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k¥ A id, SARS-CoV-2 D A/SA 7 4 87 BERRAR (Lys986Pro, Val987Pro)

B2RZI—RFTS5mMRNA TH5H, FIFT AT U 5 Fv vy 7THELKOKRY A (S|

Bah, RTOTY PUEEN N-AF AV 2— Ry U DU iRIicER SN, 4284

DX 7 VAT REERED G2 LA RNA Th D,

Tozinameran is a mMRNA encoding full length of spike protein analog (Lys986Pro, VVal987Pro)

of SARS-CoV-2. Tozinameran is a single-stranded RNA consisting of 4284 nucleotide residues

including the 5” cap structure and poly A sequence in which all uridine residues are replaced by

N!-methylpseudouridine residues.

FNOT AT OB, UTDOLEED Th D,

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

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

aIFT A E_T 7 A PR R

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

AR



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

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

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

1-3 : 5’ v v SRSy
55-3879 : AR fEL
4175-4204, 4215-4284 : ;R AR Y v

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

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

N-AFNTa—RK7Y) P

SRR

2650
2700
2750
2800
2850
2900
2950
3000
3050
3100
3150
3200
3250
3300
3350
3400
3450
3500
3550
3600
3650
3700
3750
3800
3850
3900
3950
4000
4050
4100
4150
4200
4250
4284
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BFRO LBV | | ESRZEBN S, K HO, SARS-CoV-2 (2 X D IEYLED TRHIZ x4 5 Hahiix
IREH, RBOONTERRT v M E 2 D L ZeMEIXFFATHE & HlrT 5,

PLE, EIEMEREIR SIS T 2R EORKRE, AL BEIZOWTEL, FTrlO&ARBEELT Lz B
T, LR OBEEUIZh RN I HER OHE TER L TE LI 220 &I LT,

[2hRE X i3%h 5]
SARS-CoV-2 |Z X % FYLIiE D 1B

[HER OV &
HRABRHI®R 1.8 mLICTAIRL, 1103 mL 246520, @@y, 3EMORE CHRNIZEERET 5,
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| ERAEEE R OBHEREE DRI ATAREE 72D L) MEREZ#E LD Z L, £z, EMT
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KFNOEREICEE L, AAIDOGIMER CLEMEIZ O TIES B LI RPN ERB S NLD 2 L 2 E 2,
& B0 U O S IIRHEE (TR O MME R OVZ 2T 2 @A CEE - T S,
TREECTCECLIFABEZS TR IND L O, ERlCx L GEUICHAT2 Z &,

3 EE R A A THLRIEE 41 RICES S EROR O FHIMIE, ARBBSE»HERLT6
TAHET D, EFL2, 3T A ITE AW TR SINTERFICL Y, AR FHEZZE T HHLENE
D HNTHAITIE, EREFSIEEE T4 50 2 FH 3HEICKESEARFHEHOLER 2T &
NHH Tk,
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(5 & 1 7749 —X&t
[(FEEFEHARA] SfMm2412H 18 H
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1 BREXIFRROBEROSNEICK T S EARICET 2 'RSE

auF A NNRE, = RUA VAR T, VARHIET S —AKEARTT 1+ 78 RNA A L AT
%éo;ni?tk AWM L, Bz 5 & 23 2 eF 71/ A (Human coronavirus : HCoV)
& LT, HCoV-229E, HCoV-0C43, HCoV-NL63, HCoV-HKU1 @ 4 FFAEN 5 AL TV A, T2 Y
bt MOEE LEEMERZSI ST ot v A LA L& LT, 2003 4|2 FE MR 2HE (R

(SARS) == r74’ /L2 (SARS-CoV) | 2012 £\ PRIl &E e (MERS) =27 1 )L X (MERS-
CoV) MREEINTWVD,

2019 4 12 A 31 H., HEMAEE REET IS W TRE RO 2255 4L L7 Z & 2% WHO (2 S,
2020 £ 1 H 12 H, WHO X4 BH R a0 T A VAL Db D THD LFELLE (WHO :
https://www.who.int/csr/don/12-january-2020-novel-coronavirus-china/en/ (i %%ﬁﬁ?d\ H:2021 %1 H 21 H)).,
[F4 1 H 30 A, WHO &, PEHEE BRI T 287 = v F- 0 A L 2 B 7% 0038 AR BLAS E BRI

%ﬁéhéﬁ%ﬁih®%%$ﬁ‘@wMmeEmmmmeMMMMmmwm)“_&éﬁék%
#& 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)  ( #x #& it 58
A:2021 41 H 21 A) ) . A2 H 11 B, HllawF) 71 /L 2% severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) . SARS-CoV-2 |Z X 5% HE % coronavirus disease (COVID-19) & L7z

(https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/naming-the-coronavirus-
disease-(covid-2019)-and-the-virus-that-causes-it (Fof&fER8 H : 202141 H 21 H) ) , 202141 H 17 HIFf
ST, R T OMBRYSE ST 93,217,287 5, #RSETHIIE 2,014,957 I TH D . WHO D[ - Hilsh /323
J 2GR OBECER D, FERE B ORIE CE UK T 2EIB1E. 7 A U 44% K% N 47%, =
— 1y /N 33% M TN 33%, T P T 13% K% TN 9%, HUHIHIE 6% UV 6%, T 7 U U 2% M TN 3%, PR
1%KL 1% Th 5 (https://www.who.int/publications/m/item/weekly-epidemiological-update---19-january-
2021 (hcfbfifes® A : 202021 H 21 H) )

ARFRTIX, 2020 4F 1 A 15 HIZ 1 I H ¢ SARS-CoV-2 (2B L 7= ik D FBFE D3 fesd Sav, R4 2 H 1
B, Bifla o) oA L ZEGUE 2 HNRYYE O T B & OVEYYE O BRI 5 RIS BT 2 15 (BYYE
15) \CHS S HERYUE ¥ R ORIRIRIC S S BERYYE ¥ I E shvic, £, M4 4 A 7 BICHIE
BA TN o PER B HIFTEIEICE S 1 EHORGFEES VN THiL, FF 5 H 25 BICBRA
HEMIRES TN Y, BB (PCR MARIEEH) X, —HIIEA Em & oz boh,
[FI4E 10 HE S FEHIMEM & 720 20214 1 A 7 BIZ 2 EHOBRAFEES N Thiiz 9

D WHO 23E® 5 EFRERA (IHR) 2B W TIRD LBV HET S BEEEL V),
OFR OEBEHIPERIC L 0 EICARE AR Y 2 7 DR LGB E b7 59 LD b 55
QUETERNC [E BRI R O RS LB ik

D JRRAENN—=FaaF A VAFOaa S TV A (FR24E 1 A, PEARLFE2S WHO I8 LT, ANERT DRENEA
THZLERFZICHESNTZLDIZRD, ) THDHHDIZRS,

¥ BRI O TV D OB (—JERYYIE, CRERYYE, “ERYYE R OSSP SEEYE R RS, ) THo T,
JEVE EOBLE O UI—EEHER L v, YRR O AL L EROEME OMERICERREEL 52 5BZNWRH DL b
@&LT&Ameé%m (RRYIE TR 6 5R)

Y ENICHETE LR WEYED 9 b2 OBRFARRENICEAT S Z L 2T 572 0F ORFAROAEICET 2 RENLER LD L LT
ﬁAfmwéﬁw(mr&%Z%ﬁ3v)

S ERAUEREE O FHE KL, MO ER, TR, AR, ARSI, OKBRRF, R, BRETH o, —EEEICEREh
7=

® 20214 1 A 20 H K OBRAFREHE O A IIA IR, BRI, THER, AU, AR, IR SR, mUEOF. KRBT,
SRRV AR IR,
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2021 45 1 H 19 AR, AF CTORYHETIT 332,231 #, SEI-HEKIT 4,547 B, Z Uz, Zeikkns
T 2,082 4, Fx—HF—fEIZL DS D DIFERE T 15 FINMER I TR Y | § 334,328 il 5 BIEL
B ZE R COIT LHI AR T 4,548 Bl L HiE ST\ 5D, Fio, 2020 42 A 3 BICRIEHIZEIRE
LI N—=Z TZATES R TV BRG] OFRETORIELEIL 712 4], FECHEEIT 13 61 & HE
ERn T3 (https://www.mhlw.go.jp/stfinewpage_16163.html (F MR H : 2021 4£1 H 21 H) )

COVID-19 DHMIEIRIL, A 7 o PRORKEITEITIR Y | BIEMIN N2 2 L IZRE#ETH 5,
SARS-CoV-2 IR D> HFIE £ CTOWMRMIMIL 1~14 AfTHY . B@F X5 ARETHRIET S Z EB% 0

( https://www.who.int/publications/i/item/modes-of-transmission-of-virus-causing-covid-19-implications-for-ipc-
precaution-recommendations (Fef&HERSH : 2021451 H 21 H) ) . FIERTD SEGENRH 0 | FEIED 5 [
b IR WK OGS S 2 & R OESEEME DS A b 8 2 2 & 3 i PG O JR R & éznfj'o D, vANL
ADIGYERIET 2D 2 L 2 NEI LTV D, REL WK, BEURK, RN, RiTkEE, RREESD
FER DL < DBFITFHEDO DI, £ 80%DEFIFBIED E £ 1 LF’%%F?“C‘“Z‘“%?LZM) n’*’J 20%I 3 JAE R
DR U ) 5%IE N TP s A A BE & 9 2 PR RFIR BB E R EC L a2 B Y | 2~3% D3 il 72
Pz 7= &% (JAMA 2020; 323:1239-42) , 2021 41 A 20 H 5L m\fﬁiﬁf [SARS-CoV-2 (12 k%
JEYLSE | OIEEITH L TERRBENTWAERLIV AT EARSH Y T A 2 IR OZIRE
HROFHTHEAFREETH L0, ZNODIREEZIT->Th, AMOBYE, FEIEH LU EH OREHK
IFHEMABAFENTEY . EEAEHI OO B HREE 2> T D, D72, YRR & LT, SARS-
CoV-2 UV 7 F 2 XK % COVID-19 DRIETHAHFF S 4L, BHOU 7 F RN RKD L TWD,

2021 4F 1 AW T, AR TEBIN TN D, SARS-CoV-2 IZ L DEYIED TS BN ETHV I F

FEOEIEMIT W,

ﬁﬁl I, SARS-CoV-2 D S X /X7 EF % a— 35 mRNA =Bk L7597 F 0 CThsh, a—K
ST AER) & X7 B Rt D DR ERBICEIRR T 5 72 ® mRNA O IESI DS (b <4, £72, K
NTD RNA 53fif %40 L, mRNA OFIAN~D T > A7 =7 v a &2 A[REE 35 7-% mRNA % LNP
IZEA LTS, ARANEZ, SARS-CoV-2 IZ X DEIHED TFi4 HEYE LT, #M[E BioNTech & OCKIE
Pfizer 112 & 0 2020 £ | 1 &0 BAZEANHED & 47z, ESMERIRUBR (C4591001 3tBR) 1XIFI4E 4 ] LV |
WERARFER (C4591005 #ER) X4 10 H K 0 BifG S4u. 2021 45 1 H 20 HIRER TV & skl o
Th D,

%@% C4591001 FABRIZF51F 5 COVID-19 FEIE T RHRN AR K OVAF 2 [°] H Beffith 2 0 AR o 7

\ZHD X | COVID-19 O PRIk LT, KETIX 2020 4 12 A 11 HIZ Emergency Use Authorization
ZRTERO ., BN TIXFEAE 12 A 21 BICERHEM E AR 2 STz,

A, KI[E FDA 12 L % Emergency Use Authorization 23453 HiL7c Z & SLEIRFEAGEHEE HIRFAUT, B
INTIHFEEF CTH oo 2 & AR TITASERUE & OV 2 4 35 2 EN C4591005 R 23 i+ T
ST Z LEND, 2020 4 12 A 18 HIZ T 7 A PRSI K 0 AR TORERGEAGRHGE N e S
7. 72E3. EN C4591005 #ER O — O FRERRE FIIAAREA T IR ST,

AAEFIL, TFBUKGEORED 2 STV D EIESE ORI OWT () | (FF2 412 A 17
AAFT3AESSESE 1217 25 2 75) ZH5E X, HiEE» DI SN BRHIESEERE LT b O TH
Do

3
T T 4T 7 A RS RERAGRIAR B s E



2. WEICETIER R UEREICRIT 5 EE O
AFHKNE. SARS-CoV-2 DS X /X7 /ES1L L XNS2 Za— K425 mRNA Z LNP IZEAL=DU 7 F T
H5D,

2.1 JRE

A3 (BNT162b2) 1%, SARS-CoV-2 (Wuhan-Hu-1 #EH3¥) D S # /X7 S1 f N S2 %#2— K3 %
MRNA TH V| S ¥ U\ 7 EOFE LA RIEEZRO72D, 2 7 I /) E# (KI986P K U VI8TP)
SNDEIHFINTND, Fo, BRI F v v 7HiE, HRoPFELoooms (I . e
gz ozwov 7 r s @ o RNA ozEkozoois] (D 7 OR Y AgEES,
MRNA (2% 7 2 0% JFPE DI & OFIRROMEED 72, 37X TD UTP 28 ™MPTP [ZiE# LT\ D,

211 JFRPEHRGERNT I b 5 M A OFRRUR OB B

KEOFMEO—>L 725 DNA SRRz, wiasrznAvsns, i Il st %o sz
2278, R AgEa— 135772 FONA 2R (I B
7 m—=17 L%, MCB 3l S iz, MCB 2»6 | ikt L T WCB 3t sz,

MCB Ot WCB o #HEfgT a5 (I~ O I = . 7= - A [ | 477
I . (5% 5 43 7 I . (it B3 3 ONC A 3B il S T,

WCB [ZHHC 720 | LFLOREEMRAT BN DML B~ A E DR SN 5,

212 BUEGE

ax, EpR DNA Z 83 |- ATP. CTP. ™WTP, GTP %\ Tin vitro B GEUGIC £ Y
RE D,

o RE TR, invitro BEEAUE. [ . . B O <50 .
NRTHEBETREIN TV, 7255, EHEEA DNA X, WCB Z15#E%, B S - KIGHE 25 L T
K772 RDNA 245, Bik7' 7 22 F DNA 7 . B .
0 s, L L. RS, EHE DNA OFHBIEE & LT, MRk (BEXOE
#) . opH woeE (D . veessEs RO er | M, RS Loy RO EDIR
BE, U R FRVUBRESHTND,

JFHEDOELE TFRICDOWT, BEEAF— L TTaE AN T —2 g URERINTWS,

213 SRR GEME O R SRR

JFEEORE TR T, AWHERFEREEIHEH S TWh R, el FEREMERERC AW B 5 W H sk
JFEHZ DWW T bR Z1T> 72, MCB &' WCB OFf iz A <7~ . 257 - &
kL. co e ok, feui e e Eon#vass ko FCU L TR L 0 Rk
DRE LI TONTZ DO TH S,

4
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214 HBETROBRORE (REMH/FEME)

JFSE DB RIS DS FIEOEREF LI FO LB TH D,

FERE PR AR ER K O R RRBR TH O B 7= R 1T Process 1 (2 & v i S v, il T & 5454113 Process 2 12
FofiEsng, Process 1 i, FAIT [ ic & v R L 72855 DNA % FV T in vitro 55
--%S;ﬁ“c\ B -0 R STV 5D, Process2 TiE, JRERIZTZ 2 2 K DNA 75 7EHL
L 7284857 DNA % I in vitro i35 5054 . [ % O N - 7 C . _zw“
B SRS TW5, 7235, Process1 725 Process2 ~DZEFICEE LT, S ORI/ [FIE
MRHERIN TV D

EJ/ %LI&@%% IZ QbD DFEBFIHENTND (23 2H) |

2.15 Ktk
2.15.1 HEEROFHME
# VIR TREERAT 23 3206 S Tz,

£ 1 RMERATICRIT 2RBRTEB RORBR G
HH AR IE
— A IS RNA Fic 5 RNase T1 {LEi#%, A4V IX 7 LAF R<v E Y (IP-RP-HPLC/ESI/MS/MS X% LC-MS/MS)
WAt — 27 = 2 (NGS)
5% v v s RNase H #L¥#E#% . IP-RP-HPLC-UV/ESI MS } O LC-UV/MS
AU A RNase T1 #L¥i#% . IP-RP-HPLC-UV/ESI MS } T LC-UV/MS
1B R A IS 1R R A FRSE bR~ oL

