=41) (N=119) (N=41)
n (%) n (%) n (%) n (%)

JEPT RO EXES 109 (91.6) (2.4) — —
LA TR 109 (91.6) 1 (24) 4 (3.4 0
FEIR 23 (19.3) 0 0 0
AR 19 (16.0) 0 0 0

A5 EES 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
B 58 (48.7) 3 (73) 3 (25) 0
N - 1 (038) 0 0 0
T 10 ( 8.4) 1 (24) 0 0
i P 29 (24.4) 1 (24 0 0
RAEE 35 (29.4) 2 (149 2 (1.7) 0

N=fRHT et GG, n=FBUHKL

a) 37.5CLL L, Grade /3 S TRy

JIFTEOGR T2 < WNIRBRERPERE Y H~3 H HIZRRO B, 1T EAERRENDS 1~3.5 BRI
BH SIS DR 2~4 HHICHD B, 1T AENEEND 1| HERICHE LT,
7ok, FREMEIAZ 1 [BILL EMEH U729 1 IARKIRE 37.8% (4561 . 7T BREE49% Q61 TH

277,

MR LT,
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1R R RS | 7 A £ CORFFLORIEG (RBREA IR 7 B M OHERE A5 CTINE S
NI SOSEMEES 2R <) 1%, AFIRE10.1% (12119 1) . 7T vREE73% 34161 ThY . AFIEE
T2 HILL RICRRD A EFGL BREEK Q6 LKOSEHE Q6 Tholo, Zeis. MRRRREEIZS
SN2 AEFGUITM QpF) OARTHY, VI EHEITRD bR hroT,

@ BERERIBI K ORI DA FEFLRIZOWT
FOSFEPESEGUT DN T, BEREEIBI &L OUERBIORE R 2 % 24 (MEFh C4591001 38R 55 T/MAH/ S— k)
KO 25 ([EN C4591005 #5R) (2R,

£ 24 RBREAEERER 7 ARICBT 2 SRMEES (RISFMEAITRER, #E5 C4591001 35k % 0/MAH/X— 1)

A 77 AR
EEUN 16~55 ik 56~85 ik BRI 16~55 % 56~85 i
T4k | BEREE] | 1[EIH N=4,093 | 1 [EIH N=2,291 | 1 [B1H N=1,802 | 1[5]1H 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 (%)
VE gt | 1EIA 3,186 (77.8) 1,904 (83.1) 1,282 (71.1) 488 (11.9) 322 (14.0) 166 ( 9.3)
. GO | 2@mE | 2,730 (72.6) 1,632 (77.8) 1,068 (66.1) 372 (9.9 245 (11.7) 127 (7.7)
I P 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 (0.5) 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)
- 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 A 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 (11,2) 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 (19.7) 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

40
AIFTTAHE_T 7 A PSRRI D



K25 MBREESEEER 7 AHCRT 2 RICEHESR (R2MEITSREH. BN 4591005 38k
AFEE A AN
EEUS 20~64 it% 65~85 ik BN 20~64 it% 65~85 ik
FTH4 | HER | 1[EIE N=119 1 [A1H N=97 1 51 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 | 1EE 103 (86.6) 85 (87.6) 18 (81.8) 1 (24) 1 (3.0 0
. NESE | 21E1H 92 (79.3) 76 (80.9) 16 (72.7) 0 0 0
i . 1EH 16 (13.4) 14 (14.4) 2 (9.0) 0 0 0
FEIR
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
. 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 | mse 1[EH 30 (25.2) 30 (30.9) 0 2 (49 2 (6.1) 0
o 2 A 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 PI R
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=fRAT G508, n=Fe 5%

a) 37.5CLLE

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

iﬁ%ﬁ/v“

(34 R R TRIARE Td o 72A3,

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

J& XV LREIEE D mERE CHEICRIATIE R EmOFER

BN (38.0°CLLE) 122\ T, AKIBEDIEE L

fin i 2 f51)

TR - i nfE K OF 2 [A] H e -
R (haRfiE) 131 R TH Y | BRERB] K OFERE TRETH > 72,
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23T

MoT-, F£7-. Grade 3 VA EOFEZOREEEG
2@5@@%fiﬁﬁ(&@w\ﬁﬁ(mmo\mﬁﬁ<rmo&W%%<m%)

iR 5 B |

77 A PRt

/AR S — MZOWT, BEREEIB]ITIE, RSO RFELRL, E2HMI6D I H
FNUSNO T ST 1 I B EES LD b
WX, 1 [FIHERE% T

1T & A ENIEEF R TR
IO oot

1 EIHEEEZ LY b 2 MIEEEE TE L, AR
J& X v b IEEERE TE o To, TD OB 38.9°CHIT | [H] H BT 02% (8 il : JEE4EHNE 6 51,
. 2 [ B B 0.8% (32 B : JE@4FEHm)E 27 i,
T EA 1 6)

FrEIERRITAR D s &

AN v g

R4
40.0°CHIX 2 1 (1 11 B 2
WCRO Lz, FEELE (FPfE) (282 HH.



Flo, RBEEREMKERER | WA ECOREESR (RINRMEMNT I RERIC I T 5 IRBRIEA R 7
B OB A58 CINE SN SORFHEELERL) 220 L, 1ZE A ERRISFEEES E L THEL
RS XTI EE G TH 0 | @@E%&U@#%@%ﬁﬁm;on%ﬁﬁEé%%@ﬁ%&ﬂ%
DM T o7, 728, 16~17 mOPRE COREFEFRRBEENIGIL, AHIE 11.6% (16/138 1) |
TR 4.8% (7/145 f5]) TH Y . AHIFETRD LT FRIT, ﬁﬁﬁi%%&bfﬁmtt%%@i&
AETHoT,

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

@ HEERAFFZLIZONT

W5 C4591001 SERDEE T fH/S— b (F—% B bAT7H 202048 H 24 H) &, SACKOEERE
FERHGUIRD IR h o 7o, 7B, ARHI 30 ug BEO 2 [B] B BAR% OB INOBLE M IR RS (4
PN SE & LTl 1 IS Sy, 1RBRER & O REBIMR IS E Sz,

WAk C4591001 FRBROFE I /MMAR/S— K~ (F—% > AT H 2020 4F 11 H 14 H) 12, EERAESF
SBUIAAIEE 126/21,621 ] (0.6%) . 77 BAREE111/21,631 6 (0.5%) (2588 i, BRI L ORENG
ESNIeho T2 F80x, AFIRE4 6] (U REE, V7 F U R EEEFRE, DEMEAEIR, &
OMRAR DSR2 0F 5 i T OESE (MedDRA Ta— MMEERLTWWRWESR) £ 140 ThY ., fiEF
XY R ILREIE, DEEAEIRIIEE CHY | TRUNOFGUIRRTH o7, FECHIE. A
BE2 6 (BURREALIE L VM IS 1) . 77 B REE4 61 URURAEA 2 61, Hf k26 i % OV A 2845
1B IZEO BV, WIS IRRIE & OREBEMRITS E Iz,

Flo, T—F Ay bA T HEFE 2020 4212 A 29 HE TIZ, FECHNL 10 Fl (B8 F ClBRikgih Ch
O BEREREAE DS L 2 B IR O o MO AE, miEMDRE, BIREE(CAE, i, COVID-
19, COVID-19 fifize, NRFEMEREMC T, BUMSENEY = v 7 . KEWIRALZL, BERFS 1 6] (EEET) ) IR
DI, EERAERERIT I FUIEED DA, TRTREREE & OREBRIIEE S,

[EN C4591005 FER CIIEC RO HE LG EFRITRD OB o7 (F—F Ty MAT7H 2021 4 1
AS5H) .

PLE ERNAAOERKRRBROFE RIZBN T, #HRE 0L ATROGRMEFRRGRO Hiv, IEEFE T
FEE LY HELRBOONDMEAETH 2R, 1L A LOFLITRE ITEETH Y, BEREL M
THEL TS Z & HEEAVEERAFFGOREES KL, ikhgfxﬂﬁ&®l%%ﬁix
ESINTND ZEEND, 16 MU EOWHEREF B W CARAIOLZ R T 1 7 7 4 WIZER 2 BREITRE
LNTELT, AR INT-EEZ D,
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BRI T L 9 IcE 25,

T S A2 E A O BRRBR AT IS W T ARG RO+l et 7T — 213G o nTnen
ZLICEMENPKLETH D, O LT, BRFROFBRIZEWNT, #RE 0L ITRISHFMEFES & LTI
£ INTZ RIS CEF FIERRBD SN TNT2b OO, 1ZE A ENREIFEETHY | [mIEMEN
BOLNTWDZ & ERNNOLEET T 7 7 A VICKRE RZERITRD LN TNRNT & %@Mwﬁ
F2H L DI BURDLOAE BRI D FEHLIRI S 2 & FI 9= 5 & | $ﬁ®%E®TTL%@¢éEk&%ﬁ =
DHNTNRNEBZZ D, 127120, Z< OWRFITHED DN LFKIST A ISR L KT T ATHE
PEDNSH Y | Grade3 DEE M N 375CU EOREEA L —EDEETHRO LN TS Z &, WNT 1 [EIH
PeRitt L0 b 2 RIA R CREIFIGVNEOWFRBBO LN TND Z &k, AFIOgEREEICE > TE
BREMTH D, ZNHDEFERICHOWVTITFRBIFHIORHIME 5 0 T, EREER ORERE SI1
xt L CHEUNC RIS 2 MR H 5,

F o, RAEFEZ R OLZEMEERIZ OV TR, BERTPRIC S HERNET DLERH D,
72¥. B OFERREDEMIZIIT 52ROV T, MBEOEICFEHT 5.

TR32 Yavy, TFr747F—iZ2OnT

AANOWFHNC Ol FFF A # AT RGEIGE RIS, EEZMRBUEREAHRE SN TVWD Z D (T.R3T
S | BRI, ARFIBSEE OMBUERS ORER DU O W THEEZ ICHAZ KD, HEEEIXLLTO X
T Lz,

HESL C4591001 FABR O T/MAH/S— bk TlX, MedDRA Z5E BIK/DHE [ REE | (onhfsh b F5
TEAHIRE 0.1% (26/21,621 B]) . 7T REE0.1% (22/21,631 §) (2388 B, @5%$ﬂﬁ6m(ﬁ
RS S B, EEEgE 1 ) . FI7eREE LG (D7 Fr 7 LAF—) TIRRE &L OREREFRENSE
SN oTz, RFIFETRD N REREFIC I ND FRIIN TN RE S IHEETHY 1 [H]
H XX 2 [BIHO#FRY A IR A BB Lz, 72, MedDRASMQ (JkF§) TIE @@&ULMﬁ_M
M HFEREMB LT 2 A, AABETENTIL0.1% (25/21,621 B1) K1Y 0.7% (144/21,621 ) |, 7
tfﬁf%ﬂ%ﬂomﬂm&mnﬁD&Uo&aﬂm&mnﬁ)f%otoxﬁ@@ﬁ&<w\uW)
DEIRFRLT L L —RONTRO b7,

HEGIL, AFEE26] (TF 7 4 7% —RIEKROSEYRBUES 16) . 77 8REE1H] (TF7 4
FX¥U—vavr) ZRDLN, WThLIRRE L ORBRRIIEESNLTND W,

st C4591001 REROH I/MFH/ N— Tl FFEERT LT —OBEEN & 5 95rE S AHAIRE 5,839
B, 77 RRREES834 B (DD, TFH7 4 T7xF L —DBEEND DWERFIIAFIRE 15 #l, 77 2REE 22
Bil) MMAANDNTZ, T D OREBRE CTIRBRIE L OBEOH 2 7 LV X O FL 1T, AFIEE 1 5] 30
CEMBBIE X O=RRZ) . 77 8RB 1LH O (U7 F o7 LAX—ROWREERE) (2580 5, Wi
NHHPEETHY, HFIEIEE TH -7,

[EN C4591005 RER TIE7 LAX—BEOFRITRD b iRnolc (F—4 By MAT7H 2021 41 A
5H) .

B KFIBEDOT F 7 4 TR —IE, 2 B BER% 8 HH . BTl SN2 %ICRE Uiz, AHIREOYREUES 2 B B H#5E% 9 HHIC
REL., FAEWENERE STV, 7T BRBEDOTF 74 5% —a v 7%, 2R EHM% 18 A, IO ENZHICREL
77

¥ AR T VAKX — (TF 74 7% —) OB T HH5E

O HEPERONE UET LAY —OBE R AT AR
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WM I 1T 2 FF % AT RE R e % O LR MEFRIZ OV TiE, 7.R3.7 IZ5E#HT 5,
i R B N O 3 10 B R Al % U BLE IR e O R B IE R Ty a v 7 2807 7 4 7%
NROLNTNDZ END, Yav s, 7%747%/%LO®T1 WA CECHEEME 1T O,

HerElX, LTk 2IcEZ 5,

B R BABR Je OIS M B8 U DR AT SRS IR ek DR EMEFRIc BT 2 a v 7, 7T 747 %
EORBURL MR L. T BIZOWTIRMCE THEEME 217 5 & OHGEE OB Z TR LT,
Fio, BERERTICIE, ’F&?ﬁﬁ:%@%ﬁ)ﬁ%%%a L. ik — eIl OBIR 21T ) Z &N EE
L BEDPRD SN H BT R LB Z1T O MERH L FICHOWTH fFHET 2 0 EZ R H 5,

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

S C4591001 FRER O I/ S — b CEEBRE DS AFIREE 4 FUIEEO LI TWD Z &2 D0N T, HiGE
FIXUTOLIIZHHA LTS,

WSt C4591001 35RO FF /IR S — ks OARFIRE 4 H] TR HAVIZBHEFREIZ DUV T, 2 BIANTRERIK &
OREDH Y LTS, WTRLHBEIFEETHY | BRITEE I A TH o 72,

[EN C4591005 FBRIZ IV CEMBREITRD bvierofc (F—2 Ty b4 7H 2021 %1 A5 H) .
Fro. WA T O A SUTRENRGER O B I8 E (E eI 2020 45 12 A 1 A ~[F4E 12 A
31 H) IZRWCHEE L 21 fl#HE Shi- (TR3.7ZH) |

BRI O FIEZRIL, HEEE DRA T 5 KEOE TGRSR T — % X—ATiE, 10 TAFEYY 77
ANTHY | AROBEKRHBR CORBRESITEFENS OO, THIOHEHFANTH -7, —F ., HEO
WS LAUTRIAERIZ 10 T AFEH7D 15~30 ATH Y (NEJM. 2004; 351: 1323-31, Vaccine. 2017; 35:
1972-83, J Neurol. 2020; 267: 1896-905 %) . A DR FER T DR BB I SCHRER S DORIERIZES X
TREINDHELY S 43 F@EmhoT, BRI CIIAR & EEME & OREBEBRIIAHTHY | 5lEH
ST EAT O 25, BE RIS OV CILIRM SCE CIEEM 21T 0,

PRI, BRI & OV 31T 2 48 R Al % SU T EBLE IR 58 1% D 22 B MEIF I 31T 2 B i s D FE B
W ZHER L, 2OV TR SCETEEWEZT - L OHGEE OB AL TR LTI,
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7.R3.4 EBEEBEZHETIANCBTIILELMEITONT
FEAE 1L, SARS-CoV-2 U 7 %y%@m‘é%@@rﬁ EBWEEZ HA COVID-19 OEJE(L Y 2 7 3 En

R B A B T DS COARKOLZ BT ONWT, HFEEEICHBAAZ RO, BHEEHIIUTO X 917
L7,
HESL C4591001 FBR O I/AH, S— b OFERD D | TRERSINIG I ELAE% B (Charlson Comorbidity Index

(R ENDEE) AT 285 L COVID-19 DEJEY A7 & éﬂéﬂﬂ{?ﬁ (BMI 30 kg/m2 L E) &
BEBRE DT, FIRMHT 2 FEh LT, FRITICE S5 BRI A AT 205 (8,978 ) (21X, 1@k
JiliPE i 3,443 Bl BEIRIE 1B MRS OHE/ L 3,368 1], @G HHED V 237 f], BEMEEE 1,561 Fil%E18E £
o, Flaa oA L ZAEYYE COVID-19 2 OF51 & (5 4.1 ki) +Y © COVID-19 OEIE(L Y A 7 73
BV E SNDEMEENE EN TV, £/, AIDSHIV & 197 flEEh Wiz, b DEMTOK
ISEMEERIIE 260D LB THoT2,

#26 HBREEER 7 AECBIT 3 RISREER
(RISEMEENT G RE D 5 HEARER 2 A4 2 LB OFERE ., ¥ C4591001 SRERGS /IR — 1)

B Grade 3 UL |-
FRAE 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 (0.1)
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)
BN 455 (22.9) 187 ( 9.6) 17 ( 0.9) 2 (0.1)

B (%)
a) 38.0°CLL L, Grade I N TV,

B EFLORBEIGIIARFIRE 25.0% (2,172/8,697 #i) . 77 EREE 13.0% (1,125/8,641 ffil) TH Y . 1A
Btk L ORGS0 & S FH8E, ARIRE 18.1% (1,575/8,697 1)) . 77 & AREE 5.1% (439/8,641 H)
Th ol ARIEED 1%L, EIZFRO DA EERIT, AR, FE Joy, B GEE, 7 E.
ha, B, BEYE. THTh o7,

Vb ot RITRAEHOREK (TR31SH) LRKETH- T,

AR, JBASEE CHMaa ;A LAY 7 F o OBERIAR O FALCALERT T 5 R B OV TR
I Tng 2 BIRERCHAL 2 7 7 A L AEYYE COVID-19 2RO FHI & (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 DR, BRI O R /i\’:‘;%zvé 7“
HILTN D, WEHh C4591001 FREROHS I/IAH S— F OFERICI T 2 MRS 526 T D B O F%MR
HHCIZ o b ORBEREZ AT H2ERD —HEEND OO, BRER THoRFERITE STV,