2152 HBHHYEBEEWE HWYEHEAHYS
H I E B AT, A RNA & S, JFEROHIRE K O3B 7 1 WEUNZEH STV D,

2.153 BEETRMBEERHY
f3E TR EORAHMIL, #575 DNA, A B . ATP, CTP, GTP,
MYTP, N D NN 1 SO AN ¥ W NN 1 YAV =
=1 A, Triton X-100, © U ARG @m ZADRA=Cy VR Y (7 all NU RN =¥ |2 /i) B v SV AN F
o KO H i,
ﬁé%ff%ﬁ” DNA (X, JRIEDOHIUE L OB FEIZ LV @UICEH STV D A B
B 1F., ®UETRIZE W THIIZ Eﬁféné_&rb%aﬁénﬂ\éo F£7-. ATP, CTP,
GTP, M™WYTP, N D . N (51 S AN X (a7 S AN
7 E=U L, Triton X-100, VU AEEEEERR, 7Y Be— kT R U A BB Y DA
N o KO H 3, BRETE T EZRETE RV EREL TS, AFIO#H:
FREIZAT L CERMEICHEN 2 VWETH D Z BRI TWND
goodoooooooooao
216 REOETH
JRAR DO K OGRS IE L LT, SRR, YRR, MR (RT-PCR) | pH. #IERER (A8 RNA
71y b) RO DNA (QPCR) ) | 5°F+ v 7 (WfifH HPLC) . n“\) Aé;é: (ddPCR) . RNA 5%
2 (Fy TV —FBRIKE) . =2 R bR r, BAEMIRE, EEE RN AT ERIER)
WEREINTND,

[ Ol
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2.1.7 ﬁ%@%ﬁﬁ
JFIED E 70 2 ERBROMIKIL, R2D LBV TH D,

# 2 FEEOZELRZEEREBR O

B4 Rk oy MK PRAFSRAE eI R
RN RER -20+5C P
A Process 1 1 T30 6 7 H I
I RAT AR -20+5C
= P I
TR Process 1 1 T30 3 H B e
WA Process 2 4 -20+5C 3HMA I

FEHRAFRBRIZ OV T, Process 1 THLE S 72 2 &y ME, RNA 2K OVE &0 AakBiRHs i <
. FEhHik 28 U CHERZITRO b/ o 7=, F7=, Process2 TG S -Ek L4 2> b
L RNCEbE SN 1 ey MZBWW T, 2 KO3 4 A FES O RNA S22 I A Lo 7o, B

I, RNA seabeo#ik b it < oo o PuicZE LifEnd v Ml ny Moy
Th. EfiifH 28 LT, ﬁ%%%ﬁﬁuﬁﬁbfwtﬁ%w.% 7z L TWe e LTV D

IEEER 2O T, Process 1 CHUE X172 2 1 v Mid. RNA Z2ME R OVE SO el S5 S v, £

fii 1 &8 U TR 2RI b o Tz,

2.2 B
221 B R OMLF N O BUAIER E

RFNL, AR I E | LNP 213 505 (ALC-0159, ALC-0315, DSPC X (f= L A7 m—)L)
ZIRGLTREL, 131 7L (045mL) &72 Y JEHK 0.225 mg % 5 F 7 2 AR HEFE ] 0D /3 A 77 L |
ThDH, MRS, EFEAHK 18mLICTHARL, &2f&225mL &35, ®ANIT, BRE, $Hib)r
NU DA HAED Y T A, UVERAKFEFT NY AR, U B KRES U T LR OVER KT
FlELTEEND,

I, AANT 1A TS 5 EISGERITRER A & L THEESNIZN, 1A TANL XD EZD
BERERIE ) 2 BRECFTRE D iR T 2R A B Th 0 . 2 OfRITHME (2) THR#ET 5,

222 BRI

A ofhE TRE, FEOMH, FEOAR, . . S, =iE, 5
w, BV 7R OFEE, R A, ERE, For, ok, R BB REORTENGR D,

BETRE, FEEOAR, . . RE s, 6, A, "SIV 7 o
R, R A, EERFEE, Ron, mEE RE LI TV

TR ORE TIRIZONT, FEEERAT—MZBIT L7 rEAR) F—va VFEFTH D,

223 BETROBFBORE

R RFRER ] S 7300 b EERIE CIIBLER r — AR E T S, YA TS O WE OFS%
M REMIC OV THER STV 5D,

BiE TREOHIEIZIZ QDD O FENFIH I TS (232H) |

[ O
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224 BHOEHR

RUFN ORI K OGRER 1L E LT, B asiss, MR, MRa8 (IFE (HPLC) & U'RNA (RT-PCR) ) .
BT, pH. RNA S22 (Fx 7 U —F VESIKE) . A RNA (B0 | BB K ORI 70
ZorhE (BREBELE) = R bR vr | BRIUE R, REMERRL 7, MR, IRE S & (HPLC) | &
Bk (@) PAREShTWS, FEowRICEW T, AYENYE (I
Bl Ensn,

225 BAIDOREME
KO F L EERBROMIIX, £3DERBYTHD,

%3 BAOEERZEARBROBNE

R S EE D8 oy MK PRATSRIE ES iG] A7
TN
R AR Process 1 2 -70+10°C 64 A _ - A,%? LED
T ARG 4s
TR
B IR AR Process 2 2 -90~-60C 3WA _ - ﬁ%i Lo
W T ARG 45

RGBT, i 28 C T E R RIS AR 2 23380 biviah o7z,

2.3 QbD
R A DOBRFEITIE QDD DOFIENFIH 4L, L TOMFHIC LY, WEOE KSR I
776
® CQA OFFiE
KRFNOAG R OV VB % BT TEEREE LT, LN D CQA DFFE S L7z,
JREED CQA : PRI (BEER OMA) | pH, RNA 52&tE, MAEMRRE, = K hdvv
BHID CQA : kiR UK+ D4yt AN RNA, RNA &%, I (ALC-0159, ALC-0315, DSPC
Eta L 27 m—/V) G, invitro 38l, RNASERME, 5% v v g, RAY A
® [ TEDHEMEMEAT
TRART A—=R RS E | K TROBERNT S EhE S vz,
o HHIGIEDRE
RO TRERERRNT 2 5 T TR, R ERE, REMERBREICHESE, TRAFA—Z KW
PERERFIE DL, M ONT B M ORRBRIE DR SIS L DA O SWEREOFEENS R E SN (HW
WEL R SR Al e OV T AR SR AR O BRIZ OV i, 2152 KTV 2153 2H))

7
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2R HREICRT 2 FEE OB
2R1 FEOBEHFHEDEEIZONT

FHKOBIEHFIEDZEF (2.1.4) 1ZOWT, FEFHEIZLLTO X 5 ICHHA L,

Process1 CHE L7253 4 1~ & Process2 THLE L7256 2 v MZOWT, MR, pH, fERER (RT-
PCR) . &, RNA 522 (37 v ©° 7 U —EXIKE) . 5% v v 7HiE (FiH HPLC) . A8 Y A 84 (ddPCR) .
T DNA (gPCR) . “AEHRNA (S 1 v b) RONRBE 2 e L72fi R, RERERITEED O
72 o7z, Process 1 & bz LT Process 2 DJFHEIEL, RNA SERMEDMEVME 278 L7223, WTiudh #itk
KEAL“@W‘:O F 7z, Process1 THLEL7-3 2w b & Process2 THUE L1 2wy MZOWT, AU A
ey 29?”7%7‘06?73) WO LTI, TRTOR y FRABMKICHEEG LW, o, BEST AU
’\19? iz . TURAEE KOS REE D FE T D L MRS STz, invivo TO X o7 B HUR OFIER

EE&%K% 5% v v IHEELZ AT H5ER7 RNA OEIGICKRE R 2RITFEO Lol

LAY | Processl & Process2 DJFHEIC, LMK A I E A 52 5 X 5 72 RIT 2L [FE
M REM TR SN B 2 D,

ML, A OBMAL TR L,

2R2 FEBEHEMIZONT
BFIDOT v o [REERY | 2B\ T, Af~KAAOARER R EREOR 23RBS T
5, HEEEIX., YLk TI2 oW T, LR XS IZ#HB LT,
rat~R Ao B2 EREOR 7 13, e cRo b, BREitiT, BERT R O
THRIZBIT DI AEDOFHBITR O bR o 1o, RRRFRRLF OIL 72 < | K2Rt L7orb 3. 545
@£ 5 RNA &UHE%TT%ZD ZENHBI LT, E, R FIXAMEBER TART S Z L THEAT S
Z L R OREIZL Y RNA B &K OEA RNA OFIGITEWR RN T & 2l LT,

PLEDD, RRIFICRFRAE L TH, AEIOFNER NZ2MECHEL 52 52 LiXhnweEZ D,
7ok, MICAEBEEEIR CRHIRE OWERPIZORL T DMFET 5 Z EDBHRINTWDH O, IRTICGEIC
BWT, AHEEKE CHARNLICKICKFRRD NN L 2R L ETHER L, K2R bl

AR L WEZRHTH5TETH D,

ML, A OBMAL TR L,

2R3 JREKRORAIOFERHMIZOVNT
HEEE 1L, AFIOFEE ORAIOFHHEIZONT, WL TRESNL TS AEM EFE T
6 WHLBHRELTWD, HEEEIL, IR OCRAI ORI ONT, UTFTO LS IZHHAL TV D
Process 1 & Process 2 CHE S L7 JFEE D[R EME RIEMEIT RS TS 2RISH)
JREE DA NI DUV T, Process 1 THIE L72J53E 2 v v b ORMIRAARER L OINEEER (217 &
FR) 128UV T RNA SERMER UV RNA B RICEITRRD bR T2 2 & h, FIEOFZHIH A 6 71 A
CERETDHZ LITAREEE 2D, TeE. Process 2 ’G%%i%b?‘:)ﬁi%4 7y MZOWTEHIRAFRER &kt
HThHY, 6 TAZBATT — 220G T5TETHD,

8
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FIFI DA ST, Process 1 OFHEEZ HWZHA 2 v v O RMSRFERBRIZB VT, 6 7 HEE
RETOERMNERNE (RNA E2ME, A RNA, KL F-RRE UKL DL PE, RNA & &%) [ZRE 72
BAEMRIRNZ & &8 Uiz, F7-. Process 2 OJFIEZ FAWZ8AK 2 & v N O RHIRFRE (3 3) 13,
EWEEDT —Z 3/ ENTHRNS DD, 3 WHETTXTHEICHEE L THD ZEnb, fHlof
Zhiifl 2 6 W H LERET D EIEnEL B 25D, 728, Process 2 DJFHEA W HHKI 2 0 v MZHOWT
EMRFRBEMGET CHY, 6 VHEZRZ CT—4ZWMETHTETH D,

WL, Tk o1cEx S,

ORI DU T, Process 1 THLE L72JF3E 2 =y F OEWIRGFRBRIIHKABRIEE O S H—
HOHEDOHRRPEHSNTNDZ &, £, vy MH ICHQSC THIR SN TWD 3 1y MMIii7z
RN EDD, 6 WA ETORKEOZEEZMHGET HIILS HITBMOBERPLELEZ H, Ll
N5 R SN ZEMERBR G IS B W TRFIIC R & 2B RITR O LTV 72 2 & F 72, Process 2
THE L7 RO BHIRFRBRICB W TRAIO 1 1y h 23 RNA SERMEOHKICHEA L2272 b DD,
Wiy MIRBRBGR? OB O TR @9 ISEVEERL TR, Hin v FOR%ICRES
Nk 3 oy FOERIRMFRBRTCIE I VARKRE TTXTHA L TWDHZ &b, BRI TRIEDOZL
TEPEIZR & 22 BEITER D BV TR0 &l L7z,

AN OAHHMIZONT, #HEN 6 7 AOERMRFRBEEL2 2y hOKRTHY, 6 WHET
DORAN DL ENVEZ MR T DITITE HIZIBMOTEHRNMNE L EZ D, L L7265, Process 2 D %
W2 BRI 3 71 A IRERUE T ORI & 50, I SN2 BRAGE LT X ToRKIZES L T
BY, BEFIIRE RZEITERD B TR0,

ARFN LA E L8 O D b BRI RGE S fv, FEAHE SN TV D, JRIE R ORIF O A 201 % 51
WETDHZ LITHEEFELOREERD L TEE D BRI SN D 2y ROMEITET 5]
BRMENRSH D Z LD, BIED COVID-19 A TIRILE OARA ORI 2 #E2 5 & BLRE U CIIEEE
Je ORI DA IR 21 OGN R T 6 A A LREET 5 Z L IFRe0 2B Sl Lz, 727 L,
U 20t HP C & 2 SRR K OMUA) O B HIERATRBR OFRBR RS 12 D) Tt BUSZEO IS I 9 %
PERDHD EEZD,

YL b E % | oA 20 i . s N C-205°C TR FT A L X 6 A
WA OAZNARIEL-90~-60CTHRIFTDHEX6 VA LT 5,

2.RA4  BEMAFNIZOWT

RANE, FESAlE LT, MARIHIA 22 ALC-0159 K OY ALC-0315 W ONT  [RFE D BIF| 24 E D
FMETICB W TORMEHRFED RN OB OWT) (CFRL 21 4F 6 A 23 B A1) S55i%)
(B TRAE ORI TR E DS FIZB W T OAMEHNGRD T % DSPC & EN b,

HIEEE 1L, SEINAI O LR ISV T, ALC-0159 134K & i~ > 7 B & O EERZMZ 5 2
& . ALC-0315 IZAFI ORI, Ml ~DBUAL K OAFNTE R S D RNA DT R Y — A0 6 D
%95 2 L. DsPC i D . - S A He LT
LEZMP LTS,

9
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2.RA41 HEKRORBRGFEN NZEZEMRIZOWT
R I3, ALC-0159, ALC-0315 KON DSPC DRI M OkBR F LI N ZEMEIC W T, B En-&
B2 O RHREIT 2o v & ] L 7=,

2R42 REMEIZDONT

FREE# 1L, ALC-0159, ALC-0315 )¢ U} DSPC D Hi[mlfz G-mtt, AE#H G- # M K OV A FMEIZ DU
T, AAlOFMRER (CTD 4.2.3.2.1, 42322 % 114.2351.1) OFERICESEHHL TS, £/2, 2
B FEMA OBBFHENECOWT, EHRIEO R 2 AT, HEETEMER R K 22 RFMEFn (5
FHERRER 12 S < L L R— 2D IR O R — 2 D FE) 22 L 0 ZeMICBER N L3 LT
W5,

BRI, LT X o125 25,

7 v MR D KEANE G ERER T, i~ 02 (L GGT O#IN & ONFHlu o Z2hak)

DRDOHLNTNDLD, BHEFHERITIENEZE2 NS BR1ISMR) . 72, ALC-0159, ALC-0315 }
O DSPC 1 3IAHKI O RIAIEEZ R T D7D B L ZEZ HND Z EnD, AANT Z S ORI H
THZELIEARREERD, LLRnb, AFIOBEMRER CIXREMH ORKERGFEEP T ST
WZ ED D OWIANL, AAIORE - HEICRS TR ETR&ETh Y, AR & LTHRDY
Wi Z & DS & LT,

3. FEERARRERBRICET 2R R UEEICRIT 5 FE OB
AFN ORI & LT, 02T 2Bk et shr,

3.1 BHEBEMHT IR
3.1.1 invitro TR 2HUREREHR (CTD4.2.1.11, 42.1.15)

FNT AT 2 g IR EIRA LI2ASK (BNT16202) % HEK293T fENICE A L, HiFL (SARS-
CoV-2 kAR S ¥ VXU E) DFRBLN T T AL 7 ay MEKROSEREH#EIE TRl Sz, £ DR R,
HEK293T MifaiZ W CHUR O FBLA T Shv, B L PRI NMaRIZREL T2 &b, HFURD
INEAETERREN., Tat s v a2 5 RSN,

AF| (LNP £ A BNT162b2) XX b T A7 =7 v a Vi L IRA LI-ASE (BNT16202) % HEK293T
AR NI U AR~ DA D K OSIfR DAEFFER N 7 o —H A b A b U — Tkl S vz, & DRGSR,
ARFNEE K OARSEREZ I 1T D PR BT 224 98.0202% K% TN 85.1+44% Th o 7=, F7o., ARAIRE
B OARIERED B DAAFRITSIREE GEN T 27 =7 ¥ a VM) L RFRETH -7,

Expi293F flifidic, AR LE U7 I /RS A 22— K925 DNAIZLY S X U X EERB &S L 2
A, RBELIESH U7 B MllRZBIRTHDL T oA T v U EEES 2 KOt ST RBD #fn
PUR~OREG . WONCHIRAR A~ D FBLD R S,

312 ~vURGEFMERER (CTD4.2.1.1.2)
BALB/c ~ 7 A (M 8 fil/fE) 1TAHK] (RNA&EL LTO0.2, 1.0 XL 50pug) ZHEIFHFRANZEE LD
GO SE DR S ., FERIZLLFO L BY ThoTz,

10
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® S /X7HE SLKUNRBD IZxT DR 1gG A DIRFT (ELISA £)
BT S AT ERE S (RAIR G- 7~28 B#) OIfigH S1 KR8 19G Hifk & OF RBD #5219 19G Hifk %
BE L7fE R, HEEFN PR RAOTUROEANRD b,

® a— RuAREHWEFRRbukomEs (FFk)
et SN HIER A (KRB S 14~28 H:) OIMiEFOHfHiRE > 2 — R A2 7 &2 HCHl
E LR, AR R RPUROEAN R D bz,

® IgG V7 XA 7 DOMET (ELISA VL)
AFNF G- 28 B DIMIET 1gG V7 % A 7 (IgG1 K ¥ 19gG2a) (2 OV TR L7=fE %, Th2 fiafEAL o
B INE TR B ivie o Tz,

® [figHHAnIC I T YA b A CEADORKE (Luminex {EEK OSIIINY A N A v Yefalk) @

AR H- 28 A% OMNEAIEZ S1 XX RBD X7 F NIZ L0 #ilg L7=fEHE, IFN-y, TNF-a, IL-2, IL-
6. IL-18 X T GM-CSF DFEA N LAV — T, IL-4, IL-5 KTV IL-13 OFEE T T TH Y | Thl
BB DRPZIE PR ST, E7o, e (EERI5- 28 A B Oliffia) & ik LT, KAlHE
BEICHIT D IFN-y, TNF-o XI% IL-2 2 pEA % CD4 X% CD8 Bhtt: T Ml OEI &I L7228, IL-4 &
PEAT 5 CD4 Bk T A OB A I A B R IEINEERD b2 hro 7= (IL-4 13 CD4 B T AlIE D 2 CREAM
i) .

313 YK EHE (CTD4.2.1.14)
T 7 (I 6 BIIEE) (2. AR 21 BT 2 BIFFAANEE Lz L & 0% IRE., KT SARS-CoV-
2 MR O RRYBHIE,/ FEE T B h 2S5 -l S 7z,

® S1KFFM 19G FUA K O FIFUADRK R (ELISA 5K OV FniE) @
AFA] (RNA & & LT 30 X% 100 pg) 2 [A1H & 535 BRI A IMIET S1 A5 1gG Hiik e O fn
PUAZRE LIERER, B40EB0 ., WITINOFEELELED HiLz,

#£4 FF|2EBEE 35 AROMIEF S1ERM 19G HiiE kR O fnbidk

. S1 R FL 19G Biik e IEARLN
AR TR GMC [Fifll 95%CI]  (U/mL) GMT [#ifill 95%Cl]
30 ug 4,236 [1,380, 13,003] 285 [136, 598]
100 pg 6,317 [3,877,10,291] 310 [175,549]
A8 13 ® 631 04

a) PCRRAIZ &LV SARS-CoV-2 GENHER SN A2 D 14 BZRLL ERE L, MK & 72 o 72 K —38 fil2> BRI S L7z i

7 SARS-CoV-2 H13k S % v /R0 Hil T 2 A LI /AKSEME DN T A L A
8 YA N hA CPEARITHOCHUATE (Luminex ¥5) . YA bAoA CPEAMBEUIMIEAN YA b A YR BETRE SN,
9 81 KR 196G HifAklE ELISA LT, FFHUAIL SARS-CoV-2 (USA-WAL/2020 #£) % PV 7= Tk TRl S hu 7z,

11
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® CRMHIMHEZERICKIT DY A MU A v EADKRT (ELISpot ik OSHIIaN A b H1 A L Yefals) 10

AA] (RNA £ & LT 30 Xi% 100 pg) Z&%5 Lz v b8 Lo R M ERE S & o7 g7
FRIZEXORFE L, A R AV PEARE (IFN-y XV IL-4) KO A N 1A ‘/infﬁﬂiﬂ’ji&bﬁ%ﬁénf:o
IFN-y (X, AHl 2 B H &S 7 BLBEORMMEEZEKICIHS W TEME TH > 7225, IL-4 1 TN T DR T
BMECTHoT-, £z, AHF LIETHELS 14 HLUFRIZ IFN-y, 1L-2 XX TNF-a #4325 CDA BT rﬁlﬂﬂ@
B OV IFN-y &2 FEAT % CD8 BlE T flia St DB G880 H L= h3, IL-4 ZFEAT 5D CD4 Btk T flliak

OHEINTHOT N Tholz, LEOFRERNG, HEEEIL, AFIEZEE L7z /1ZBn T Thl Ml ERL 0%
EISENFEI N EPFHL TV D,

® SARS-CoV-2 Wz 1% O YL HH,/ FEIE T Bhh R D ffeat

AHKl (RNA & & LT 100 pg) XITAEBEHER % 2 [BIH &5 55 HEZO Vv (RFIRE 6 i, xFFREE 3 1)
D &R OXENIZ, SARS-CoV-2 (USA-WA1/2020 £, 1.05X10° PFU) #BgEE Xt 7-1% OB O
BRERITEL S LB ThoTo, HEEHEIL. AFBETIIH R TRUEN OB SN2 T A LA
RNAIZEETH 72 2 &b ARG L DB EI R SR LB LTS,

R5 VANARBROBERCREMRR

AT A ZE H AHIRE xfRE
U A LA RNA (KSR | SV SCRRPRAE < it S hd SAEMRRTEE 3 RE (2361) . 6 HE (U3
RIVEEIL, BIER T 7 K (R
A T 7)) @ SEAU 7 1 HE (56 41) (TRl BPEAUTZ . 1HHE (2341) . 3HE (23f]) . 6H

~ . B (W3#) 1o
FIEEEAY 7 21 HH (G661 3 HH (206 | mmsg v~ 1 HE (3341) . 3HE (334]) . 10

) . 7XIE8 HE (U6 H) TR HE W3 4#) okt
i A 18 Bl RER L
R X #R M O CT ks © LE;%X VRS 2R i o0 BLF TR 9 iﬁ“ﬁ SO O BE TR O
AR AER © .'?'J WL ﬁa WL
BRSO R VW AIEPE AR I P VWA SENE AT RS

a) ’i%iﬂﬁﬂ’a?ﬁ%i&ﬁéﬂ‘yﬁ : ﬁ%zvxa%ﬁi‘éi& 36 HHE, WIT7 L8 El H (7338 HEIIARAFEEDR) | HMERA T 7 R OH
WHEE A U 7HRELH @ 7 A LV AIRZEL 1, 3 L6 HEH, WONCAKIFT7 L8 HH, *FEAtX10 A

b) A, (KIE, SpO, X ONLMAEK, BIZH : AL RBBEER 1, 36 HE, WOICARRET 7 UL 8 HA, AT 10HA

c) MEH : AN ARER L, 3KRV6 HA, WONCAABET 7 XX 8 HH, xR#EIX10 HH

d) SHREETIIVANVARFESL 3 AR 2 E— 212, BEN D PEEOMER., WO 23RS THEE . BRI 190 o 72 BRI PER
H@r%ﬁ).m&)Bﬂﬁﬁ) 2&%'%'(1 h%@Fﬁﬁ ‘lﬁxri ..ub%hiﬁ?fﬂot

e) HlMH : vA N AIRE® T T8 HHE

f) AFIEETIX, <HRAE & LA TIIC 31T D RIEHAEAME T3 283580 b, RIESALIZI T HAHBEKIZE b LT Th o7,

32 REMIKENRER

A ﬁ%b\f:iﬁéﬁ%fiﬁiﬁ%ﬁ LM S VTV, AF O3 IY, 7 v NIEHRNE G E
PERER (CTD4.2.3.2.2) 1281 2 —fRIRREBIZR L) HRFl S 4v, HFEE L. AFHEEGIZ X 20 R,
AR, AR R DA BRERE~ DO EITRD b TV EFBI L TV D,

1 |FN-y KO8 IL-4 BEAE X ELISpot 5T, YA b A »BEAFINEITAIBN YA b b A Yk TR S Tz,
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3R HEICRIT 2 EE O
FRHINTZERM LA TORGT LD I, AFIOIER R R B ORI EIL /2 &l L7z,

3R1 AHDIEREERFIZOWT

B IX, ARAIOERBEFIZ OV THEEZICH 2RO, BEFIELLTO X 9 IC#H Lz,

AHFN O in vitro DFRFTT, FEAINTZ S ¥ U XV HOBEMTOREL 311BH) | v~ v AKROY
JVTORMFT, FRIPUROFEA . Thl AIRENL O IR & OV IFN-y & #4925 CD8 [tk T Al N

(3.1.2 RW*3.1.3 2/) | WYL TOMFT T, SARS-CoV-2 BEFE %72 — i DL BA A 5 73 e
Stz 313

AFNE SARS-CoV-2 DRE S # /7' EHZ a2 — RF3 25 mRNA 2003 LTERALTEBY, Zh
2 &0 RFHUARDIER TH D S X VR BN EEMENTREA SN D, EAESNZS ¥ U X7 BIZLY
TS K O e g AL S5 Z & T, SARS-CoV-2 (2 L D IBYYED TN RN cE 5 L%
ZHib,

Bt IE, AR ORI ICBIT 2 s OBl 2 TR L7,

3.R2 ZEEERIZHTBHFFHERIZOWVT
AFKIDOBRZER IR ST OBIIEE TICEE4 72 SARS-CoV-2 ZBERMNPIME SN TWAH Z L 2B E % |
BB L, SN D OEBRRICKTDARBN O FIERICOW I Z R 7=,

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 JBRINT AT X
f2) THLUANARERTH Y AFNZHO STV S mRNA Bl D614 2 =2— K95, —J5, 2020
2 HEX Y D614G (614 FZBH DT AT X UBRN 7 ) L @) THDH I A VAN L, [F4E 11
HEEAIZET D614G AR BC i b BFEMEE (89.0%) OFEWAERLINTWD W Fi=, [F4E 12
HIZIE S Z o IR R 2 A U RN L0 @ & S b 28 Bkk23, #[E (VOC-202012/0112))
KOFET 7V A (501Y.V2R® ) THE STV,

AR OGRS L 045 A7 g O 28 BRI )2 HAIER 2 fgs8 3 5 72912 . Wuhan-Hu-1 #£ D S #
VX7 (RFID mRNA 281 — K95 SARS-CoV-2 @ S Z L 7B LR UEAIZHT5) o7 /R
BREMZT- 19 D S X RV EBETEHANTY2a— RUA NVAEERL, AFIOREREE L
BoNmEERANTE Y 2— RUA L RIZRT 2R fEEEZHE L (K1) .

W SARS-CoV-2 [ BERRD 7 2 BARRSIIE A A4 55 — & ~—2 (Global Initiative on Sharing All Influenza Data) 235\ T, 2020 4
11 A 24 B F TITHREICIE 4172 208,147 #RO 7 X/ BBRCHIE & AT L 7o R 2RI L7z, 7235, D614G IZ¥R VT SRR
RN T AR, A222V (14.0%) . L18F (6.7%) . S477N (6.4%) . L5F (1.2%) & Th o7z, Tz, RT—F_X—2&FHL-EH
INBGER Y BERE (913 BK) DT Ti%, D614G (63.3%) . M153T (6.1%) . S12F (1.4%) . Q613H (1.2%) “&Th -7z,

2 69-70 FA KN 144 FB DT 2 /B KIA, NS0LY, A570D, D614G, P681H. T716l. S982A K U} D1118H

B L18F, D80A. D215G. L242H. R246l, E484K. K417N. N501Y. D614G, A701V K} 11227V
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104+

0 1 pg(n=1)
s 2|4 a4 10pg(n=2)
§1m- ® 30 ug (n=2)
2
LLOQ
102_

X1 FEEEEELEEZRAVWEERS I VAV ERRBRT SV a— FUA VAR RER

Wild-type (Wuhan-Hu-1 %) @ S % L8V BEEF, KOT X/ BEREZMZA T2 19 FEED S # L VBRI 2 TN EEA LY =
— RUANR ORKEMEANE T AV R) T3 5D, AFIEEREE 661 OMFIZHIT 5 pVNs (32— Ko A L ZRGHn A% 50%E
L7z & Eodfnfidm) 273 CEE TR (LLOQ) 1% 300) .

ZORER, ML X TO Y 22— RUA NV RZHT DR REARER SN, o, KEEOMET
7 hCHAE SN A RRICHGET D NBOLY O7 2 JREREZAETDH S XX LT, KA1TN,
E484K Y N501Y OO E R ZFIMFICEFS S X L7 Bl a1, HECTHE SN ERKEE R LA
RERTLHS KRV BBREBETEHRALIZY 2— RUAVRACKH L TH, AFOFEHEFEE LV G LN
MiHECT—EOHFMIEHNDMER 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 (F#&HEz8 H : 2021 4E 1
H27H)) . KFNIFA DS H XU BERTA N AKH LT EOEIMZRTZ NI TE5 L
B2 D, 212 L. BUERIT LTV 5 SARS-CoV-2 D —ERIZiE, TRERA2H T 5T/ 7 v—F ko
FOGPEDMEWE RN ST D Z & (Cell 2020; 182: 1284-94) | A%%ﬁkﬁwﬂﬁ#mﬁﬁéﬂ
MR D DHZ L bBET D L. ZBRRITKT 2 4K OFHEIEBLRE L TR SN TV LI Tk <,
BRI T 2 AFN O P FIERIZ W TIE, RERGH I X ERNET L TETH D,

WL, UTFTOXLo12Ex S,

BUEDERD VA NV ATRD HID D614G K OEFEOERELFGT D S RV Hla a2 LTz
Bexlpy 2 — RUA NV RIZK LT, RRIO#ERES X052 iEORFERBHERESILTWD Z b
LEOMRREZEEE X D &, 2021 F 1 A 27 HERFRTHAT L TV A FE 2 OZBERICK L TARFIO—ED
HAEIIFRECE D 2B XD, L LS, SARS-CoV-2 D RNA 7 A LA L L TOEMFAIRES,
COVID-19 [ ¥ # M # & K v A K W & B ¥ 2 & S h T wvw b 2k
(https://doi.org/10.1101/2021.01.18.427166 (F i@ H 1202141 A 27 H) ) HbBETLH L. 4% D
TATIZRWT, RANC L DI 2 ahsEd 2 2 BES HEBLT 2 alREE b & 0 | %\’ﬁﬁﬁi (kS 2 A
OHFFERICOW TR, BIERTEH b5 S EHRNE L, R3S O N8 T EITN T

TIERRAET 25, WUIKHGT 2 BERH 5,
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3.R3 FEHIEIRY X722\ T
MRS 13 ARFIEFEIC L A0SR LV . SARS-CoV-2 JRYLIFDREMR N T 7 F L FEREREIE L 0 & Ha5m
THY AT (REPRY 2 27) ITOWT, HEEAICHALZRD, BEHEIZLLTO X 5 IS L,

SARS-CoV-2 U 7 F L BEfEIC L BB Y A 7 OFBIIHI L CRIATH 575, SARS-CoV-2 (23
fEl9% SARS-CoV TIFEMRERIZI VT 7 F UALFRIC LD BEIR Y 2 7 s ST v Tha &Y
AR ORI E BT 5 Z L VRIB X LTS (PLOS ONE 2012; 7:€35421) , L7235 T, SARS-
CoV U 7 F o LRIk D Th2 BUARREN OFEIGEIC X D BB A MET 5 &, SARS-CoV-2 7V 7 F
PEREIZ LV Thl BUBAEAL O SE A DB SLAUE, SARS-CoV-2 JEYLRED IR Y 2 7 13K < 72
HEEZBHILTWD (Vaccine 2020; 38: 4783-91)