4D https://www.mhlw.go.jp/content/000712473 . pdf (Hc#&HERRH 2021 4E 1 A 21 H)
23 EEERPEZSTHER - Vs F USRS THEMEARTEMS (Bf 2 4 12 H 25 ABM®) &k
https://www.mhlw.go.jp/stfnewpage 15767.html (FeA&HERd B 2021 461 A 21 A)
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F D7~ HBIERFE# IZ1E COVID-19 OESE(L Y 2 7 N Em W R B A AT 5 s 1Bl 2 AK D
BYEIZOWTIHFRIUET 2 TETH 5,

BRI, UTDXHIcExS,

ﬁ%c&mmnﬁ&® B/ S— R OFERN S R EE AT 2 XIIEHOEBRE 2B 5242
IXEREM LR TH T2 L 2R LTz, 7272 L, BB THAAIL S U7z EEER B i iy 2

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

7o, BHERETICETAERNEITEELSZX 52 00, BERGERICIT, KﬁwﬁgﬁﬂmW&

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

THEHINET D L OHFEE OB A TR LT,

7R3.5 FRBITHT HLEMHITONT

BRI X D LRI OV T, BHEEFIZLLTO X S IZFEH LT\ 5,

ARFN O g R FRER Tl AT X BRI EHEICBLUE ST 203, HE4h 4591001 3R O 5 IT/IAR X — kT,
23 FUTHRIRAHE S, 20 55 9 FlTEERZ B EICIRER 1L S iz, 2 OB DITIROERIFIC
DN TIHBRE R CHERIIGONTE LT, 5l & kX BT 5,

WEAN T O RFF A% OISR et O B AW (R er4iE 2020 45 12 A 1 H~F4 12 A 31 H)

IRV TR~ O 513 28 Bl HER 4L, FEROREITRD b TV (TR3.7 ) |

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

PEAEIT, HIE %®ﬁ%%7%bto% ﬁ%?$§%@éﬂkﬂ%@ﬂ%@%ﬁ@@ﬁﬁ%%®%ﬁ
MO TR DIV AT, BINOER M O ER 2 MR 55, WYNIHIS T D HER D
HEERD,

7R3.6 FREHERY X 71ZONT

AFAES OIRBIIRY 2 71220 T, HFEH I TFOX S ICHA LT\,

FEHTORMTIX, BEROE MBI DARREEREE OV A b A VEADOKRFEN G ARAIEHREIC
LDHEBHERY A7 1HRNEEZ DR BRIZBMH)

ERARFRER TIL, COVID-19 ([ZRE LIZBENDRN & F7o, FEEMRY 27 OFHHIC OV TIEE
HMOBIENVLELEZ LNDD, B THE LN TV D IERITIERIE 2 B EEHE 1~3 VAHETOT
— AN (LA 2N EEREE 2 (0] B BEfEf% 4 L E 12 58RI OBERE OEIGIE 77.7% (33,752/43,448
Bl) ) ThDHZ NG, AANZKDEEHERY 27 Z#iHliT 5 Z L IXR#ETH 5,

BIRESCABIOE N TORBIERY A7 IR TH S Z &b BERGERICE] SR X HHRINET 5,

BRI, IR %®£%%7%LtoKﬁ@t%f®ﬁ%ﬁ%927cowfi ROER 42 5] X 5
S OEH 2 G O THHRINE L. B2 ARG o - 5A8 I 3d-0n I SRRt 2179 2 L 23 Y)
EEZD,
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7.R3.7 WIMZRT BT A% I BERGFE % O R EMFRIC OV T

HEEE L. MM I 2T AL UGS IR FE % O R AT RIC OV T, LIFO L3 IZHB LT
Do 2020 4 12 A 31 ARFRT, AFNZ 32 1 [E TR IGE AR 2 BT, £7-2. 19 7 [E TREHHE Dk
FRER A BT L, AR 12 H 31 B &£ TITK 26,079,300 [EIEEFE Sy 3 Hifir S du7c EHERE S5, E2ethifaide (H
XUTHuER) ORISR 2EIA X, KE 39.3%, F[E 22.4%, EU184%, 77 17.9%ThH o7,
AFN D5 1 [7] Summary Monthly Safety Report (2021 4= 1 A 13 B fH1F) 1281 2 #4300 (2020 4
12 A 1 B~F4E 12 H 31 A) 12, 3,615 B0 BFEHRED 4L, 12 DFNR BB TFn (TF7 47
Foo— EEHBAFEAR, FEENTALELR . RV, EL, WE, AL REBUE, RIRGE. TEFHRALE O FE
G, VU, BEERRE) AR STz, T 7 4 T XU IEERRE SN Y AT EERALRER,
BEHFNLER, R A EMIFFESNE D A7 (BERY X7 TERW) | EHEOFRIZY 27
TRV ST S, 780 I3k L CRlMIiT 25 2 & & Sz, FHMlORSR, Yl giiick i 5
ABNORRXT 4 b VR Ta 77 A VTR L TS,

Fe AR WA OMEE LLTIIRT,

e T

FECOHEIT 10 ] (5 BEZMICHER SN R ETTH) Thotr, MEFLALA T, L5 M4, OMfF
1B 3, DA%, TRIROLIHEES 1 tECTh o7, FMIL41~95 i THY . 765 65 Ll ETH -
7o 10 B 4 BITHEMIREAFT T D57 LAVEE Y | 1 HITERLRE, | BITENERE, X0 4
FNIIFwA R Th o7,

& T 4TFFY—

MedDRA SMQ (R K& OBRIR) T7F 7 4 7% o — %S 2 ME 13 824 5] (9 LEZANIHET
SINTHEIL 613 1) THY ., HWEHEIL 1,245 THY, ZD2 B34 HEREE TH T, #IFILE
T3k, RIEME 259 1, [EHE L7 REAESH VD 31 £F, BITE OISR 603 14, A8 350 th T o 72, #alF
M 3H B OB, 26 GREFELRL  OMELR) TV TROEBOEBEEEZET 57 LA VR
FTHY, 1FIIEHRAETHo T,

72, MedDRASMQ TT7 7 4 7% v —fUt (Fll) 1Z3%8 T 5 FRIT B HlICRE S, 77«
TXU—RIS R, TF 747X —BRIG S, 7T 740 7% —va v 4 BREMKDY 2
I IERS 1 CThoTo, 4334T 13 41FME. 777 4 7% v — LRBUE OB Z A L Tz,

o GENTEM B CREREE

TIENAENE B CAEREER OB 91 # (5 BIEFAAICHE ST 68 ) ThoTo, WM
BT ETHY, H>B2THPREE TH o7, 2 L EHE Sz F503, \EBUE 42 {1, BT 31 1,
B O b B R PR VDR 2 fE CTh o 7o, IR, REIE 24 {4, [BIE LB ZREIED Y
2, [BHESUIEER 31 1, R 35 fETh -7,

BT TEing A S5 EIREOBRFHMIEICET 2 A RT4 21 CBT 2 BERIGEE (Q&A) 122V T (ICHE7Q&A : ik 22
F9 A 17 AFHTHEEER) | QA3 IZBWT, AEHRRE AL L et @ Mags 72 milindE (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 REWEREHE) L ST D,
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o FHImME

BRI O AT 21 1 (9 BEFWICHEE SN H®EIL 1L #) ThoT-, ST 21 1:TH Y,
IB A ENREECTH T, IR, REHE 74, BHE LA EEIEDH D 14, [BI1E TRk 4 44, R
9 TH o7,

o MRRRES

MREREROHREIT 18 il (9 BEFIITHEE SNT-HEIL 13 4#]) Tholo, MEFEIL 22 4 TH
D, 95 IBENREE TH T, 2 Ll LS - F5d, ERE 6 ., IMIERIE S 1, TADA,
DHMREMEMAMERIEROF T o« SU—EERES 2 CTh o7z, BRIFIE, REE 4 £, 218 L7
BEBIEDH D 3, BHESUTERR 7 4, A8 ThH o7,

o JRHEIEER
PEHRBRICOWT, BFS TR — SN ERITRWVA, BREBRED S B, DL O TR EHRO A
BEMEDO & DS =M 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 GIOFEGIDRIRE S, BB TRERgsRF g (R INEE 4 (5, [RERSIE 1 1F) 23 & Sh,
1 FICIEHbasR g (TH) bais Shic, Wi bEaEgEpinE (7 B~ EE) TEREHRL T
BYO, 3PNTEETH 722, 1 PITEEREOIERZFRD I, L LB 6 ATEFNE 1 (0] HH#5E% 24
REFRICINICREBL L TR D . BRI R LR T CRIET 2 BAONTWDL 2 2T R D &,
PRABFEIROFEIUZ 22 D LITHIBT SR o T,

o HEMERBEAEETLHILANEEY T IER

HREBEDY B, BREBEZHET L7 LA AVEBFIL 274 BIEENR W=, ZNHOEMT 1,182 o
FRPRE S, FRFRITEVR 77 M. WET7 59 1. BB EIEROVELA 46 1, U 7 F BRI E
Ji 35 1F, HEMED E V2 ThoTe, ERIFIZIET 4 . REHE 92 {4, BIE L=NHRBEEH Y 6 14, [F
TR 130 fF, A2 Th o7, FEC4H G D56 1 BIEEE OO & QR SRS T
B0 MEIL (EFGA) ICXDIEC. 1 FNLOIRIEIE, TEBIE O s OIS ORI 2 H %
BETHY DAL OME L REERLY) ICXDHE, 2 FIERINEOBEEZ AT 2 minE (84 ik
V' 915%) THYRKRHDIEL TH T,