AHN DG W 2 AR U 72 FERRIRFEBEEAER T3, AAIREIZ LY ~ ¥ 2 K O/L T Thl BRAaEAL D
FEINENER SN 312 KU313 5  F7-, VA KEBRBRTIT, AFIHAE% SARS-CoV-2 %
IR L Ch, KB X, MilE, SR OFHIREEIC ) T W A /LA RNA BEOBC/O K T80 v, AFK
FEHEFED KR & b UL Ml X R O CT BN XA Mo BE T ROBREIIRE ChH o7, S
Iz, IOREEARRR AR T b Th2 BUHIIRENL O E & & R 3 5 I B ERIZE % 01 5 SOEERT R o
HIEEIER D BRI o T,

Mz T, & N CORFIERMIZ LDV A NI A U EADRHMEZ1T - 72, WA T AER (BNT162-01 3
Bk, CTD 5.35.1.2) Ti¥, ARAWEFSL OPTRE S5 LN KM EZME S % L EOXTF R
THIE L7z & Z A, CD8 Btk T Ml TIE INF-y OHIINAS, F7- CDA BEE T MfE T INF-y X OVIL-2 O
DR ST, IL-4 DI & A EHER ST, Thl BGHALENL O RIE N A D358 8 BTz,

DLEZBSFE 2 DL, ARAEREIC L 2HEEBHEHRY X7 3R\ &5 25,

AL, EELOBLEN D OHGEE OFBAZ TR T D2, & N TOEEBHEHRY XA 712>V TIL7.R3.6 T
Sl EREXRFTT 5,

4. FEERREYBRERRICEE T 2 BB R UHEIZ BT 2 EE OB

ARFNSUTASE A FN T2 FERR AR S B HERRER | X FE e S AT 7w,

AFNZEH END LNP L% ORERIEE TH 5 ALC-0159 K Y ALC-0315 % V7= FEFG A S Ehae ik
Bre LT, I, i, G AR OHRIEC B 2 BB o sl 23 1 H S v T,

7 v boiE, g JREOFEFICI TS ALC-0159 } (8 ALC-0315 DL LC-MS/IMS 75 (& T
PR - MHE & OYR : 4.88ng/mL, 3% : 6.592ng/mL, ATHiE : 19.53ng/g) (2K W HIE STz, ¥ 7 ZADAEKNA
WCBITANVY 7 =7 —BBETRAEITINnvVivoA A=V 7V AT M X IEES Tz, LNP % 3H C
T LTy T 2 7 —BRBE T RBL mRNA-LNP % 7 v MI#EE L7z & & OARGREH O B sei 1%
IR T L—va UEEAEIC L DVRIE SN, invivo A A= 0 TV AT AR ONEIRY »FL— 3
VEHE O E & T IRIEEHE ST e,

B, FFICREORVIRY | PKRT XA —Z T EHE TR LTV D,
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4.1 IR
411 N¥7 x5 —PBETFFHEE MRNA-LNP OBE#HIRNE 53R (CTD 4.2.2.2.1)
7w b (3 B (2Vy 7 = 7 —BBIE 7581 mRNA-LNP 73 RNA & & LT 1mg/kg (ALC-0159

1.96 mg/kg K OF ALC-0315 15.3 mg/kg) Hi[EIFEAIRN G- S 41, ALC-0159 M Y ALC-0315 D ififfEH PK /3
T A — 5 O ~O o3 A A3 st Sz, i+ o ALC-0159 K OY ALC-0315 i oD -l L 53 A fH
TIXZENEN 17 KOV 16 i, A TIZEh 2N 727 KOV 139 KEE CTH 0 . 2o g
(X85 24 W Clo R MAE PR D 1%RG & 2n otz £io, 5 24 Bl & TlZE#0n 72 g ~D
FHMFRD B AL, ENENE G- RO 20% K O 60% 232070 L T\ b EHEE ST,

42 G
421 NV 7 =T —VPEETFHEIR mMRNA-LNP OAEKNSF (CTD 4.2.2.3.1)
~ A (3 HUEE) [TV T =T — B s T8 mRNA-LNPY¥ 73 RNA £ & L C 2 g HRIfh P&
B&R, invivo A A= 7V AT AEFIFLTERYS 9 B#% £ TOEMFRENHE S,
BAIDOBERA > b Th DG 6 Ktk O8G0 ONFIEEEIR ORI 7 WEEn £k 1.0X
10° KUK 5.0X 107 p/s TH V| £ DRITRERFHNIA LTz, Fo0 T 7 /W ENTIREE Tl 5 48 IRt
BT ST TGN TR 9 ARICRIREE (U U EeiR@E R P S 5-F) TRl s hen
v 7 770 MEFHEE TRT L,

422 SHEBNVY T =7 —BEBEFHEBE mRNA-LNP 0434 (CTD 4.2.2.3.2)

Z v b (MERES 3 BIEE) 1Ty 7 = T —BHR 77 B mRNA-H 23 LNP 3 RNA & & LT 50 pg
BRI ANEEG S, %5 48 FEEI#% % CTOMSTEEDMFRA R AT STz, BEG-EML O F BER 1T,
B 1 R 2 IS e fiE (394 pg lipideq./g) %R Lo, #RRFAOICHVD L, #6548 BEfH4 Tl 165 g lipid
eq.lg TH o1z, FHIENLLIAN CTHRUFFENTRD D E/MakiT, PR, M, BB LOUIRTHY, &
5. 8~48 Rl i (241 26, 23, 18 J N 12 pg lipid eq./g) &7 L7z,

4.3 R
431 ALC-0159 Fx TN ALC-0315 DfR%E (CTD4.2.2.4.1~4.2.2.4.7)

~UA, Ty b PAKRE ROFI 7 v Y —2A S9 HSy KORFMAEIZ, ALC-0159 X ALC-0315

(BOREIRPE - BFX 7 v Y — A ) OV SO 4y Tl 1.5 pmol/L, AFHEI Tl 1.0 pmol/L) ZZFHZFHiEL .
37°CC 2 W] (FFHEAR CIE 4 BERE) A > % =X — h L72#& D ALC-0159 2 (Y ALC-0315 DORZE(LIRDFE
FRIEE. T TORET 0% ETH -7,

~UA, Ty b PR OE FO SO ESy, IR L OMLERIZ, ALC-0159 iE ALC-0315 (&R
10 pmol/L) ZZA LU L, 37°CT 24 FefE] (FFHMfe Tid 4 FFfE) A > % 2 ~X— L2 OREH 03
REF S iz, BFEWFEO S9 Eisy K ONHFMIRE, WM~ T AR DT v ROMERIZIHB W T, ALC-0159 Tix
T 2 REEOMAKEY), ALC-0315 TldT AT VIO IR D D3RR ST,

W KRR IR E RO R % 350 LNP ICENFNIL Y 7 = T — P EIGF I mRNA ZE A L7- 4858 (LNP 5, LNP 8 J2 T8 LNP
C12) IO\ TOAERNIA AR STz, AHE T, ARBRUSOTXTOIHHHRRR, BRRBR L OAK (HRTERA) 28
H42% NP &R UIEER Y ZAT 5 LNP 8 2 W= MidhE oW+ 5%,

B YT 2T —PEETHE MRNA %, °H TIE# L7z LNP CH R LISMIARNCE R/ T 5 LNP & [F UL O ) 128
A LT B e,
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T2, Ty MY T =7 —BilEa 388 mRNA-LNP Z Hi[a[FikiNE G- Lz & & 10 o s 14 A %
ToMmE, R, ELOREY 7 v ERCT, R »BERIRE Y v~ 75 7 4 —E&SHrECH
TE ST, ALC-0159 DGEHMIINT AL ORI S b 419, ALC-0315 DGEHIIE I V7 v
BERBIRF DS KT AT VIO IK R TS TORE SR Sz,

VL EDOFERN S ALC-0159 K& Y ALC-0315 [XT AT VI X7 2 RIEED MK K - TR TR
WENDZ ENREI L,

4.4 B
441 ALC-0159 K ALC-0315 D REHHEH (CTD 4.2.2.2.1)

F v~ (3B 2V y T 2T —FlE T35 mMRNA-LNP % HaEARNE 5 L2 & & 03 K OYR
1> ALC-0159 K& OF ALC-0315 23 et S iz, % -5-% 336 KFfi £ TIZ ALC-0159 & UF ALC-0315 D RZH b
RIFFERICZ IR 47.2% K O 1.1%Y7 23k S, IR P ORZERITO T b E & FRRMERT CTh

-7,

4R HEHEIZIIT A BEOHEN
FEHSINTEER O T OGS E 0 I, AFNCEET 2 IR R EIiEIC, BB OREIT 2L
F B L7,

4R1 AHFDOIEERRIEDERIZOWNT

HAEIE, AHFE IR R SRR I B S TN 2 & D AFIOIEYEIEIZ DOV TH
A Z RS, PEEEIILL T O X D IZHB Lz,

AFNE mMRNA Th 5 A% Z LNP [ZE A LIZB/AITH 5, @H . mRNA IERRNICERGESD & &
RN OEZRE & [FERIIEC IR S 5725, LNP ICEPAT 5 Z & T mRNA B s s Z &l imE
AIEICHD A E AL, MRENTY N7 BE2RBT 22 L vies 2D, £ LNP IZEALT
mRNA BEIOKRNEIEIL, FASH TS MRNA IZX DB EZ 1752 L7, LNP IZIKFT5 L%
ZHb,

N7 T —BBE T HEEL mRNA-LNP %%WW%‘%'@ L7z & & DERNSAR Z 5 L 72 38R OfE R
5 (42MR), KAIZHANBELS LIZ5E. ARSI L, —8ixesy (BT ~
—IRFIZ A L, FNENTH /N8 %%Efﬁﬁ“é D3 W ILOEAL T R ORI & & HITAAF L
FHLUT= & R BT T D LR ST,

PREIT, WIEEE OB Z TR L, $H SN IR R R ENRERBR A 0 & . A D S B AERFIE |
W C—E ORI FTEE &I L7z,

® CTD4.2.2.2
- ALC-0159 X% ALC-0315 DM TR OMEM (ug) H#5&F (ug) x100
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5. wHRBRICET 28R OERBIZR T 5 FEEDOHMK
AR OFIERER E LT, A &G R & O AR A B O B 32 H S vz,

51 HEH&EBHERR
AHN 2 T2 B A3 G BRI S S LTS, AR B SR oM (AR 1%
v MBI B REMHRANEGEERER (CTD 4.2.3.2.2) OFEHE G OKE B2 bl S v, ARG
LB EIE7 < ARG A, (RiR EA (FE : +0.54°C, M : +0.42°C) . HMEROHIN,
SNERA & LR DOBEINE TR BT,

5.2 KEHSFEERE
AEN M OAFN D 2 B o fm{baio g (BNT162b2 (V8)) 18 ZHWWT, 7 v MBI 5 RIEHRNE
MR ER SN (E6), TRATRIE. BEEMICBIT A2 RIEMEELTH - 72,

®6 REHRSEHERR

- R \4\4 WERER  [IRAER
e AP (ugRNA /body) | CTD

= ES I
AR g (pg RNA /body)

1000 : (KI5 B G OEE - KAE.
HifER (Vo oSBR, BIER, 4FRER, AFERER K
OMFHIEER) O8N, 74 7Y 7 U R UA
02 . 1009 M2 R (o FRPERE Y R TE ay- 200 42321
. ~zuarzu7 ) O, GGT O,
HEHES » 1 2 I 2Rk

(Wistar | rpapsg| (LA < BF3TT) EfHE : B

Han) RS 307 (R ES. BT ELOVIL - JOE, [

K (U 2/SER, WER, AP, AFRERR O
GFEREER) O, 74 7Y 7 ROEM
WZ RO (an-FRVEE 2 2 RO
sasazy ) oMM, Ko 2k
1t < Y

0 . 30° 60 42322

a) RBr1, 8 KUN15 HIZHE

b) 300 MM 27 m—AEH Y »EREEKIEIK

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

d) AFAEIR

e) AAl (2.0 uL/ug RNA)

f) RERBAIAEE 17 LY 38 HICHRPUADNHGERS LTV 5

5.3 ERRBMIRR
AFNTE FI D mMRNA [T RABIOREEE ) HAERL S, Frdsingl (ALC-0159, ALC-0315 } U DSPC)
HIBEEEIEDBREN 72N s (2R.42 BR) . AHl % W @B i MERER 135205 ST,

5.4  MAJFMRER
AANZEGR TOMAMN 6 4 A LLEMKG SN D ESRS TIERWZ b, AAEIZ W20 AEPERERIX
T KA TUNR Y,

5.5 AFERATMHRER
Z v MZBUT A ERAEFERBRNEmI N (1), AFEREGIZXLY | BlEW) &K WK~ 2
nm &b Ej/bfci ZJ)O 7:_0

B KAIE BNTL162b2 (V8) 1, =1— K457 2 VBEESI, 5Fv v 7HEROIRY ABERRE —~THY . WEMITELT S Z & 23R
EhTnsd,
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KT EEREBERR

L &= MM T s
smoms | amr | 1| memm (ug RNA ) (ug RNA IRLEOR
TR /body) Ibody)
ZhhE &t B (—H
KO R F 309 : {RERE M, AEFEAE) : 30
< O ) H e T OMEAE O Jel
A, - R HfE I - ZSFCHT 21
WaE, Al Z o b W | B ~4& 20 H 0, 309 = - BB IE W& - R - 30 423511
A K OF HH ZE | (Wistar Han) (GF41m?) 309 : AL
%o R EA
(OISR NI} F1 AR F1 AR @ 30
B RERA SR 309 AL

a) RBLAT21 KON 14 B, #4R 9 K020 HIZHS:

b) EBRAEIK

c) Al (2.0 uL/ug RNA)

d) ZRRERT, 2R 21 B GHE BN ROV 21 BICB U 28, @R 21 B GEEYIRNY) ORI, KOWSHHE 21 BHo
F1L HARICB W CHRIPUA SRR S LT\ D

5.6 JRFTHRIEMERER
AFN O RFTREEMEL, T > MR D KAEMHE NG 3R (CTD 4.2.3.2.2) OFER DA S,
ARFNPE GV B M D & BERFE D & A FE D RIEN D STV D,

5.R IR 5 RE O
FRHINTZERMR LI TORGT LD BT, AFIOBFMEIZERBEOREIZ /2 &l L7,

5.R.1 FFlE~DEEIZ OV T

X, 7 v MBI A2 REHANEGHEREBCRRO bzt GGT ORI & ONFHiE D22 aql
IZOWT, AAFEREIZ LD N TOZEMEZHIT L H5KD, HFEH U TO L O IZHB L

7 v MBI D KB AN GEMERER TR Sz GGT OHIN K O HE D Z2 fafb o ik
FRIIARATH D, LLARR S, AFHIOZE bz oW Tk, TEESIAE VIS L, PR O AT
%m’%f?é’& AFNZEFENLD LNP ZH W27 v Mok 5 IR REY ek <. I5E DIl

DHDHER SN TNDZ 00 A1 K422/ | IFESFMRICIRYIAEFNTZZ LICL VAT
t%®&%%éhéom¢GGT®%m&Uﬁﬂ@®§mmw\Mfﬂ%%ﬁ#ﬁ@@@ﬁ%@%ﬂt
T ARAIB G K0 B OVESE R~ O 2 e 2 9ps BAR AR 0 P LK O AR AR A (ifu e ALT
AST, TIVAHVERATZ 7 X—EBR R E U LE YY) OZLLRO LN Enb, WINbEEFENE
BPMERWVETR L E 2 D,

AFBEREIZ L D F TOREMEIZ OV T, HEFh C4591001 RER O /AR X— k (7.22 &) (2B
HIFERDOEEESZORIRGITER S D LB Thote, Fio. EWN C4591005 ik (7.1 ZMR) 12k
W, FFIREREEICET 2 AEEFGIIT —2 Iy M4 7 H (202141 A5 H) RERTHEINL TV
v,

DlbaBsEz b e, AFEMICL S b CTONFEMEICET 2 U A7 1HMEWEE 2D,
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AT, 7 v MIBT D RAEMHARNEG- SR T

£ 8 S C4591001 RERICB T AHFILER DA EER (REMMITHRER, S —F by A7 H 20204 11 A 14 B)

HEAE

REE i

HE 25

N A

T v — PR R 2R

HE g

SMEARgER

TS

N=fENTREIE, n=SBiBEL
a) MedDRA ZEBIKSME THFIGEREEE ) ICE TN HS%

AHIRE 77 RRE
(N=21,621) (N=21,631)
n (%) n (%)
JHF AR S s @ 14 (0.1) 5 (0.0)

D BT TN~ DT, W b EIEFRE

FOMEROFTR LW L, AAEFEIC L D5 F TORFEMLICBET D U X7 13U8 W &4 2 HEEH O RMRIT%
ANATREL B R D,

6. AEMFEAIFRRKOBEES 5 00E, BRRKERBICE 28RN BRI 1T 2 FEORN
% LR BRITEM STV R,

7. BRREE MR QBRI R EMEITEE T 5 BERE TSR IZ 81T 2 FE OB

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

(BNT162b2) D& & L TRd,

£9 BRANBROME GFHfiLH)

BRI S o, ARAIO &I

izf; wga | e TR FH - KB H
| casot005 | 171 |po~gs e | < 120 AH 30 pg X437 T AR % 21 AR f%&
PER 75 L REE ¢ 40 B C 2 [Alf5 P P BERR o
St
I AN— b < I N— b
CE TR S— R | AAISUE BNTL6201% | AN 10, 20, 30 ug. BNTL62b110, | « &5 I fA/<—  :
18~55 £ & D% Bk R OV R 20, 30, 100pg OWTha LS| Zedt
o O 65~85 7% JB8 AR 12 451 FEAR%E 21 ARIKET 2 EFHAN|  AFEMHE
fist | Casor001 | T/m/m | o 25 e mpvap| TR -
HEILIIAE S— b |« IO/ S— b < /AR S— |k : A 5hi
12 W LA BREREA | AHIRE © 21,999 fi AFI0pug T T T LR e 2l AR|  Zedtt
TS REE : 21,090 B | BT 2 [ B PIAERR

a) BNT162bl : SARS-CoV-2 ® RBD % =2— K4 %5 mRNA 2 &H 4 5T 7 F
b) AKX BNT162b1 ¢ 3 Fi#&: (10, 20, 30 pg) (ZF AL 18~55 7% M O 65~86 7 DAEHE O 7 /L — 7 BNT162b1 100 pg 12 18
~B5 KD I —T NEGE STz,

7.1 EWNS 1/I#3B (CTD 5.3.5.1.2 : C4591005 3Bk, FHEHAM 2020 4 10 A ~kfseH : 7—F I >
rA7H 20214 1H45H)

20 5% LA | 85 5k DL N 0 H A ANfERE N 2 xb 5 (H ARG 160 1] - AHKIHE 120 1], 77 AR 40 1)) 12,
KA DL, BEMEROREFM OB 2 BRI L L EBEA (LB SR 19 7T &R RAATHERM
HEGABR S E PN 2 Mk T I S iz,

19)
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=37 4

7 7 A P—rRlatt

WA IMBREEE, R —7 22— WA Y v 7 (RBEGRRE R OHREEIRS) TERE Shiz,
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ik - FHEE, BB ORAI30ug IE 77 ®R) %21 B T2[E (Dayl & Day22 (FF#&EMIM
/X Day 19~23) ) . fIANERETHZ L& Sl

VR 2 L 472 160 6] ORFIRE 119 6, 77 & ARRE 41 1) 2FNC 1 [EIDL RGBS Rl S 4, 2513
LAEPERMT R G & ShvT,

F 7o, EAELAL ST 160 B CRAIRE 119 61, 77 2 AREE 41 1) 2N, 1ALL EIRBREE AN BERE S,
G TP ERE R R MG DAL, Rl AT RE S AR & ShvTe, TR AR RN SRR, A
ARSI AR (AT L2 BIRINIC 2 [B1 B o84 5210 2 [B] B BEfE % O 5l R MR E RS SR 03
o7z, IRRERFHEE D & O ERIREME 72 WD R SRR e Sy, Yakdk
M OFEFRIZONT, 2021 4 1 H 29 AR T TH D . BEHI N TORY, AHEETITEBEICE S
TN D Al rT e e R MR DR SR 2 o

Rt T RE S AR SE I F5 1T S 1R ERE 2 [0 B Hafdit% 1 0 H @ SARS-CoV-2 Ifi{EHFngtiAffio> GMT
e OV [E] HBERRRTIC 65 2 [B1 A 6/ 1 0 A 0 GMFR [iff] 95%CI] 1%, AAI#E T 489.9[420.4,570.9]
K& 1N48.1 [41.3,56.0] . 77 EAREET 106 [9.8,11.4] L1111 [1.0,11] THh-oT=,

REVEIZONWT, BIEMIFIZLL T DL B0 & sz, AEFLOEELITTHY 7 F o OBRKRRERIC
BT 5 MR BB % FDA H 1 % > % (Guidance for Industry Toxicity Grading Scale for Healthy
Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials, 2007 4£ 9 H) 29 | LS X 3f
fli <7z,

o JUSIRMFES (FFTEUS %Y (ESEAENR, BRLOMER) KORHRIG R 57, TR,
MR, TR, APV RCOBEETR) ) TRBREES RIS 7 A (BB REEIC LY Hﬂ%)

® HEFDR (KEIHFET7 A H E CICHBRE ASE CIUE SN D RISHEMEFSRIRLS) 1R 1 7 B Bl
RF7~ O ik i2fdite 1 W HE T

o FHEAAERS IRHE 1 8] H HFER ) b it 12 W H £ T

Rl 7 ARSI L SOSHPEFR 23 10 (IR,

K10 BBREAEEER 7 HMICBT 3RCEEER (RN ISER)

1[=H 28l H
AAIRE (N=119) 77w REE (N=41) AHKIEE (N=116) 77w RRE (N=41)
n (%) n (%) n (%) n (%)

JRPT RO

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
BTN

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)

M - 0 0 1 (09 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 (4.9 29 (25.0) 0
N=fEAT X R BIE, n=3& B H1%KL

200 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/toxicity-grading-scale-healthy-adult-and-adolescent-volunteers-
enrolled-preventive-vaccine-clinical (A #&#fEE8 B 2021 421 A 21 H)
W BB B REO T B ST ORE AT E LR,
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HEFESKOFEISES GRRIE E ORFERROSEE S WA FFG, LUTRER) 1EAFIRE 10.1% (12/119
B) KO17% (21119 #) . T EREET7.3% (341 %)) KOOFITHY ., 2HILL EIZRD b G EF
G% EASESR ORAIRE 3 B, 77 B ARRE L)) KOG (RAIRE2 51, 77 B AEE L) Th o7, SARS-
CoV-2 [&YX> COVID-19 FIE I BT~ 5 A HEHFGIIHE SN THRL,

F—4Hy bAT7H (20211 H5H) £ TIZRLERVCEELRAEFRRIIRD SR T2,

hikicE - - AERGT, I |
I C 5 oo, WIS TR L ORRERD O LS, ESRIEEIETH

ST,

7.2 ¥EAVE 1/I/IMAERRBR (CTD5.3.5.1.1 : C4591001 3ABR, FEHHAM 55 I #H/3— b : 2020 4E 4 H ~#k
e (F—Z By bATH AHKI30ug BE:20204E 11 B 14 B, FOAMOBERERE - 20204£8 A 24 H)
FI/MAH/S— b : 20204 7 A~fkfge (F—& v hAT7H 2020411 A 14 H) )

721 HEIHESA—F

18 ik LA I 55 it LA T & U8 65 5k BA | 85 5k BA DR N 2 x5 (H ARG 195 1] - AHIHE 156 1], 77
TARREI9 B 12, AFIOLEM, BEMELOREFEEORGZ BN & LIEEBEALBIEEER 2 77
tﬁiﬁﬁlﬁjﬁﬁﬁﬁ'ﬁﬁtbﬁiﬁi&%ﬁﬁx*l@ 4 g% CTHEE S iz,

FE - R, 1853 (KK 10, 20, 30pg 4 L < 1% BNT162b110, 20, 30, 100pg, XiL77&HAD
WY & 21 HREIRR T 2 [l (Day 1 & Uf Day22 (P4 #If#IEL Day19~23) ) . MiANEERT L2 & &
ST, B IX, £ 0 —7 (REFIXL BNT16201 O &I KO T 7 &R & AEEEH oM A

(BNT162b1 100 pug 1% 18 ik LA B B5 kLA F oo A) | §H13 7 v—7) Z ki, EIEAfL SN, 2B, K
FlX SARS-CoV-2 D S # L R B DK% 22— K35 mRNA T Y, BNT162bl /% SARS-CoV-2 @ S
&2 R7EDRBD & 2— K925 mRNA Th 5,

AEA L S Iz 195 Il (%27 v—7" 15 i« ARFIST BNTL162b1 B 12 fil, 77 & ARE 3 i) 2fi
[BILL_EIRBREE DS HERE S v, BRI LMt GHEER & S,

2B, ARETIIHENR TH HAF ORI OV TiEHE L. BNT162bl Of%F1% 7.3 HIZFEH#H T 5,

BZEMEIZOWT, BIEMMIILLTOEBY L aivie, AFEFROBEELII TV 7 F o OBKHERIC
BT 2B R E B4 5 FDA 4 A %A (Guidance for Industry Toxicity Grading Scale for Healthy
Adult and Adolescent VVolunteers Enrolled in Preventive Vaccine Clinical Trials, 2007 49 H) 20 (2 £:-5 & 54
SNz,

o [ULKEMEFSR (RFTAUS (ESEAER., JAR K OMIR) K OVES UL GEEN, 57, BUm. B,
WErt, TR, APV MR ORAETR) ) IRBRIES RIS 7 AR (BB B EKIC L0 IUR)

o HEEG (HHSAEEAE 7 H £ CIOHEE H ek CIUE SN A SUSHIERSR<) 1B 1
H AR RS 2 b ok g 1 W H £ T

® HE/AERR  JRBREE 1 8] H R ) b R R 6 W H £ T

2 JRBRSTHIER, RRFMHR DA X v 7 ROEERE T ER L Shiz,

22
a7 4 E T 7 A RS R AR D s



TRBCRAS IR 7 HISRRO DN ROSEMEFRRIIR 11 D LB Tho T,

K11 BBRESEEER 7 AR SRCEEER (RN ISER)

18~55 % 65~85 ji%
A 77 Rt A AN 53
L 3| 10 pg 20 ug 30 ug 10 pg 20 g 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 (%)
Ry B
R 8 (66.7) 8 (66.7) |11 (91.7) 0 4 (333) |7 (583) [ 9 (75.0) 0
S DR R T 7 Gea) [ 10 (833) |10 (833) | 2 222) | 4 (333) | 7 (583) | 8 (667) | 1 (LD
L 1[E A 0 0 1 (83) 0 0 0 0 0
T 2 [alH 0 0 0 0 0 0 0 0
1[AH 2 (16.7) 0 0 0 0 0 0 0
iR 28 H 0 0 0 0 0 0 0 0
B A
. 1[AH 0 0 2 (16.7) 0 0 0 0 0
2[FH 0 1 (83) 2 (16.7) 0 0 0 1 (8.3) 0
.- 1A H 3 (25.0) 5 (41.7) 5 (417) [ 3(333) | 1(83 | 4333 |3 (250 |2 (222
2[FH 4 (333) 7 (58.3) 9 (7500 | 5 (55.6) | 2 (167) | 6 (500) |5 (41.7) | 1 (11.1)
- 1A B 4 (333) 4 (333) 6 (5000 | 3(333) |1(83 |3 (250 0 1 (11.1)
: 2 [alH 3 (25.0) 4 (333) 8 (66.7) | 1 (11.1) | 4 (333) | 4 (333) |3 (25.00 | 1 (11.1)
e 1A B 0 0 4 (33.3) 0 0 2 (16.7) 0 0
e 2[FH 1 (83) 5 (41.7) 7 (583 | 10111 |27 [1(83 |2 (167) 0
ok 1[E A 0 0 1 (83) 0 0 0 0 0
: 2 [alH 1 (83) 0 0 1 (11.1) 0 0 0 0
i 1[AH 0 1 (83) 1 (83) 0 0 0 0 1 (11.1)
2 A H 0 0 0 0 0 0 0 1 (11.1)
J—_— 1A H 3 (25.0) 2 (16.7) 3 (25.0) 0 1(83 |1(83) 0 2 (22.2)
2[FE 2 (16.7) 5 (41.7) 7 (58.3) 0 1(83) |1(83 |3 @50 |1 (111
- 1[E A 1 (83) 0 2 (16.7) 0 0 0 0 1 (111
2 [alH 1 (83) 0 2 (16.7) 0 1(83 |1(83 [1(83 |1 (11D

N=fEHT I G5, n=JEHH15k

AHEFZMORIISOFEREIGIT, X12DLBY ThoT,

R 12 IBREEKEER 1 VA £ CORBEEFRUNOFTEEZR VRIS (REMEEITHRER)

18~55 1% 65~85 ir%
ARHIEE 77 AR AHKIEE 77 v AREE
10 ug 20 ug 30 ug 77 R 10 ug 20 ug 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 (%)
HHEFL 4 (33.3) 5 (41.7) 5 (417) |2 (222) |1(83) |2 (167 |3 (50 |2 (222
Bl St 2 (16.7) 4 (33.3) 3 (25.0) 1 (11.1) 0 1 (83) 0 0

N=fFAT e Gl 8, =SB4

T—%%y NAT7H (KHI30 pug A : 2020 4F 11 H 14 B, ZOMOBFERE : 2020 4-8 H 24 H) £ T
W TBI R R IRICE > e HEERITRD oo T,
HEERAEFRGIL. AH 30 pg B 1 FNTRMHREL CHUNTMRE L LTRE) N@E I, 158
L OREEMRITEE S, #5)71% 2020 45 12 A 16 HFf S TREE TH - 7=,
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FER MR E R A 2O\ TC, Grade 3 LA EDRERFEEE L LT, U o ERERD M AA 10 pg £ O30 pg
BEA L1, B U LB HEINAAHAI 10 pug B L BICER® Dz, Wiivh 1 [E HERE% 1~3 BIZHEBLL,
1 [=] E%@?& 6~8 H F CICAMEMFPHNICIEIE L7z 2, HEEEIEL. AAEHEEZIZRD bz o8
BREOED 1 %(E@6~SHTE@)T&ot_k@% U 2 NERERE Tl 7e < U U REREAR I
é%@&%z%ﬂ\%%%Eﬁiﬁwkﬂmbfh%mmﬁﬂwb?i%ﬁ&ﬁ@i&ﬁbﬁm:kk
L7z EFBIL T 5,

722 I/ S— b

12 UL EOMEEEAN 2RI, AR OFIER OL2EORGT 2 B L Lo BIEA(LBIRE R 2 7
7 B AR RO A TRER SR NS 6 W IE CKEL KA, b=z, 7790 TABCF U RUMET
7 U ) | 163 fligk TIHEME S A7z, AT Y] 18~85 MR A5 & L CRERBRIE S e s, XY
HEIAVVER COREMI 21T 5 72912, 16 Ll EZ2 R E T 25t EICAT S (RN EES 6 H}i
2020 42 9 H 8 HEE) . F D% & 5IT 12 F~15 i A BN 23 A H S GRBR SN 5
filt, 2020 410 H 6 HELiE) » AAEFHEICSWTIL, RERBEAAIRE 29,286 44 & L T atH] éﬂf:m 43,998
B (REIBER O T 7 & RRER 21,999 ) ICEE X (BRI FHEES 6 i, 2020429 A 8 HWE) .
B, DL 12 H~15 WOMAIUTER K 2,000 B & 3R E Se, NRISKRT 5 BIRIIBLERE S
THEY, 12~15OEMIEB T 5 EER BN TH D RERME, ZetEk ORFMEICET 57—+ iﬁkm
FEERE R TR LTV RN D | 2070, ARIEETIX 16 Ll EIZOWCRHET 5 (RARHFEIT 16
Wl EExtg e ST d)