® LR KROMRILMICH I SR

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

Wt 28 BlD 5 B, 26 BITHARF OU 7 F UBEBENHAE S, 2055 9 Bl CHRARIER &2 £ 5 IEEE
G (U7 F U BREIAENR 4 14, PR K OIS 45 2 1. o i P, R K OV )
DRE ST,
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AP ORI 39 IR T, 4 PITIHREEOFR EEAPUR, RABOE, HECE, KE, FLITIEM:,
FLIR SR, AR, SvE, vk, FEE RN R OMEMAS 11F) 2l S

Flo. TFT 74 T7F—ICo0nTL, FEMICHRETT 5720, HEEENAE T OLEMET —F X—2A) b
2021 4 1 A 4 H £ TIZZE LEAFNCET 2 W& 2OV T, 73U X A%Z V7= MedDRA SMQ  (JA
B OER) T7 7 4 T F D —PUSICE ST O ME AR L, ZORE, 8L FINGEE L, 55 53 f
WEEHTH -T2, 811D H B, Brighton Collaboration DIEREFELENE (Vaccine. 2007; 25: 5675-84) 44
TLUb 1 &7z LTZRERNE 18 Bl L~UL 2 &7z L7 SEFINE 26 5], L~v 3 7z L7EBlE 7 L,
AELS AR A4y 29T 21 B, WD S b 72 L TR VERNE 16 BT - 72, 81 Bl OERIFIFIEL
1B, REHE 14 61, 215 - BEPRSUIEIE L2 3MREAEDH Y 44 5, R 22 BT o7, WEICT LrF
—, WREUE, 77 4 7S EOBEAEEA L COTIERNIL 27 Bl ThH o T,

PLEDEHRNL, ZNFETIZHOLNTWVDIERNOAFOREXT 4 b« YR T 7 7 A )VTEI
CHIMT LT, T T 4 TR — R OEEREICOW T, 7R32 LIV TR3ZICEHHDO L BV | IR 0E
THEME LT,

BEREIE, BN DR T8 U RGERGE R O L BB RIC O W TR LTz, £/, 7747
U= BUEERT VX —ISIZEL T, LTOREZHERL TV,

KE CIEEB A FHFF AT T CABIOBEA MG S 47 2020 45 12 A 14 BSR4 12 A 23 HE T,
1,893,360 BIZ A 1 8] H BEFE2S S0 X v, A EFG 4,393 4] (0.2%) 53 Vaccine Adverse Event Reporting
System (VAERS) (2% &47= (MMWR Morb Mortal Wkly Rep 2021; 70: 46-51) , EE/RT LVX—K
JIGOFBEMENH D2 HRET TS FIHY, ZDOHIBLTF7 4 7F 0 —X 216, FETF 74 TF—T LV
X—IISIL 86 Bl ThHoTc, 7F7 4 T7FT—D 21 HlIZHONT, 19 BlF=E X7V OG22 T7,
Fo, 1THNET VAKX — (FEY, &Y, Bfilsh) OBEERHY, 2oL T18IET 7 4 T7F—0
BEFER S -T2, FET T 74 TF—MET LT —KED 86 BIZOWT, 56 HlIET LV —DEENRH
ST,

BEETIE, —RFRORE AT T CARFI OREFEDN B AR S 417z 2020 4F 12 H 8 H B[R 12 A 11 HETIZ, 3
BIOEERT LIX IR HE STz, 2095 2 T EY SUTEST LA X —DREEEZ A L Tz,

FEREIT, AANT 2020 4F 12 A DEEFERIIA S, B2 EOEELRFEDHEINTNDIHOD,
B S TR SRR LTI AR W 2 & VS COLEMEE RIS BEREIN IR TH D Z L,
B ONTERITIEDE | AREIOLRMEIZ OV THERRI -G L. 18000 Mk o1 Mg ko 24 4
FT 2%, WENIXHET D2 MERDDH LB X D,

WL~V L 1R RO Major 7 B2 FESER KON 1 D LA_E D Major ZRIBEREHIER (O Xid 1 -OLL LD Major 72 FELZRIEIR)
L~UL 2 0 D1 2L D Major 72 BR AR K OV 1 D LA D Major 72 FEIRZRIER
@1 2L LD Major 2 G ERZRER (OUT 1 DL ED Major ZRFEREIER) KON 1 DL LD R HZE T 1 DL LD Minor
PRRER
@1 SLLED Major 72 B FHER S OV 1 -OLL Eod Minor 72 fBRaRER (L OV XL 1 -2LL B Minor 72 FFIR ZRFER)
L~UL 30 1 DL R0 Minor 2B BRZHEIR CUTFFREER) KO 2 DL EDORZR 23 T 1 -2LL L0 Minor 72 iEIR
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7RA4 ERRAIALEFHITIZOVNT

AEIDOEERIN BTN T, I TFTo X 21282 5,

2021 4 1 A 20 BEf SO, AFTOH SARS-CoV-2 DEYHE ¥k (PCR MAEMEE) DBEEIT 332,231
B, o HLEEFIL 71,129 F], BT 4,547 BITHD ¥, BIEREEE T TR CEERETE RV 0, &
FERE & B O T BB L S D20 EHEII S 5 ARRBIORGE0E 20 AR 5 2 < IRV T 30 18,
40 1, 50 RONEIZZ VA, FECHEESCERETEUL 60 KL EIZZ W 40

SARS-CoV-2 BFE 7> & FIE £ COEMRBIFNIL 1~14 AR CTU@F LS BRE CRIET D2 L RAE N4,
Fo, JERDEIT HEISIRYMENH 0 . FIED SR b AoV R O BYPEA W 2 & 3T U D R
LENTWD (o a7 A LV ARYYE COVID-19 2RO T & (F 4100 V) .

ARFRTIL, 2020 45 A 7 HIZ SARS-CoV-2 IZ X DIEYUEDZRE « W THUA NV AIKTHDL L LT &
ELRE L U CHRGR SN, £, TR A Z Y U IBAGRORNRE DR ORI THAFTRETH Y |
Z Ot ER B CILEEE VRIS U THRREN AV O T D Gl a7 A L R EYYE
COVID-19 DO FH1& (B 41 1) V) 23, D DIEFEEIT-> THEGEH, EREGI & OB T
WL TWa, £/, COVID-19 & DREBMRIZIA L E 725 TV ZRWNA, —EOEGEH TIT Y A LA
HRZ D RIEREE, SRR MR R, BLESORERSEBIES 5 &) #HE % (Open Forum Infect
Dis. 2020;7:0faa507.doi: 10.1093/ofid/ofaa507) , 2021 4 1 A REA T, ARH TRLE E DM AN TIH 0 |
ERRIRH N O L TWDIRITH D Z & COVID-19 ZRIET D &, BT DORIG & 2 556
LD EEBEZ DL, COVID-19 ORIETFHHITMD TEETH D, THMam T 7 A L A EGE X}
ROBSTOHEMEBUFE LTOFRED EL ) ®Wickd e, HMan UL ZAEGEIC L D5
CHEREES DORALE TEX LRV LAERE L THR a2t oA )V REGED FASEDORIEZ XS |
TENTITFUBRO BN E SN TWDA, ARETCOVID-19 DB E L TARINTWDL T Y
F X780,

HESh C4591001 7R O /MAH, S— b OFERN S AHKID COVID-19 DFIE THzh Fidm S, EN
C4591005 #BR THEA: C4591001 3Bk & RFRELL Lo G MmEisMio ERAHR S Z enb, BA

MNIZxE LT H[FAERD COVID-19 DFSE TR NS WG TE 5 LE 2 B (TR2Z2H) | MR ORIE
PEIZOW T HAEAGEO PGS ET 2RIV Ee B2 b (TR3 BM) KRR O R ORI
e O P B LN HI ) B TR S CIXATH Y (TR2 KOV TR3I M) | BB 2 KK D
ARIVECAHEIEITH D B.R2 ZH) OO, AFIOHERIZ KLY COVID-19 DISE TR RS HIFF T
. EANORIEFT ORI D223 5 Z ERWIFFTE 52 L 2021 45 1 A RER CROEAFED N U ERE
EHIBO2 L TWDBIR AR E 2 5 & AHHID COVID-19 (2R T D FHT 7 F o & LT, AHlEHE
FEAREL T2 2 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&iEa8 B 2021 41 A 21 A)
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7RS5 ZhEE « HRICHONT

R, RAIDODEE « RIZHOVT, UTO LI ICEZ D,

WS C4591001 FRER O I/IMAH/ S — R OFERD D . AHFID COVID-19 OFIE T BHZhRITR S, EAN
C4591005 # 5k THES: C4591001 3Bk & RIFREE L Lo M ARG D S-SR SN2 e, AR
MNIZKE LT H[FERD COVID-19 DISE TR RITHIGCTE 5 Ll L7z TR2Z2H) . DHflani o
A /LA (SARS-CoV-2) U7 F > OFHficBIT 55 275 3 Oftdl, BEARD T 7 F o Ohie - %%
BEE XD L. RFIOZHRE - ShRIL, BHFEREOEE - RO LBV . [SARS-CoV-2 IT L 5 EYLED T8 )
9D T L) &l LTz,

LU OB DRI DWW TR g Cilgim T 2.