FE - HEX, 1RBREE ORAI30ug XIE7Z8AR) % 21 HiEE T 218 (Dayl %O Day22 (FFAHH
1% Day19~23) ) | FiRANEERET 2 2 & & Stz HBRE X, Flin (12~15 5%, 16~55 ik, 56 milh 1)
TR, BEab s,

BEVEZOWT, T—F% By hA4A7H (2020411 A 14 ) F TIZEEAL ST 43,548 Bl 9 B
43,449 BIlIZ 1 BILA BB R S, 20 9 BRIEZ BT L TV d o ToARAIRE 1612 = < 43,448 fi

(RAIBE 21,720 5], 77 & AREE 21,728 f5]) DNRAEMEMBATHRER & Sivic, o, MM G4ERM
DH b, PR AEEONE ST 8,183 5l (ARKIRE 4,003 f5il, 77 & AREE 4,000 ) 23S FMERRAT R 5
£ 2 L Sht,

BHIPEIZOWT, T—X By b4 7H (2020411 A 14 A) F TIZEEA(L STz 43,651 D H B,
3,374 Bl (MEBRERBERE SUTHLUE SN WIRINIZ 2 BT A A S e o7 3,111 6l 2 RIHEEME 7 A H

TIZEKZRIGBREMFEE ORI D -7 371 #] 27 | BAEA LR IR A L2 &3
#I B L7- 62 5], RIEZBUS L CW7Rino 7z 14 (Ef@é\m ) ZBR< 40,277 1] (ARFIHE 20,033 #1,
T R ARRE 20,244 1) AT EHPERHIG FTREAER] 20 & Sa, EERMRATRH SRR & KT,

%) BNT162b1 BE i, Grade 3 LAED U > SEREBUD 1, 18~55 R4 T 10 pg &F 1 451, 20 ug B 2 6, 30 pg BF 1 {51, 100 pg & 4 i,
65~85 EAER T 30 pug B 1 FlCEED H AL, W b EEEEA TR L, BATEEL TV,

2 Wl IRBRIMEA, BRa—T 4 F— & — BRA X v 7 (RBREEFARE L OBRARLS) WERE Shz, £, FERTT
DEBBMLE L 72 54 H 2 bk IRRIKIEEITER L Shi,

B F— gy N A THEET, 12~15 B OERE OPBRE ITIIAK] 49 B, 7T &R 51 BN SN, TS OWERE IIERIMERT
RIGHEMTITE EN DD, LRI SEIIZE N TV, FEFMEIC OV TR, 12~15 mER O 16~25 mERIC KT 2
HLMEZFET 5 Z ENFE STV 5,

2 JREBRFEMFEEICBW T, RACHAAN bR D L & %) 6000 iSSEY %&Eﬁ#ﬁ%%ﬂyﬁﬁ“éz ERBRES TV,

20 VRBRHEHERR T B 5 i 283 f5), IR ERAMLYED M 43 5, T — &2 OIEFENMEIC BT D i 43 16, BEFIAR LK 5 ], B iRER ST
56t 3 (E#’Eaaﬁy)

® 1 [a] B % 19~42 AIC 2 [0 B ORI 457, 2 M BHM 7 B B £ CIORBRERFEED O OB ARAREDLA 22 W HERE L%
7z,

N
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BRIPEICHOWT, FEFARE B IX, T OEBRE T 5 COVID-19 HeEH] (1,000 AMESH 7= 0 DIEER
$E 2 [A] A% 7 B LUK COVID-19 384E) 1285< VE (VEL JMIOVVE2) & &z (VE (%) =100 X

(-8R OBBRIRIIZ 31T 5 1,000 AM4EH 72 0 D COVID-19 FIERDAHKIRE L 7T B REEDH (IRR)) ),
® VEL : JEBRIEHEMERT O 2 [0 H4EFE % 7 B LARTIZ SARS-CoV-2 YLD 72 W VBRF |2 d5 1T 5 VE
® VE2: {RERIKEEFERIAN D 2 [0 H BERET 7 H LARTD SARS-CoV-2 JE&YLEE % R 72 kR 12351 5 VE

COVID-19 fE %, COVID-19 2384V DI (FEEN, B/ 72k STk D #AY 7= 72 B X
XEUINOE L, B, B 22 i PR SULAH RE O AL, BT R LI O, WEMRS R, T,
M) 231 DLl BB HiL, SPEA T 7 COKBEEIERAIZ L Y SARS-CoV-2 [GME R S AT iR
LEFINT,

ARG CIE, VEL OFHM e LS PEIC K D230 B k4 BAY & U 7= RT3 4 4] 4 [5] (COVID-
19 fREB &2 /L7 < &b 32 1, 62 B, 92 i L 8 120 FilEERE.) FHEI SN Tz, EH EOFEIZLY
1[E1H (32 FIAERER ) 12903, BRI 3 8] (COVID-19 sl % b7 &b 62 B, 92 fil &
Y120 BIEEFER) (CRHMIZE S 4v7c (TRBR LM HME S 9 Il 2020 4 10 A 29 HIUE) . H D VE 7 30%
DBE DR ERDO IR Z 0,025 K5 &+ 572012, FRIENT M OB ARHT 0 A 2 oD 34 0> H 1E
fill (99.5% % 1r 98.6%) M3 FHAMNIHIE S 7z,

1[5 B o I IfRAT IS 94 BIEEREIRE AR CEfE S du, SaZfTicisn T, HoD VEL 23 30% (FDA A &
A (Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19) (23T, #atHy
7RRRENHEMEL LT VE OF—FEOIRRZ M UNZHHEE L7z Cl O TR 30%% LES Z EAREINTND
T EIZHESEERE) & L5 FEEMEER (>99.99%) 1L, FRNIHE S NG 2D EHE (99.5%) % LA
olz, ZDO%, BT E L CEIB &Nz 72< &b 164 fflE T, COVID-19 feE R 2 ICER S
722 Enn, 2 BB LSO HRRIENTIZER SN o Tz, 705, TR T/ b BPMEITHERF ST
W5,

COVID-19 e E R A 164 FILA LI EIE Lo ReR (RASIENT) (23815 %5 VEL KOPVE2 13K 18 D &1
ThoTo, HDVEL KO VE2 78 30%% L[R2 FHMERITNTNDE >99.99%ThH V. FHANIHE Sz
HihEDIUE (98.6%) % ElAl~7=, 723, VEL O VE2 OHifill 95%Cl (Clopper-Pearson i£) (X2
i [90.0,97.9] & [89.6,97.6] Th-olz,

#13 BB 2[MBEEES 7 HLAED COVID-19 BEICHT B U 7 F o 0 (BHFErRER) 2

N COVID-19 KB HRY 0 VE [95%(3 H X [#] FHMER
Tife 7 151 (1,000 A4E) (%) (VE>30%) P
. ARFIEE 18,198 8 2.214 17,411
JECYLIEE © 7, ——— - ! : 95, . . >99.999
YulfR © Jp L > wxmE | 18325 0 222 17,511 VE1 : 95.0 [90.3, 97.6] 99.99%
YRR © %[ AFEE 19,965 9 2.332 18,559 , .
b T REE | 20,172 169 2.345 18,708 VE2: 946 [89.9,973] ~99.99%

N=ARHT TR B1%k, n=BEHIMICE S L0 5 6%k

a) HIV BPEgBag (2 EETA T REEE R 00 5 HAKIEE 68 B, 77 B AREE 72 4)) 1 3RREHT5 2 L L &N, FITICITE EN TV
VY, HIV BB D COVID-19 e ERITRYE 2 M7, AAIRE. 77 R HEVFhL 0FlTh -T2,

b) F/MEHEOSN—F3A (0.700102,1) ZHATOARE Liz, A XiON—F “THEHARET MLV EH

c) 1RBREHEFERIA D 2 BB HERET% 7 H LLAT O SARS-CoV-2 J LR
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BRMIZOWT AHEFLOBEEE XTI TV 7 F o ORRBRIC 1T 5 AR EICB 95 FDA 7
4 % > A (Guidance for Industry Toxicity Grading Scale for Healthy Adult and Adolescent Volunteers Enrolled
in Preventive Vaccine Clinical Trials, 2007 45 9 H) 20 |2 LS 3l SN/, MM S4EMH 1B
T—%%y NAT7H (2020411 A 4 B) £ COBIEMMIL. 2 A BN G 2] %%um%@m%mMs
Bi) . 2~4 FAH 5.6% (2,433/43,448 f5]) | 4~6 F AT 14.9% (6,474/43,448 f5]) | 6~8 A 20.7%

(8,991/43,448 f4i) . 8~10 M A 29.1% (12,625/43,448 f4i]) . 10~12 i AKiii 13.0% (5,662/43,448 1) .
12~14 A 1.8% (780/43,448 f5l) Td -7z,

KBEHMILUTO LB & 3T,

< BNV ERRAT et R 0D . >

® SUSEMEFESR (RATEUS (ERFAER . HR K OMEIR) R OVEE KR (G2, 357,
Mk, TR, AP R OBAETR) ) TRBRIEAS EEERERS 7 AR (BBRE HESIT XV
B MERRAT X G 4R >

o HEEL (RUNEMEMNT T REN TIRBREAIHERE 7 B B £ TICHBRE H 35 TIE S D ROG R
FRERS) IRBRIE 1 ] H BRI O R AR 1 U A

o /A ERES  JERRIE 1 (8] B EAREN D KRR 6 1 H

\‘y~m

FE ., HEIE,
IEE)

TR IR 7 A RIS DN ROSIEMERRIIR 14 D LB Tho T,

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

1A H 2 [\H
fgs, AFIE 7SR AHI 7T bAREE
(N=4,093) (N=4,090) (N=3,758) (N=3,749)
n (%) n (%) n (%) n (%)
JRFTEE | RSSO 3,186 (77.8) 488 (11.9) 2,730 (72.6) 372 ( 9.9)
FEIR 189 ( 4.6) 45 ( 1.1) 243 ( 6.5) 26 ( 0.7)
JIERE 250 ( 6.1) 32 (08) 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 (0.9) 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 (9.7) 1,260 (33.5) 260 ( 6.9)
RAFR 406 ( 9.9) 247 ( 6.0) 772 (20.5) 170 ( 4.5)

N=fRAT R 15, n=THB1E (%)

B EREG R OEISOSDOFRBFEE 1L, AFIRE 26.7% (5,770/21,621 ) } 11 20.7% (4,484/21,621 ) .
7?$ﬁ1ﬂ%(2&%&%1@)&U&Wﬁ@%&ﬂﬂﬂm)T%otome#@ﬁﬁl%uL_%
HLIEAESRESROBIRISIERIDOLEEBY Thotz,
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#15 BBREEKEER 1 VAEZTIIVTRIDOET 1% LICED b - AEERZKVBIRE (RT3 SEH)

FEFR il S

e AFIE 7SR 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 (15) 2,437 (11.3) 316 ( 15)
HEEN 1,255 ( 5.8) 68 ( 0.3) 1,242 ( 5.7) 57 (0.3)
97 1,145 ( 5.3) 294 ( 1.4) 1,118 ( 5.2) 268 ( 1.2)
B S 1,111 ( 5.1) 100 ( 0.5) 1,103 ( 5.1) 89 ( 0.4)
GBI 1,084 ( 5.0) 345 ( 1.6) 1,012 ( 4.7) 249 (1.2)
# P 999 ( 4.6) 142 (0.7) 971 ( 45) 120 ( 0.6)
3] 507 ( 2.3) 45 ( 0.2) 502 ( 2.3) 37 (0.2
L 238 (1.1) 75 (1 0.3) 211 ( 1.0) 50 (0.2
RAEE 224 ( 1.0) 89 (1 0.4) 168 ( 0.8) 30 (01)
T 220 ( 1.0) 166 ( 0.8) 166 ( 0.8) 113 ( 0.5)

N=EAT 215k, n=JEBiB1EK

FT—HHvy FAT7H (2020 4 11 A 14 H) FTIZ, FBCIIAFIRE 2 6 (EhRGECIE & OVME IR 1
) . T RARREAG] URERA 2 6], HilrkEs s ROV ZERS 16 ISR B, WL TR
& OREBERITEE S Lz,

HEERAEFGIL, AFIE 126/21,621 6] (0.6%) . 77 B4R 111/21,631 #] (0.5%) IZFE8® Hiv, £
DD HIRERIE & ORRBRPEE SN en o Io B EFRIL, KRB 46 (Vo EfE, 77 F U5
BUFHEG . DEMEARENR, 5HE & O AR OSSR A 11 5 W TR (MedDRA T=— R{bah T
WIRWER) K16 ThY ., EIFITY o EREIEREE, DEEREIRIEETE TH Y . ThSoFE
RIIWRPTH o7z,

BB ILICE > ToAEFGIL. AFIRE 37/21,621 il (0.2%) . 77 & AHEE 30/21,631 #] (0.1%) (2789
S5, T D) HIRERER & ORI RERNGE SN A EREGIL. AFIRE 16 6], 77 2 AHE 9 HilIcR
OOz, BT CREMGET THY . B L ONFRITIRSILTW WA, B 25 FIONER (D

HEDROONIPEREDH V) 1F, TRIKROERAS 36, K57, EREAAR, RS K O =
WA 2 Bl TEFTENLRRE . BEEVED s ERECER, U2 F o7 borR— 0 IVE, IEEA PR,

AiJAMERT, WUBTR. U o SEE, BN, MiRE. B osiEE, B, SR, EYE 8B EE.
BT, O EHEERE, ARREREE K OV RS LB, 2 — MES T nER 26 (V7 F 12k b B
HHIR, HF) Tholo, WL U HIRER ) OFi% 1 BITARENE, TIRNIEEE 1 B3R R T
bHY ., FOMIEXEIE TR TH o7,

7235, HIV BGPEREERE (X =B MM ICIEE T, HIV BEERE O 22 M F M I TR 10 22 iR
Hr& iz, HIV BBHERERE COAFHSR K ORIBUS DI BIEIGITAFIRE 13.1% (13/99 i) KT 10.1%
(10/99 ) . 7" ZEAEE10.3% (10/97 ) KOOI TH ST,
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7.R MBI B EEOHK
TR1 BERT—Z Ry —VREREDHEHZONT
COVID-19 O R 72AT F Ik W T, HE 7 SARS-CoV-2 7 7 F U OBRNRH LN TEY . 0D
AL 72012 ICMRAZ | WHO | & [E OHIHI J& 3V 1XBAFIC DN T O A X v A& AFK LT
Do RTINS, Bf249 A 2 HIC [FHflanF U A /LA (SARS-CoV-2) U7 F o OFAMIZEI T
B2 R 2ARL, BRRBICE L CTIEICUTOZEX T 25m LT\ 5,
® [EYETEHTY 7 Frofzhitik, FHlE UTRE TR E2 EEFEEE & L CGHEZIT2 DT
HV ., COVID-19 DFIETBHRIFIZ DN TR & 72 25 FRIE 23] 5 25T 72 » T 72 W BLIRIZ I
TIE, JRAIE LT, SARS-CoV-2 U 7 F Mgl DA RWEZ T 2 72912, COVID-19 DFIE TBh%h
RA TS 5 BRRBRE T 2 0ERH D,

® SARS-COV-2 (22 TCiE, COVID-19 DA TOREENE « Ml L > THRR D Z & 7 A VAR H
B« RERISEIEIC Lo TR > T HEEMER S H 2 &, £7-, COVID-19 BEIElT HHBHF D
FIENE - HIRIZ L > TRES R | ZOHFRTONTUIERA RFN e s Tnd Z & &k E
2% &, SARS-CoV-2 TV F L DRRT 4w b« URTZOHEHITONWTIX, AE - kO RHIZ K
STRRDLREMENH D, ZOfth, RIERZERDZEN SARS-CoV-2 U 7 F o DA K O AT
WETLHZLHEZOND, DD, WA CHRIET PRI A TN T 5 72D O KRB RFERI R IR
REBAEE SN DHEAICE N TH, ENTHKRRBRZEmRL, BARAYERE BN, VZ/F D
BIMER VRV EERRTT D 2 Lk, REENENEE XD,

® AN THIE TR A EEFMIE A & U7 KA AR BRI BR 0Y E S h 2 58 12id, ENT
AARNIZRIT D FRIE TR M2 2 &2 B & Lo REEMNERRRER 2 95 Z &£ 72 <, H
ANCBIT D REFRER L2 2RI 52 L2 B E L-ENERRRZ EET 52 & Ty
RGEND D,

HEEE 1L, AR O ENERREBROFHERE T, AN CRIE T2 R4 ZTEFMEE & L7z KB
AERRER & i TH o722 & ARFRD COVID-19 DA Tk 2B & 2 5 L BIE TR R E2 732 =
Ex B E U ENERRRER O I L RO LS DREECTH o722 & h . EN TR
e OV Ve % fifes 3 2 [E N ER IR ARBR & By » FE6E U 7o, ¥E/hes 1/ I/IAEERER (MBSt C4591001 #BR) K
OENG T/IAHERER ([EIN C4591005 #klR) Z Rkt L LT, AHFEICHIT DR T —2 /3y r—v
R LT,

R, BiRF T COVID-19 OFIE PRI R ORIE & 72 25 ISR DT > TE BT, BIET
Bizh A & sy 5 VE & QBT Tl b DD, e SARS-CoV-2 U 7 F 2 DBFEH KD H AL TV
HWRNEEZBET D & ARBOFEIZOWTIL, AN ORGEFER (51 C4591001 #Bk) o plfgic 5
SEFM L, EAUTI X CENERRBRAGRED O A AR NOGE R L2 A HERT22 6T, AR
NZBT DA OENER LW ETMT 22 & & Lz,

2 TCOVID-19 V7 F > BB B IAMH LB U —27 v a v 7] (2020 4E 3 A 18 H KX 2020 456 H 22 H)

%) TTarget Product Profiles for COVID-19 Vaccines, WHO R&D Blueprint,29 April 2020] 2} [An international randomised trial of candidate
vaccines against COVID-19, WHO R&D Blueprint, 28 May 2020 |

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

2 https://www.pmda.go.jp/files/000236327.pdf (Fcf&HER8 H 202141 A 21 A)
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7.R2 BwEizoWT

BRI, PR SRR K LU T O 2 I % % | MESh C4591001 sABR RS 2> & AHI D COVID-19
FIE T BN RIToR S, WSS C4591001 3R & ONEIN C4591005 Bk T3 & AL 7= S T — & OfE R
b, BRANZBWTHRBROAZMENHIFRFCE 5 &Il LT,

7212 L. AANO R OHEZIE K O SARS-CoV-2 22 BIRITK T 2 HRMMEIC SV T, BRI TR LT
WAIERNOIIARHATH D Z Lind | BUEIRTRICH SRS ERINE L, Fric2mRngonzaaic
X ERB R 2%, MUNCKHET 2 MERH D EE X D,

UL ORAE DB DWW IR ik Caleim T 2.

7R21 ARMEOFMEE I OWT

AENOF DT BIZDOWT, HEH T TOL S IZHIAL TS,

AFNOBRFIZ I 2 FE R KRR CTH 25 C4591001 B OH /MFH S— Tk, FERFMME
R & U CIRBRSK 2 (0] B BERERL 7 B LARRIZEE® B AL7= COVID-19 i & Fill2 J-3 & VE 2 HEE L 7=, COVID-
19 feEFNIL, LUT DBRIER 2 — DL B30, BIHIEA U 7RO HEERAIZ L Y . SARS-CoV-2
TR & HE ST B L ER LT,

BERPRIEIR  FEEA, ST 22 STk o b, S/ 72 BUIN ORI E SN oL, BHE, B2k
XIFFHRR OB, B AR SUIMR T O, MR, T, TR

Z DEFRIL. FDA 4+ 4 A (Development and Licensure of Vaccines to Prevent COVID-19: Guidance for
Industry®® ) THELE SN T 5 SARS-CoV-2 U 7 F » DR ER DA 202 B1F 5 COVID-19 FEIE
DEFW LFFERNEEZD, 2B, FDA FA X A0 COVID-19 DEFHFIERICIL, Bk, 557,
SHIF ., P - Byt BLAE END A, T 51 COVID-19 DR RN KRIT 5 &% %, ##4t C4591001 &
B D £ 2RI VY D COVID-19 BEEFI D EFITITE DR Do T,

Fo. FERAMERMICIS T D COVID-19 feE B ORI 2 12 B B #fEit% 7 B LR &RE
L72ARHLE U CIE, ¥E4h C4591001 FBRDE 1 6/ 8— kT SARS-CoV-2 IfiLii I FnHLiARAmIL 2 [ B #:E%
7 HUABRICBRE ICEE L 7o o722 & (3R 16) . COVID-19 OFIE FRAIZ IV THRIPUIAN B & K
EL, 2 EI % 7 BUBRICABIODENBEIND THA D EB 2, B L/ S— kO FEEFHHIE
HOFHMIIE & L CE LT,

%) https:/iwww.fda.gov/regulatory-information/search-fda-guidance-documents/development-and-licensure-vaccines-prevent-covid-19 (5 #& 7R H
202141 A 21 H)
% FDA X, BRIRABR COAMRTHEIC B\ T EXREBURGEO G231 57, LLTF OBAIEREZ — 2L LR 5 U A VR
e Sz SARS-CoV-2 Y 4, FRIRABR D F R B SUTAIVGEHEE B ISR ET 5 Z L 2 HEBE L T\ 5,
BRIRAEWR « BEOUTEIE, %, BUINSUIPEREEE, 5857, AR SUTIROSR A, B, Hric RO oK, WK, SOF 0
SAF st WESSIEM, R
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% 16 SARS-CoV-2 MiEHFFnHiLfRME (50%FFnfiisf) (M5 C4591001 BRBRES 1 #8/3— b, FHE FIESe R 4R )

18~55 % 65~85 ir%
AFl 10 ug AFl 20 pg AFll 30 pg AF 10 pg AFl 20 pg AFl 30 pg
(N=11) (N=12) (N=12) (N=12) (N=12) (N=11)
GMT GMT GMT GMT GMT GMT
[ 18 95%Cl1] (i@ 95%Cl] L% 95%Cl] L% 95%Cl] L%l 95%Cl] (i@ 95%Cl]
1 [7] B B A 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 HHEfE% 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]
2P EPME% 7 AE | 169 [102, 278] | 363 [ 257,512] | 361 [237,549] #| 79.3 [50.6,125] | 79.3 [40.9,154] | 156 [80.4, 302]

2 [o] HHEfif% 14 A E | 109 [54.7, 217] | 292 [179,476] | 162 [109,239] ®| 111 [81.0,152] ¥| 73.7 [32.8,166] ®| 214 [ 106, 433] 2
2 [m HBemitk 1 W H | 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=FEAT XF 82 15K

a) MERERIS SN FEIL 1161, b) HIEHEENEG L =615kiE 9 #i

PUAAGS LLOQ Kl DG4 FEHTIZIZ 0.5 X LLOQ DO % AV -

RS I3, MESL C4591001 #kBR TR E S V- aHIiE H IS & . AHID COVID-19 D FRIE T Fh%h 3 %2 5F
flid 52 EIXAREL & 2 D, 728, MEF C4591001 #RBRIEL SARS-CoV-2 DY TBLH%h5H 2 2 Eti9- 2 iR
FAECIIRNWZ LB T HANERH D EE XD,

7.R.2.2 COVID-19 x4 58 %hEizonT

AHKID COVID-19 (23T DB NI DN T, HFEFIZLLTO L 2 I LT 5,
O MEIMERRBR AR IOV T

AL C4591001 FABR O /IMFH S— MZBW T, BEFHMBEE T 5 A 20l LM 123
VE1 (IRBRIERERERTAND 2 [B] HEEFE% 7 H LARTIC SARS-CoV-2 JEHLEE R 2 WBRE 12 81T 5 VE) &U
VE2 (RBRSKEERER(12 S 2 [Bl H R 7 H LAATO SARS-CoV-2 YL 2 b i Wil 12881 5 VE)

[95%(5 X [HI] 1d, £+ £4 95.0 [90.3,97.6] %K% 94.6 [89.9,97.3] % ThH -7z, HD VEL TN VE2
Y 30%% R[E D FEMERIIVTID >99.99% THh D, RIS HLE S 7z fe fEMRAT IRE O A 20 M oo SL e
(98.6%) # E[Fl>7-, 7235, VEL KT VE2 O iffl] 95%CI (Clopper-Pearson i£) 1%, & #1%41 [90.0,97.9]
K Or [89.6,97.6] Thoiz, o, AL ICIHIT 5 VEL LN VE2 [95%(E HIXH] 1%, £h
Z4195.2 [90.6, 97.7] %M 11 94.8 [90.2, 97.4] % TH v, il 95%CI (Clopper-Pearson i£) 1XZEiL
[90.3,98.0] KX [89.9,97.7] ThH-1=,

FEREHTIZ BV TIX IRERIE 2[5 H 2814 7 B LLRTD COVID-19 FIEFI A F AL TVRINT &b
1RBRIEA 1 [EIDL R S 72 TR COEBRE 2 55 & LT, 1RBRIE 1 [0 H B LIRS ICFE L 7= COVID-
19 HEEBNZ SWTHiET L7-, COVID-19 FEAERRI D VE 23 17, COVID-19 O RERIEM R A4 [X 2 12
Y, ZOFER, TRBREE 1 8 H M%) DK 14 B F TO COVID-19 O RFRFIEMRIIAFIRE L 77
AR THEERICHER LT . 2 Bl HEFELIE CARAIRED COVID-19 FIE TIHZIRNHIFRFTE 5 LB 2
b,

30
A ITTAHIE T A VRSt FPEGRIR D A E




£ 17 BRI L EIBERELED COVID-19 BEERIICES< VE (BRIEZ L B EBE SN 23X COERE)

AFI 77 v R
T BB 21,669 i 2iem gl | V& !
FRIEERYIME (1,000 A4) 4,015 3.982
AWM (1[0 B #ERELARE) 50 {31l 275 45l 82.0 [75.6,86.9]
COVID-19 e | 1 [8l B RN 2 [0] H $EfERT £ C 39 fi 82 15 52.4 [29.5,68.4]
(GEAEFEHABI) 2 [l HEEFED D 2 [A| HEEffif%2 6 H £ C 2 131 21 151 90.5 [61.0,98.9]
2 [7] B HftL 7 A LARE 9 {1 172 {3 94.8 [89.8,97.6]

a) Clopper-Pearson i%

0024

0020

s

0016

B

=

0012

0008

COVID-19 FJEH] D B A

0004

0.000

O~ Ak

--E-- B ER

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 [ HEEREDND O H 4K

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 LEE Sz T X TOHHRE)

BREOREB Y OUTHEIEY] CKABE LB, 77 BRREIF) 273 CEFOERYHY)

a)

Kaplan-Meier %
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R TORAZIETR 18 (kG ER LER) KUK 19 (EREELZRDRWER) OEBY Th D,

# 18 IHERIK 2 (M BEERER 7 HUAKED COVID-19 SMEICHT 2 U 7 F o DEZM: « #oE T
(ARPERHEFTRBAE N, B L) @

AHIRE 75w AR
I 0,
N  |COVID-19| #EBkgIR n N COVID-19 | BBk n VEL [ﬁg gb? et
(%) e 72 151l (1,000 A4E) (%) e 72 151l (1,000 A4E)
NS 18,198 8 2214 17,411 18,325 162 2222 17,511 95.0 [90.0,97.9]
. 245 266
16-19 7% (13) 0 0.022 a8 g 5 0.024 244 100 [-19.0,100.0]
e 10,148 10,200
20-55 7% (55.8) 5 1.212 9679 (557 109 1.215 9,711 95.4 [88.9,98.5]
e 10,393 10,466
16-55 7% (57.1) 5 1.234 9897 571 114 1.239 9,955 95.6 [89.4,98.6]
e . 7,759 7,817
i |56 WLl (42.6) 3 0.980 7500 (457 48 0.983 7,543 93.7 [80.6, 98.8]
e 66 68
16-17 7% ( 0.4) 0 0.002 52| (04 0 0.003 55 NE
e 14,107 14,180
18-64 7% (775) 7 1.703 13497 (7 143 1.708 13,563 95.1 [89.6,98.1]
. 3,979 4,035
65 LA I (21.9) 1 0.508 3848 (50 19 0511 3,880 94.7 [66.7,99.9]
9,288 9,188
=9 ’ y
b | HHE (51.0) 3 1.124 8875 (501 81 1.108 8,762 96.4 [88.9,99.3]
i 8,910 9,137
M (49.0) 5 1.090 8536 (40 81 1.114 8,749 93.7 [84.7,98.0]
15,001 15,283
EPN (82.9) 7 1.889 14504 (g 146 1.903 14,670 95.2 [89.8,98.1]
BT
77U AR 1.504 0 0.165 1,502 1,585 7 0.164 1,486 100 [31.2,100.0]
A : (88) (86)
i TAUIN
ZOfth @ 1513 1 0.160 1405| 17 9 0.155 1,355 89.3 [22.6,99.8]
(83) ' ' ( 8.0) : ' . 6, 99.
815 809
TIT A ( 45) 1 0.092 [C N 4 0.093 769|  74.6 [-156.6,99.5]
THE T 2558 1 0.351 2545 2938 35 0.346 2521 972 [83.3,99.9]
4 | (14.1) (13.8)
AS NN 1,231 1,222
i |75 oL 6.8) 1 0.119 1129 (o 8 0.117 1,121 87.7 [8.1,99.7]
TAY K 14,013 6 1.732 13350 14178 119 1.747 13,506 94.9 [88.6,98.2]
(77.0) ' ’ (77.4) ) ' ) e
) 8,388 8,396
2 Y (46.1) 4 1.025 8030 (o'q) 86 1.025 8,029 95.3 [87.7,98.8]
4 9,810 9,929
4]]} il il
o |HEL (53.9) 4 1.189 9381 (515 76 1.197 9,482 94.7 [85.9, 98.6]

N=fFH R BIEL. n=1BBMIRICE 5 L T2 615

a) HIV BHERERE (CAERHIN rTRESE R D 5 HAHIRE 68 5, "7 AR 72 4) 13THIEERT 2 2 & & S, FTiCiEE shTunien,
b) Clopper-Pearson ik

O TAVIA T AT, TIAIMEE, TOT AN, FAT AT NTAT >, TOMOKTFHFZBN, ZRE, I AFROHE 2L
d) PFFZHE (Charlson Comorbidity Index (273 4L 2HKHE) ST (BMI30 kg/m2 LA L) &Y 227 LiER
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£ 19 IRBRIK 2 EIE B 7 B LUK COVID-19 BIEICXT 2 T 7 F o OB - SR EFET
(EERH TR . G % b y) 2

AFIEE (1) 77 AR (B)
I 0
N COVID-19 | #EBRIRT N N COVID-19 | # BB n Ve [T;f; gb?m']
(%) feER] | (1,000 A4FE) (%) el | (1,000 A4E)
2tk 19,965 9 2.332 18,559] 20,172 169 2.345 18,708] 94.6 [89.6,97.6]
e 287 300
16-19 7% (1.0) 0 0.024 22| ("1’ 6 0.025 266| 100 [8.1,100.0]
N 11,251 11,391
20-55 7% (56.4) 6 1.286 10411 g’y 114 1292 10,472 947 [88.1,98.1]
e 11,538 11,691
16-55 7% (57.8) 6 1.309 10653 gp ) 120 1317 10,738 95.0 [88.7,98.2]
=S 8,379 8,434
i 8 AL (42.0) 3 1.022 7892 (1) 49 1.028 7,956) 93.8 [80.9, 98.8]
16-17 ik " 0 0.003 sg| /0 1 0.003 61| 100 [-3969.9, 100.0]
S (0.4) ' (0.4) ' o9,
. 15,549 15,735
18-64 7% 77.9) 8 1.799 14,443 0o 149 1811 14566) 94.6 [89.1,97.7]
N 4,291 4314
65 il I (315) 1 0.530 4044 0 19 0532 4,067| 94.7 [66.8,99.9]
10,197 10,093
pe | BHE (51.1) 4 1.183 9457 500) 85 1170 9,342] 953 [87.6,98.8]
I 97,68 10,079
2q i (48.9) 5 1.149 9102 g0 84 1176 9,366] 93.9 [85.2,98.1]
16,362 16,597
EPN (820) 7 1975 15204 gy oy 153 1.990 15473 95.4 [90.3,98.2]
BAXIT
Foyngr| 191 0 0.187 1,758 1926 7 0.188 1,758] 100 [30.4, 100.0]
N (9.6) (95)
T AU BN
Z0ft © 1,687 2 0.170 1507 1849 9 0.167 1477) 782 [-5.4,97.7]
(8.4) ) ' (8.2) ' ' e
. 880 882
N ~ o
TIT % (4.0) 1 0.095 96| (4 4 0.097 808| 74.4 [-158.7,99.5]
FAE LT (Zlg{f’) 1 0.366 2,664 (21;140) 36 0.367 2,684 97.2 [835,99.9]
ol 1,429 1,424
W |75 o0 42) 2 0.134 1274) (57 8 0.132 1,257| 75.4 [-235,975]
TAUD 15,259 6 1.816 14,141) 12443 124 1.830 14,287| 95.1 [89.1,98.2]
(76.4) : ' (76.6) : : . 1,98,
Y 366 368
o (18) 0 0.015 32| (1) 1 0.015 363| 100 [-3818.9, 100.0]
s 9,210 9,242
- : :
o |HEL (46.1) 4 1.083 8584 (45 o) 87 1.084 8,609|  95.4[87.8,98.8]