7R6 ML - HEIZOWT
HEEE L. AR ORE - HEOBRERIMIZOWT, ITFTOXIIZHHAL TS,
FERR TR & L CHE L7235t C4591001 3ABROH T AH/S— Tk, AAI 10, 20 X% 30ug % 21 B
[WIRRC 2 [l L 72 & & O BEMEL OEFIEIC OV TRET L R T O L B0 Tholz,
® KHIEHE% D SARS-CoV-2 MG T FHFULMEIZOWT, WFnoHETY 1 [ % 21 HEO k-
FZOT N Tholon, 2 B HEMES 7 B HUMRICHHE 2 EA RO o7z (TR2.1, & 16 /)

® COVID-19 OEJE Y A7 R@En & B 2 LD EFEImEERIC VT, FFRUAfhIL 20 pg #E LY
H30pg HECTEM TH-o7 (TR2.1, £ 16 2H)

® LZAPEIOoONTIE, WTNOHETHRRITRO N o7,

UL EOFERING . B/ S — b THRETT 2 AR O HE - &I 1R 30 pg % 21 A GraiiE
12 19~23 H) T2, MHRANERET L Z & EREL, Ba I Lz, ZORE, RAIDOFRMEN R
Eh (TR2ZBM) | AR OEBMEICOWTHHFAREL HWT L7 (TR3I B .

¥, HBI/MIFEAN— MIBT 5, 165K 1 A B BERELIEE O COVID-19 BRI REMER OHEE R RIE
[ B Bfit% 14 H B £ CIEARFIREE 77 EREECRRICHER L, 20k, 77 B REHEINT 2 — 5 TK
FIBEXIE & A SN, 2 [ HERMLUB CAAIREL 77 B AR E TRERENEO LN (TR22 £
BR) o 1 RIEERE D DA OV TIMRT LT 2203, 8 THI S — M2BW RO FHE 1T 2
EEEENLETH o722 L bIEE 2D &, 1 RO A TIIREHEOBLEN L+ TRNWEE XD,

Fro. L EIHEERE L 2 BIHEREORFRIZ OV T, 8 T/IFE/S— hTik 21 HER GFPA#IRIX 19~23
H) &L TREL TV, ARWMEOMNTIZ 1 B0 19~42 A&IZ 2 [B] H #EfE SN2 b
BUOEMTHITAITY 2 & EERNCHE L TH Y . Y% TAFID COVID-19 DFIE TR IR S
iz (TR2 M) , AWMEREE rTREE O 5 B, 1 [BI B EEFED 5 24~42 HLIZ 2 [0 B850 S U795k
Flx, AFIRE 18,198 Bl 616 B, 77 B REE 18,325 il 659 BINE T TV =%, ZhboEMICE
75 2 FIHBREE 7 H HUREO COVID-19 FeERNIAKIRE 1 Fl, 77 8R4 flTHY ., VE [iifl
95%CI]  (RBRIEEERERT2 O 2 [0l B HEFEf% 7 H LAATIZ SARS-CoV-2 FEYED 72 v ikERE) 1% 73.3 [-170,
99.5] % TH -7z,

O BEREMBONGRIZUTO LB Thotz, 24~25 B : AFIEE 212 6, 75 & 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 : AFIFE 32 B, 77 BAREE 41 1], 40~42 H : RHFIFE 20 1, 77 AR
12 1
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Bk D72 < | BRI e i HmIXIREEC & 5 A3, BEREMIBEAS 24~42 B CTH - LN THHAEIETHF T
XHLBEZD,

F72. [EHN C4591005 FRERTH ., WL C4591001 AABROE M/MFH/S— FRICHE - &2 E L TR
BRFENE L, SoZFPEDRER D AANTY COVID-19 OFJE TR RIZHIHFTE (TR225W) | 44
PR OB DONT, BRAFAEOBRERITFR O b e o7 (TR3 ZH) |

PbXv, b oK OR R ﬁo%ﬁﬁ®%%-%%%&ﬁ?é’kiT%k%iko$ﬁ
1 ATV A RABREER 1.8mL THIN LGS, AAI30pg ICHY T2/ &EIL03mL THDHZ &2
O, HEEHE - A& FaﬁéﬁﬁﬁwLm¢_fﬁﬁb\ WHE. 1E03mL 2482 B, 3EMO
IR AL &@#éjk RE LT,

BRI, AFIOFME (TR2 ) KOZ4e (TR3 M) ICBET 2MmiHER 6. L - A&
DONT, AFI30ug lITHY 45, AFAHR 1.8mL I CARE 03mL % 1[4y & LT, &at2E, 3
MMM CRIANEERE L R ET 5 Z ST R L HIWT L7z, 7eds. 1 [RIBERED 2 T O K OSBRI %
24 ALL BIZIER L7236 DA OWTI I L T RN Z &0 b | BRREBROREIC LSO X
3EMMR T2 B L 55 Z ENHE LB X D,

7.R.6.1 BEEREXIREHICONT

HEEE I3, AR OB RERICOVWT, UTFOX I ITHBPLTWS

[EAN C4591005 #ABRTIX, 20~85 k& xige & LTEM L, AARANTOZEME, AR O RE %
FHAM L 72, — 7. MESR C4591001 FBR O /AR N— MMZIBWT, 16 #lh EOYERE TOAH MR VL

DGR S, BRI ORITICB W T ORISR L 725 X O IR b2 &
B AFIZENTY, 16 Ll LA RS L5 LT EEZ D,

¥, WSk C4591001 FREROH /MR N— h T, #BRFERPIZ 12~15 5 DO/NRIZ DN T DGR
PE. AR OREE AT 2FHE 2B L TW5D, 5 OEREOWREBRE XA IR BV T
—HOT—EZNEENTNDLHOD, BRFE THORERIIH LN TR, Len> T, /NEEx5
& L7ZBAFSEIIZ DWW CIE, SR 2 E 2 TR %,

PRI, [EIN C4591005 5BR Tl 20~85 kA3 k4 & S, BARNIZBWTIL, 16~19%ICBIT 57 —
ZIIFOLN TS OO, L EOHFEF O, EN C4591005 7R & sk C4591001 FERIZHS1T 5 20
koA EOSERME R OVZ T 0 7 7 A VI KRE RERITRO bRz 2 & BRFROARILTD
SARS-CoV-2 DIATIRINEZ B E 2 5 & ARANOBERSRER AL 16 A LT 22 LITAREEE 2 D,
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7R.7 BUERFER OBRFEHEIZOWT

HEEE L. AT O L 5 ISARAI ORGSR 7% OF A Z FHE L T\ 5,

KHNIDEMT — 2 & Te HRANDLZEMEIZONWT, BUERTEARIFE TIC/ LN D ERITIRER TH
D (TR3 M) | KHIHERE% O SARS-CoV-2 FEYLIRFIZ . FRABVEIRA B Lol S E Z SN LRk H 5
ZEND BRIZBM) | RBMRED Y 27 ), AK| 2 B HERE 12 7 HBHOREEE RS
CEEHMELEBEHKRBERE (ERREFELZHRELEETHEBEEREERRAAE
(https://www.mhlw.go.jp/content/10906000/ 000721004.pdf (Fef&fiEsB H : 2021 41 A 21 H) ) ToOHHEFE
FHDH L, ARHF 2 [0 HER% 12 5 AROBYREICFET 2T X CTOWERE 2 505) 2£hid 5 7E
Th b,

F iz REIOEKRER T2 Z 2RI S LTV, COVID-19 OFESE(LY 27 BEn &
2 ONDEMEEER T2 (TR34BH) (CxhT 2 KRR # OL OB 2 B & LT, iR
BEATLEZME L U RrEM T E (B - 1 MRS R 25 2 MR EERE% 1 W H) &%

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

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

P, ROEHUE R A E OG5 HEEE ORI AN TREL B2 5, £z, ERNOFRD
HI B O (et OMES C4591001 FABR, VEAL T O HFF A2 S I RE IR FE AR DO 1F )
AEHOTIEL, JONTBERICIESE . ARIOLEMET OV THERHIZ T L. BN 0 &k o1
WD EER 2 ETT 2%, BWUNTHIST 28 ERH D EERD,

LU ORE OB DWW IR ik Cilein T 2.
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7.3 ERRRBRIZEBWTAHFILIS (BNT162b1) TR bW FEERE
HE4h C4591001 REROEE [ FH/X— | (7.2.1 B2R) @D BNT162bl BEIZB T D Z2MEIC 0T, LTFIOR
9, 728, 100 pg BEIE. 1 A HEEFEZ ICFHETO 2 BIHBRIE P IE S Z s 50 | 1 [6] HBERE
DT — 2 DI L TND,

FH AR 7 ARICEED SN RUSEMESERITR 2T D LB Th-oT,

#£ 27 RBREAEEEE 7 HRCR T 2 RISFEER (MM RE)
18~55 ik 65~85 %
BNT162bl1 TR BNT162b1 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
ey |TEIE | 7 (583) | 9 (75.0) |12 (100) (1] 2 (16.7) |7 (583) |11 (91.7) 91.7) 1 (1L11)
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 [\lH 0 0 2 (16.7) - 0 0 1 (83) 1 (8.3) 0
o 1181 H 0 3 (25.00 |2 (16.7) 5 (41.7) 0 1(83) |1(83) |2 (167 0
: 2 6B 0 1 (83) |3 (250 - 0 1 (83 |2 167 |3 (25.0) 0
A5
1mEAE [ 1 (83) 0 1 (83) 6 (50.0) 0 0 0 3 (25.0) 0
FEEL T P 4 (33.3)
. 719 (75.0) - 0 0 6 (50.0) (] 0
1EH | 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 Al B [ [ (833) — 2 (22.0) |3 (25.0) (1] [ 2 (22.2)
1EA | 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)
2EEH [10 (833) | 8 (66.7) |12 (100) - 0 5 (41.7) [lj 9 (75.0) 1 (11.1)
7 (58.3) | 10 (83.3)
_— 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 (2500 | 7 (583) |4 (33.3) 0
1[aH 0 0 0 0 0 0 0 0 0
A
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[EH 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)
1EH | 2 (16.7) 1 (83) 0 1 (1) |2 (167 |1 (83) |1 (83) 0
RAHiR (1]
2MEH | 4 (333) |6 (5000 |3 (25.0) - 0 3 (2500 |3 (2500 |2 (16.7) 0

N=fEHT R G54k, n=FEBLBI%L

[ ] WNiZ Grade3 (EZENT 38.9°CHR) DHiI%k (Grade 4 (GEEMI 40°CHE) 1IGEB D HAL TV )
a)  BNTI162bl 100 ug S Ot d 577 v AR %, | 6] HEERZORE RO,
b) 2[EH N=9

0 18~55 I ERNC T2 1 ml F A0, EEOEFAER AR bl &,
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FOSIEM RGN OF EFR M ORIFOSOFREIEIT, £28DLEY Thol,

728 WMRERREREE 1 VA X TOFEERROBIRIEORRFS (REMEITIRER)

18~55 ik 65~85 %
ik BNT162bl 757K | BNTI162bl 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 (%)
HEHES | 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=FE 5%
a) BURMIMNT 1 (0] ARl 3 £ T

B, EERAEEESLEONERTILICE ST-AEFGUIBD DNRd o7,

B R AR A 512D, Grade 3 LA EO BB & LT, 18~55 i%HEHT BNT162b1 10 g # 1 i,
20 ug #E2 B, 30 pg AL 141, 100 pg Bf 4 i, 65~85 FAEMN T 10 pg BEA V30 pg BEA 1 BHZERD B
7oo WIS A TR HAv, FH CTREEFRPAN E CTHEIE L,

8. HRRRIC X ZAGBHEE TR T NS BN 2 E B ERRE R R & O O ¥l
8.1 A MEEE R R 5 BAE O
e, AR THY, TOMBEKOEEOHENITRE 2) THRIET %,

8.2 GCP EHIFAERE RITKkT D& OFIWT
BfE, ABFEEF TH Y, ZORELOEDO KIS 2) THET D,

9. ReBIAFIRLME (1) 1EEERZI T SRS FHME

e SN EE D, A H O, SARS-CoV-2 12 & D EYED TR T 28RS, B
NIRRT ¢y M E 2D L REVETFFR RS B 2 5, RENIARHF THIO TRIERFEARFFE I
72 SARS-CoV-2 IZ L DEYHED THiE B E T 0 7 F o Th Y, RAIZBEREAEEL T2 2 L IXERRM
BEIHDLEEZ D,

B % COMFT A B E 2 CRICIED 20 ST T X 235681003, AAIZEGR L TEL ARV
EZ D,
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BPIARIRDIHRE (2)

SfM3FE2H8H

&g B

[k 72 4] a3 FT 4 ik

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

(W 35 &l 7 7 A P —tEA St

[HEEHEA A ] S22 12H 18 B

[MFEE—E]

MEDOE Y,

1. BERNE

BN O D% OBIZB T 2FEOMIKIZ. LTO B0 TH D, 2B, AEMBEHROFME
B, AMBIZOWTOEMEENSG OB UHHAEICHS &, TEENEREGSSE OB IZB T 25
EEEOEMIZET A CER204E 12 A 25 BT 20 #EF 8 75) OEICL Y., 84 Lo,

PR T, S (1) ISR L eAR O E, Ak, LetEE B D oIl MZE B )
BIFFEH, UTDRIZOWTITBEMOE RS H S 7,
Bt LR ORI OWTBINTHRE L, LRk s 21T o7,

1.1 FIHEROFEE - ZIRICONT
HEWE T, EMEE X W () © [TR2 FHMEICSWT) KON 7RSS #hEE - ZhFIc >0
T) OBHEOHW 2+ 5B RICINAZ T, UTFToERRHET-,
® 5k C4591001 FBRICOW T, BEMOFINET — 213550 TR 5T, VE OfERIT 2 0] B #EFEt4
W OT —5 Th b Z L IZERBGICIERIZT 2 0ERNH 5, £, RO T — 2135 %
FENET D L LI, BAMEOFRRHIENHA L E o T2 5A 1T, BIEROERIZOWNTHIR
T OMERD D,
® SARS-CoV-2 BEKIZHONWT, B THELINTWD in vitro DT — %1%, MBS+ C4591001 R TR
D OENTEABN OGN EGET D HO TR, — 5T, S%F-LAERKOHBLEESND Z
LB BERO BRI OFATIRDUTHESEHNE 7 + v —7 > 7 L BRK A AT invitro TN
ARG A TN L. B A RS DTG X ERBG I RIRHET 2 & & BT, RPUDIG Uiy
EERFTO2MERD D,
® AFlD COVID-19 EIE(IMMIRIRIL, BRRRER O IR BT F R ERPEFLLTWRWY, Ll
RN D, ARHFID COVID-19 FIE TN R L 0 BIEEEAMET 5 Z & T, fERIICHEIELT I
CHE ORI D722 5 Al REtE I F & 5,
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® KHID SARS-CoV-2 YL PRI RIT, FaIREBR CITFHl S AL TV, AFIZH#HE L7286 Th -
Th, BRIERP D72, B, BHELOEMOERE, FHROWCETTF 7y MEORARE) 72 G
TR Ik L TAT O MRSV | Z O RUITEREFHE L OEERET IC B 5 Th 5,

® RN L RIETEARNE & ORI OV T, ABBRTT OMERS D,

ML, EMEEOBRZHEE I EE L, Fid 3 EGE% O R oA 20 K OV BRI 5
fREt, YT B RR O FERGIC BT B RIS SO ~ O IR I oW, MY RHET 5 B
Zal& LTz,

F 72 [EH C4591005 FBR D T FRHT T &> 2 3 AT HE S22 S PEE R O FE RS B P I % L o STz,
FERITE29 DL B TH D, I, BEICiRE S QO il M EM O R L FRECThH D Z b
(R M EM O R ITME (1) 7R2.2 £ 21 OFE) | F7-. MBI C4591001 HEROFER (H
(1) 7TR22 £20) LABETHD Z L 2MR LT, MBRITEMEZEICHRE L, BRI
Nz,

#29 TRERIK 2 B H 5% 1 VA D SARS-CoV-2 MiEH G (S0%FFfidd) (ER C4591005 3E8)

N GMT [ff] 95%C1] GMFR [ 95%CI]
Qe BRRE%E 1 1 A) (2 [5] H Berdith 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 11 [ 10, 1119
ExXiRin 119 489.9 [420.4,570.9] 48.1 [41.3,56.0]
AT AKIE 20~64 7% 97| 523.5 [442.0,619.9] 51.2 [43.3, 60.6]
S U R 65~85 1% 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, HUARAMIAY LLOQ R DF A, fEHTIZIZ 0.5X LLOQ DFEA V™ H a7z
a) FafEJFMEIIE H ORRIRERTIRIC 2 (B B BEFEf% 1 o HRRORBEDHE T L TR0 7z 1 Bl & RV T fifMrAs 5 (G AT 6E
Sy JRMERERR © 39 B, AETm s R R ¢ 40 Bi)

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

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

\ZHOWT | IZREHET 5,

o [ENADREKAER T, AREMRZ RO ONTEAEFRIIT LA EBREITELZTHY . KA
DRRT 4y NEBTHLOTIHR, LHLAENRDL, —HOWERE CHEERICEET IRED S
HROGENRRBD N2 &, Fo, AFEFLORBEGN, | BIEERERFL D b 2 [0 B ERERE, &
FhE L bIERFImE TEN T2 I Lid. AR OEFEFE WL 1L > THERERTH
D KEIOLZEMHEFRICONTIEL, ZhbDFERLEO TRET 20ERH D, o, BISOE
REOZRRESR . BERRAR OAF I, Fre I, SEAR IS BLIRF PR IR eIy D s (FRENGER 79 D s ] |
MR ~DOZ 2 N LB RERE) 12250 ThH, HEHRIET 2 06BN H 5,

@ T T 4TXRVEHDOT LTSI OV TIL, SO R Al I RS IR TR S B A NS
HLROOLNTEY , FHEERLETH D, IR CETHEERELITI & &b, EREFEE. #
PR AP IR O S & 3 D TR IR N HE CThH 5, E7o, HEREICER L CIEBE T
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FOMERZATV, BfliR |3 — ERH OB 24TV RIS BRI T@E U 20 s - B 21T D K 9 .
BEFRIF O AR A & O 1o RSN ETH D,

® HEUEDREEIREEN & D NI OWT, [EEIANEERE v 15 OB 22k 5 rREMEDS & 5, EENANEEFRE D W]
HEHWTE D LD R BRI L E Th 5,

® HFHENWEAET HREMT —Z _X— Z2DFRITIBN T, WSO R4 TSR % 0T F 7
A T XSS T DA 81 B, MER STHI, T LAX— BBUE. 77 47X —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 RRAT%D
SFTERATV, EERIABGONHGAICE, BUNTEEE T 5 0ERH D,

® JLHRBAAT LT LA NVEFITONT, WA OMAFF % S UIRGERERIC, RERBERIT AP T
HLHM, RFPREZ I CZEFOHEFELRREINTND, YRBFEITBIT 272 EHRI LB
RTHIZEH I TWRWAY COVID-19 BIE(L Y A 7 3EWW Al etED & U | SARS-CoV-2 U 7 F
CAEREDLEMITE W EESND 2D, AFEREIZ L5127 v Y A7 & bIA S & ERID
HIEE L. D> DB RN SUTAGEE DAK ORI RO E 2 B D L, #EFEICOWTHE L7
Balk, AR BT L2 LIXARETH D, UBE KT 2L RIIo S NE L, £iF
SN RITHSCDICART DL LI, TORLEE, BHREEHTLILERD D,

LI EDEMEEOZRIZOWT, BHEITHFEE IE L, BaEE TRUEIRIE%R O 2 SV OIUE &
OBEFIEFE ., PSS~ OF ROV T, EEICIST 2 B2 RIE LT,

1.3 HiE - ARV T

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

RIZMZ T, UTFOZEABH SN,

® RAID 1 Bl HEEFED S 3 MR T 2 B HEH S 72 b2 7o A~DOFHRIZ DWW THE AR 2 L E 3
D,

BEHEE, R OISOV TIRA LT

W (1) @ [7TR6 Mk - ARIZOWT) ICR#ED L0 | MEFh C4591001 BRI I51T 5 Bef MR 1%
19~23 HLZEI N, —HOWERE T 42 0 CORMBTOERRERITH 523, HFERIEE 24 BRI
R LT=3 6 OB RT3 TN L TR, E 72 AR 1 BEEREO - TOFRIE S HESL L TR,
LMo T, A#NIE 3 WG 2 BT 2 - L NI 225, — T, EHAEEFICBOTIE, 358
MG COBRmMATEARVEABLEES N, ZOBEAIE, TX ARV, 2 B BEEE it k5
T BERD D,

U EDOHMZEBOE BRI OBREORERE RIS OWT, BBITHRGEE ICEEL, BFEE T, BRSBRT
OAEFERIROEH L O 2 [B] B R OB 2 [ERRIESE K OSSRt 425 Z Li2on T,
BEENZRIET 2 B EREIE LT,
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14 ERER) R 7EHFE () 2250 T

SR CIE, RIEIRTER OFREIETR Y A 7 FHIIC BT 2 LA T O OHIMN L, FMHEEN SRS
e,

PREBIEER U A 7 ST EE GRS TS DAY, T O 2R SR ITERENICL O EE - TED
T BB O BFE OEERA 72 RPLIZ T TIRR BBER O M LA 22 & Mgk C4591001 #EBR T
I EARFNEEFE % D COVID-19 FIER L O FIER| O 5 AT D72 < . BEEZ RN 72 COVID-19 OFIER DL
RATH D Z 0D, BEBZIE T CEM SN DO HRETHES ICRW T, AR 27 2 +5
WZFHET 2 2 EICIERARH D EE 2D, FDl, BERTFEHR, YmEiTEs C4591001 RO 7 + 1
—7 v, HIEEDNERT DS A U T, ARG R O COVID-19 FIER I OV EIE
BIOTFHRZ T L. 5%, W$ﬁﬁ)x7®£ﬁﬁ$ %f%ﬂﬁ%&m&&wav&%y®r$ﬁ%
U AZIZBET DR R B TS DN TGE 12, ARG ORMOT —# b E 2 T, AFIORER
%Uxﬁﬁ%?éﬁﬁmowf\&@T@ﬁfé%%ﬂ%éo

Fio. EMpE T, HMEZAE LY @ (1) © 17.R7  BERGER ORFIFEEIZOW T OO
HIWr &2 SR 2 BRICIA T, UToOBRM/H ST,
o HUEitk., AFIIIFICEL S OERIHEN S, £ < ORGERTER O ZEEFRAIES D &

BESh D, AROREEFROWE, XK 7 4 v MU RTNT L AOFHI R TARIZONT, &
WEBAMED T TIREIATOND Z L BEHTH D,

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

g IX, Dl ROzl E 2, B RICBIT 2 AFIOESES Y A 7 FEEHE (£) 1220\ T, £301Z
R AR EEARETH 2 L, WOUTFE 31, 32 K33 ISR BN 3K 5 22 A B TS 8 & O
BN 27 o/ MUIEEN 2 Efad 25 2 & st &l L7,

£330 EXHVZIEBEHE () BT 2 ZMERNTFERCEEICET 2RHEE
LN
BELFESNLY) RS HERBERN ) 27 BERAN R

s LAyl TFTT74TxT— |« U F UMD REMAE (Vaccine- | o 4w U LR ITHAE L 72 fR
associated enhanced disease (VAED) ) OV rgesXis

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

(VAERD) )

AN B 2 Mt I8
o ML

SO FSRICEE L CIE, 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/ (Fc#&HERRH 2021452 A 3 H) ) B3dH DM,
B EF OERFITFRRHE TR,
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% 31

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

BN O [ 28 iy e S VR R E T

BIND Y R 7 fe/METES)

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

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

o MR HTA o HIREAZMAEIC & 2 Rt

o RUEAR TR AR (C4591005 35k « ENEE 1 /IAHRER) o ERIEFENTEM GEEMER T A F) Ok &2k

o HEEBBRINCHER S N D HEERE (BREHEE) 2R L Lic— | o MBI EHM (Wl inasg) ofFm L it
et FIpRGR A (GBBRRAY) o BISUGFEBIRDLO E IR 72 e

K32 ERREEEARLE L BRERAREREAEOFT (B

ARF 2 (8] A 12 0 ] £ CORMMZRZ MO (ERIEFE 2R & Ui (R

o DBEIM (2 AR 1 5 ) T O BE L LT
e R 5 A B L LT S AR R R DR SR D 5 b . AREOB N I DT
— fﬁ%@%ﬁ%%m%gmﬁé%ﬁ(2ﬂE§@%%1ﬁﬂ)%T@%HW%ﬁ%ZHE&@%IZWﬂi
T R R A E L LT TR AR E DA SED > b AREO BN B R o 2]
B, (W, AUHE. 7 LS. LlEos : iR - RALOAIES) | AROEIL, (07
EAWAHA D F RIS, GURIE. MEAHEES, COVID-19 i (SARS-Cov-2 RATEE. FIRIARARES T

FIEAIE, ZWA ., XIS - AEOF M) %

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

B 3] COVID-19 DESE(L Y A7 BNE &5 2 B D AFIEHFER 28T 5 RaMEOMER
A etk =0
RRE COVID-19 OHESEL U R 7 B3E &5 2 b D ARHIBHERES
B | FIEEERH 26 2 MIEHEAE 28 A% (R 7 /)
TEBIEK 1,000 4
P (BEERE, APHE, 7 VAKX —ME, L0 IR - RILOFES) | AFIOERRL, Y
F A A 7 FUoBRIER, PR, AEFS, COVID-19 5 (SARS-CoV-2 MAFHR, J“ JﬁﬂMﬁE&%ﬁ% D IER

WA, MG - EOHE) %

1.5 SEIZOWT

151 FaBANYF—=v g ZonT
it (1) THEMTE SN TWERFIO T o 2 F— g oW T, Hif
AEDFHND TETHD LW LT,

i, 2021 4 RS

gL, UTD L 2Bz D,

WM BN THE-MEZ r— TG S L, BRMEAFFAT FCHEHA SN TWLRANZONT, 3 7y b
U booy MM RN T X TORKICES L TWEZ e 2R L= b oD, AR Thiu, mkis
BHEICES T30y FOTuv AN F—va VallEE b o T, AFIBMEFEICEETE D 2
EETERTDMEND D, L LR S, BIED COVID-19 A TR OAF O LB N S 8
HWHNCRIETE 5 2 & OMERNERNIC &é:&m%@%ﬁ&wkﬁﬁbtotﬁb\@ﬁ®fmtx
NYF = a CORFENE HDIVRE, HONICHIEICIRINT 20BN H 5,
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1.5.2 131 7V bEREU AT RE R BEREEI B Z DV T

FAEFZ 1A TAND 6 BT EREURTRED MRS 5 BB BN M Shu, fERB R S,
ERNTHE L TWD TE P EDOES AU Y (1 mL) ROEREDO S H, AFAHETH -2,
W UET y RAN—=ZAODRVERHT U o2 G 10 fdh) KOVESRSE G e 85h) 2w T, A
B 217 mL & AT 3A TV 6 03 mL 90 6 [EERIRA FATRE R Suiz, Z ORGSR, FrEDT Y
VU R OVESE O AT, 6 B4 OB FRETH - 72,

PRI SN B R 2R L. A ISR L, 1 XA TG 6 BIgBIEITH 2 &N rEEZ:
DU VR ONERE OB RIZOWTIE, ERBSGICEYICEREE T X R LT,
2. BEBIAGRICERAEE (1) OFTIESEHR
wiE (1) 2o T, UTOEBVETIELL, vk, AGTIEZ LHE (1) OffimIcZZiI7en,
Ho| AT ZTIERT HXA
16 3 | mRNA-LNP™ mRNA-LNP*-
27 f; 2t 27 Bl PR 3t 25 Bl AR RO BN RO SN HBRHE DY)
AFIE 77w R R AFIEE 77 AR
RSEIEN 21,699 1l 21,686 1l RS eSS 21.669 1 21,686 1l
3| =17 COVID-19 | 2 [n] H $£F# 2 H 121 % COVID-19 | 2 7] H #2fi 2 {51 21 131
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 [AI4EFdE AR L e | AR
G RS i ot | 7 ETH | g | 10010 L]

GMT GMT

34 | #21 || ®FHEGRE | 7 EREE | 2F ERHlieE | 7T EAREE | 2F 2
ity A 10.6 [9.8,11.4] i A 10.6 [9.8,11.4] 2-
35 15 |21,699 #H 9 5T v 69 Bl 9 I TH Y
7T R A Y
20~64 % 20~64 7%
41 RS " (%) n (%)
g 2 [AH 5 (15.2) 9 2 [AH 1 (3.0

(FHREERERT - 5, BUHMBEHIER)

3. BT X AR HFEERICIMT T R EERNIAR 5 B A R AR R R OVAE Db
3.1 EEMEEmAIR R 288 OH W

[ 3 it [ R R B D B 1 D E KGR R F ST T N & E RN U Tl G S i A 4 F20 L 7=,
ZORER, TRHSNTARBRFEERHIESWTEERELIT O 2 L IT DWW TEREIT RV G D & BRI HEr L
7=

3.2 GCP EHFIERE RT3 5 OH| i
[ S 0 [ A S SV D LB | D & KGR
L C GCP FEHFHAE 2 Il L7-, T ORER, $ei S 7&K
XREIX 72N S O & BRI L7,

Ajai

uFlEu

AT ExEE (CTD5.3.5.1.1, CTD5.3.5.1.2) 2%
AHERHZESWTHERELITH Z L1220 T

61

2 X FTT 4 E_ T 7 A PR S R IARRIR DS E



4. KO FHE

RSN IZERHCBE L T EOFREL B E A, I3, TROMRERMZ Lz LT, ARFBFHIh
NEE - NRMOME - HEZUTOL DI L, AR L TELX AW EHWTT L5, AdBIHA
KT ERERM TH D 2 &b HEAMFIT 8 4, AW i ke K ORrE AW RGOV ic b
AT, AL OCRFNIT DTG BERICEE Y T 5 LW 5,

[ZhEE « Zh 3]
SARS-CoV-2 |Z X 2 RYYE DT

[ - AE]
HRABREHR 1.8 mLIZTAHIRL, 11103 mL 2465200, @@y, 3EMORE CHRANICERET 5,

[ 38 &= 1]
1. ARANZ, ARITH 2D, EFERLEFEGEES 14 520 3 F 2 HOBREITHE S X ERMNERHES
EVERITOH 28 R 3 A FICBIT AU TOREEZM I Lz &,

(1)

(2)

(4)

9% 1 BBt

AFNE, EIEMERERGSFES 14 50 38 1 HOBTEIZHE D X AR SN FrFIAGRM E ©
bV KRFFCBWDTRMZEMEE RO ERITB O TN Do, BERTES b5 Efit &
HHmAIEL, ®ET22 L,

52 5Bk

AFNIOFERIZ LD D LD DIER, BEHE L CDOREL Mo T2 & X, NI HE
THZL,

%3 5Bk

RENDFEBIAGEZZ T T2 b D TH D Z & ROYFAR OB E 3 ARF % T 2 ERERE
ZHRR S AL, EUNIHEREREE IRGEE [T CE DT DI ERIE LA LD 2 &,

95 4 BBt

AFNO IR FEE R IR 5B A2 LEIOS U TS5 2 L,

2. KRANZ. AFRITYU T2 EI G ERMEERSEE 79 & | HOBEICESE, UToLRMtEEZfLIZZ

ko
(1)
(2)

(3)

IS Y R 7 EHEE A REO L, WUNCER T 5 Z L,

BRI TOMANRIRENTWD Z &b, BERIER . BIERE BSE OAR O eI BT
57 —F %, Lo LOEDEENIHESE RIICNEET D & & HIo, MIATBEEAER R
IR BT I IR L. AR OB EM RIS LB HE 2w C 5 2 &, T OBR, [E2 3
TORBGHASFIC LV EONTIFRIC OV THETNI BT 5 Z &,

BUEE AR CHME T SEEHE T O BRI ERBR O A AT D AT BRI, R0 M RLRE 2
SATBOE NE R ER S OB IR 5 & & IS AR DOA MR L EMEITHR D &
B O WA ERICER M O E DNEDIIAFAIREL 2D L) MERTEAZHR L L Z &,
£ HPMT O AR OB DR CLEMEITSR D IEMORBFITONT, WUIZHAITDZ &,

62
AIFTTAHE_T 7 A PSRRI D



(4)

(5)

KFN DB U AT OFZIER VL BMEIZOWTIZA B bIFRNERESND 2 L 2k E
2\ D U O E UIRFHEF BT OG IR LN T 2B LEHEE S > T
A SN, TRES CTLEICLIAEZS COLERIND X O ERflCR Ll
THI &,

5 38 i R S A A T RIS 41 SRICES S ERI O OR T HIRIL, AGREUG ) b H
LT6HAHLETD, Eidl— (1), 2.— (2) 2.~ B) ITESWTRI SN EREEIZ
L0, AREEFEEZETT 2 LENFED SN HEAICIE, B ERSI SR 14 50 2 5
BHIZHEADEEKRFHOEE AMT LI ENDHDHZ L,

AANL, IR R EIEE 14 520 3 5 1 HICE S AR TH 5720, [FIEF 75 50 3 O#
EICED, FAES 145035 1 HESOWTNNCHEY Ll ol b3 D & & ITIRE
HEOBEEORER LIIEREZF T2 0OM0ERNH D ERODH EXE, 2D OERERY
HTZEDBHDHZ &,

ULk

63



Bl w2

W&t JEh AAGE
ALC.0159 2-{(polyethylene glycol)-2000]-N,N- 2- [ ETU TFL T A j—ﬂ/) -2000] -N,N-¥
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ALT Alanin aminotransferase TI7=T ) NG UART 2T —8
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ATP Adenosine triphosphate TT )= R
BMI Body mass index s FEI
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BNT162bl — % mRNA
SARS-CoV-2 ® S ¥ L/ 7EDERMRE a— R
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CI Confidence interval (R XH]
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