N=fEHT 62615, n=1BBRICH 5 LT 2615

a) HIV BVERERE  CERMMEREM rTRESERA D 5 HAKIEE 68 1), 7 L AEE 72 1) (IRIREFT 2 2 & L &h, MITICIEE TN THR,
b) Clopper-Pearson ik

Q) TAVIALYT 4T v, TIAMMHHE, TOT AN, RAT AT NTAT v, ZOMOKFH BN, ZRE, UIAFRORE L
d) D7~ (Charlson Comorbidity Index |Z/% U2 KRE) LB (BMI30kg/m?LL k) &V 27 LiEs

NFERID [Zofth)  (VEL: 89.3%&% N VE2 : 78.2%) K ONEBID 1777 L) (VEL: 87.7%K OV VE2 :
75.4%) T, oL KLY VE MR -T2,

F 72, COVID-19 DESE(L U A 7 @ &5 2 DR 5 123k 2 e 2 a3 5 72oiz, Of
f9 5 (Charlson Comorbidity Index (27~ &4 5 4KH8) UG (BMI30kg/m2LL E) #1V X7 LEFRL,
HRONHENT LT, VA BERIO VELIX, VA7 (95.3%) KTVY X7 (94.7%) THY ., FinZ
& DY R TG EROIHT T HAERIZFERRTH > 7,

UL DA MR OFE 5. LM L0 & VE MEWEMA IR0 Sz, KRBRICBIT 5
COVID-19 e EBI 3D 72 < | BRBNZEWR D B 572 TIE W e B 2 72,

) gl n S A L ARYE COVID-19 BEO F51 & (54100  (https://www.mhlw.go.jp/content/000712473.pdf (A& R H 2021 4
1A21RH)) Tk, TWEOY AZRTF& LT, 65 Eo @b, EIEE, SRR E, 2 BB, 2 B05Rp. @i
JE. JER (BMI30 kg/m?LL 1) | B R OB lgas AR O G KRR Hit T,
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70k, [EIN C4591005 7Bk Tlid, COVID-19 F&IE T BAZh FAZ DOV TUERHIT S AU TUW 720 A3, FRBRIE
® COVID-19 OREECEZWNIE T A IHRITHEEFLRE LTUUETDH Z & &S, BET I IHRETHED S
nNTnWw (F—=2hy hA7H2002141H5H) .

©  EFPEIZONT
WAL C4591001 FRERDEE M AH/S— b (55 T/IAFH/S— k DI ANIALAAI HITZHT 360 FlIZi%Y) OFF
il AT RE SR UM AR M OF 2 TRl A Al S0 JRUPEAR [ I 6 1 2 FRRN LT DG RIFER 20 D &Y ThH
o7z, F7o. EHPN C4591005 FRERICISVNT, EEARGIERMERENT XM SRR T & 2 3 Al 6E S R MEAE R
DOFEFRIT, 2021 4 1 H 29 AEFSCHATH TH D720, BEICHE STV 5 2Rkl S i M o F5 1 4
£ 2LIIRT, FEMOERITILTOLEEY THD,
<HEFh C4591001 7k >
® VMl Al RE S AR
HEAEZAL S AL, FRNCHE SN HIRINICIRBRIED 2 I A2 ), FATCHRE S - BN
Il S AT RIBIZIBNT 1 DLL EOF DM E 72 Sa 8 MR ERE B35 DA, 1RSI FHEE )
B DK 72D 7\ YR R
® 2[R AR A S e SRR
HEVEZ b S 4L, 1 RIDL RIRBRIED BEfE S Ay, 2 18] B Btk O Sl R MR ERS RS O LT R SE H
< [EIN C4591005 7t >
® Rl FTRE e MR
FEVEAAL S, RBREEA FRNCHE S HIRIPNIC 2[R 452 1, 2 [A] B #5H% OO S L E
FERNE DI, RIS FTE > D O TR AR BN 7o\ VRS R
® ERfAflfith MR
R LS4, 1IEDL RIS Bl S, SR RO RIERS R MG b T bR 4

£ 20 JRBREK 2 [EE A% 1 VA D SARS-CoV-2 Mg Fnyusf (50%FFibiisfl) (st C4591001 #Ek F M/ X—K)

N GMT [ifi{il] 95%Cl] GMFR [iijfil] 95%C1]
(2 [l HEERRtR L 0 H) (2 [°] B BEREf% 1 o0 A /1 8] B SRR Al)
DAEHS 167 316.1 [275.6, 362.6] 31.1 [27.2,35.5] ©
FEAM R RE ARFIEE 18 ~55 j% 80 399.4 [342.1, 466.2] 39.4 [34.0,45.6]
Gy P EAE A 56~85 j% 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]
. o e 176 320.3 [279.8, 366.6] 314 [275,35.7] ¢
fﬁgﬁﬁii ARFIEE 18 ~55 % 85 389.3 [334.1, 453.7] 38.4 [33.2,44.4]
) 56~85 7% 91 266.9 [215.3,330.8] 25.9 [21.0,31.9] ¢
7T R | &k 176 10.6 [10.0,11.3] 1.0 [1.0,1.1]
Ef A R 319 —

N=fRAT R B, UMDY LLOQ R D56, MEHTIZIZ 0.5X LLOQ DAV Bz
a) HIAHN— FOMANEE S TIE, 18 MLl B3 ®Th-7-. b) 166 ). c) 86 5. d) 175 f5l. e) 90 #il. f) PCR &Iz LV
SARS-CoV-2 (MENER SN/ A5 14 BRRLLERE U, SHER & 72 - 72 K —33 fil)> R S iz ik

F 21 JRERIE 2 B HEERER 1 0 A @ SARS-CoV-2 MiEHFFiafil (50%FFnfiffh) (EPA C4591005 #RER)

N GMT [ffl 95%Cl] GMFR [l 95%CI]
QEIBHHE% 17 A) (2 [5] H Befdith 1 0 H /1 [8] B BERERT)
AAE i 119| 489.9 [420.4,570.9] 48.1 [41.3,56.0]
AT AFHIHE 20~64 7% 97| 5235 [442.0,619.9] 51.2 [43.3,60.6]
S U R 65~85 7% 22| 365.6 [254.6,525.0] 36.6 [25.5,52.5]
T7RR N | &F W 41 10.6 [9.8,11.4] ? 1.1 [1.0,11] @

N=FFEAT 6 18, HUARMNZY LLOQ Rim %A, MRHTIZIX 0.5X LLOQ DEA W &7z
a) SafEJFMEIE H ORRIRERTRIC 2 [ B HeFE#% 1 o HRFORBEAHE T LT Do 72 1Bl & BV 72 40 51 D AT S
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P EORER, WINnoRBRTY 2 [Bl HEEM% 1 5 H O SARS-CoV-2 [fiLiE FFft iRl GMT L8 1 [A]
HEFERTICR92 2 BIHEFER 1 W HO GMFR 1, 77 B ARBEL L, AABECBEZEICRETH -
2o WTNORBRTYH, mERE (56~85 % XX 65~85 i%) DO#ERE CImEME (16~55 ik XX 20
~64 %) £V H GMT KT GMFR 23ME7 > 7275, #Est C4591001 FBRIZF5 1T 2 AR D VE 1TV T 4o
FHECHREECTH -7 (20 KOFE 21 ) |

728, MBSt C4591001 R J ONEIPN C4591005 7R CILIRBRIE 2 Bl H#EFEf% 1 7 A LV %7 — #1345
HIVTWRNA, BIOWESNE T AHRER (BNT162-01 7%, CTD5.35.1.2) TlL, 18~55 %D T 2 [A]
H#efff% 63 AIFAO T — 2 MG H TR D (2 OfE R, SARS-CoV-2 LIk FAIHLAA O AR 23R S 4.
GMT % COVID-19 [FI{EF MIF D 1.3~19FTh -7,

©® BARANZBTDIIHEIEICONT

T JFMEDFERIZ OV T, [EPN C4591005 il D SARS-CoV-2 IfiLiE HFHLIAAM > GMT & O GMFR 1%
S C4591001 Bk & [FFRELL Lo Tdh - 72 (3620 OV 21)

COVID-19 F&JE T B0 5 & Rl oo BI#IZ ST | Sk C4591001 345k D A KIRE T D COVID-19 %
SEBIE 21,669 119 9 Bl TH V) . Ya%kE A5 COVID-19 FEIE TR F & R uAM o B 2 a4 5 =
LIXREETH Y, ARREOEREEEE 2 CTHHRER TIEERITIIMLL THRY, LA LRA S,
[El PN C4591005 35k > B A AgRBRE T, Sk C4591001 7k & [F4% > SARS-CoV-2 IfiLiE Atk I 5-
BRDHOENTNDZ & HEOE, AHE, RIESHAAN SRS C4591001 #RERIZ I THENMED
IRENTZZEEEEZ D E. BARANZEB O THIEL C4591001 iR & RO AFIOHIMEIIHIFFTZ 5
EEZD,

2%, COVID-19 HJE TBi#h R & gl O BEIZ DWW CTIEA % b RET 21T 5,

BRI, TRLICEEHD &0 | KFOFLMEZ, A ORGERRER (St C4591001 FAUER) D RIS
FSEFHE L, Uz CENEERRBREE) S B ARANOREFENEZ /R T2 2 & T, BAAIBT
HAEMEEFET S 2 L L LTz, £7-. [EPN C4591005 FBR 0D s [FE 0> B A ATl G 4EF T b 5 3F
fifi AT RE S IR SR O AE 1T 2021 4F 1 A 29 ARER TRENTH CTh 503, AFIOBRLAMITEA . BEICHH
STV D i efZ IR ORE R A W CTETT 2 2 & & Lie, BT, AHE RIS E R
b, LT R Lz,
® iff} C4591001 FRER DFE e b AR TAA D COVID-19 FIE FHINRITRENTND Z &,
® [fpSl C4591001 #llk THA AL & AV 7o il O AN M ONENCAR O (FREHT SR D 5 B A7) 82.8%,
KED 77.0%) BRDHOLNDHOD, R THRET STV D% TIX AL OERO COVID-19
FIE T RICBEE R 2T LTV RINT &

® [E[N C4591005 REBRDOFE RS KK D SARS-CoV-2 MLikHFFLAMIL, AFIBHERT &L O
TR LT ER LTSI &, £/, WSk C4591001 FRER DR F & D LT OW T,
RERELTH Y, EHOERLERD Z L0, MEROMRICIBENLETHLHLOD, [H
P C4591005 78R D il o622 LM C o0 I i th AN H LAt 1 3, vigEoh C4591001 #kik oD #Afh ] HE AL
PEIF M KON 2 [ A A s U O W L el LT b RIRELL EoETH 5 = L,

UbzEF22E, BAANIBOTOARAOEIERIIRTEX 525,
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7272 L. Vgt C4591001 ARBRAATICI VT, AAIDORHOAZNMEIZ BT HIFHRITHEFA TH O T
BHT, WS C4591001 7R K ONEN C4591005 #kRIL, UGB bkt PETH VD . 24 b OHERE
WCOWTCIHBIRYIME TE Tl BRI et &t B 25, F7o, WERIERIZE LR
[ZOWTIE, EH, ERRGEICERBET20ENH D LB R D,

7235, COVID-19 FJE T Phh R & hFnPriffifi O BEIZ SV T, A% ET7- 2 AR SE b= HE12IE,
BMPZRRFOLEN S E O T, WUICHIET 2 0ERH L EEZ D,

7.R.2.3 COVID-19 O EE{LMFIZIRITONT

AHID COVID-19 O EIE/LAMFII ROV T, HFEFIZLLTO X 2 IZHH L T 5,

AFID COVID-19 O FBEIEALINHIZhE 2 519~ 5 72D, #EH+ C4591001 #REROEE M /MAH/S— kT, 2 [H]
HEfE% 7 A LD COVID-19 fEEFID 5 B FIEFI ORI A MG LT, BEIEGIX, FDA TA %
A (Development and Licensure of Vaccines to Prevent COVID-19: Guidance for Industry3®’ ) o JE#EIZHEV,
LUFO—2LL EORERRBO LD Z & EHE L,

® HU L MEIRBA R T DL ERIFOREIRANEE (FEEL 30 [BI/43 LA b, Ofadk 125 [/ 0L

Sp0293%LL T 3 ik PaO,/ FiO, 300 mmHg i)
® RS (Wi EEERIRE, RIS, BRI SOOI ARSI T (ECMO) 12 K VA%
DIWEE)

® = v 7 (IUHEHIM/E 90 mmHg A, JEEHAME 60 mmHg A, XIIAJEAI OB G732 58)
® TUMERFBRRERREE . NTHERE M E S TR R PR RERE

® EHIHEE~DANE

® T

ARG FTRER R 0 5 &, JRERHE 2 [BIH$2FE 7 A H LARTIZ SARS-CoV-2 JEHLE Y 72 W R 12 B0
T, COVID-19 OEFEFIL, AAIRE L HI, 77 BAREE 3 HIIFED Hiv, VEL [95%EHIX[H] X 66.4 [-
124.8,96.3] % T -7, HD VEL 73 30%% LA D HEEMERIT 7429% Th V. FANIHUE L 7oy A
(98.6%) # i S7ehoT-, 1RERIE 2 [A B AR 7 B H LAATIC SARS-CoV-2 JEYEIFE O A M % [ b 72 it
BRE CHRERIIFERRCTH -7 (VE2 [95%(5 FHIX[H] : 66.3 [-125.5,96.3] %) . 72¥5. VRBR¥EA 1 [BIL
FHFE I NI T R TOWERE ITI1T 2 I1REREE 1 [l B HELIRE O COVID-19 D EIERFNIL, AHKIRE 11, 7
FEREEIHTHY . VE [l 95%CI] 1% 88.9 [20.1,99.7] % ThH 7=,

LUE DR D B ITAAID COVID-19 D ESE(LHI N RITHERE TE TWRW2S, Z4iE COVID-19 DT
JEGIN D70 inoT-Z EITERT S LB 2 bz,

MR, iR OB E T/KA L, 5%, KA SARS-CoV-2 U 7 F 7 COVID-19 @ EIEL i 2h 5
BT AN E LN RAICIT. LEICS D TR0 BER 2 BETT 5%, WUlIckinT 5
VERHDHEEZ D,

%) https:/iwww.fda.gov/regulatory-information/search-fda-guidance-documents/development-and-licensure-vaccines-prevent-covid-19 (5 (& 7R H
202141 A 21 H)
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7.R24 EERRICHTI2HEDMEICONT

R IT, ERBHT 2HEECHONT, UTFo Lk HIcEx 5D,

2020 4E 12 HLAKE, HEECM T 7 U 2%, RS H TR R B BRSNS S, AEEDAETY
WENTWD, ZNHIE, RHGEICE L CIH S - BRARRBR GRS 31T 2 ThE & 135872 D 4%
ThH BR2BM), 216 DERKITKIT 2 AKFNOF IR RR TIIMFF S T RN EE X D,
R TOMGHE 3R2 ICFHDO LBV TH Y, 4% LA RKORBELRIL KL OFATIRBLUS TR L.
R COMF S E O, ABIOFEECON TG S S EHINE L, wm, RIS Ui & gt
TLHUEND D,

7R3 ZAEMIZONT

RS ABIDOLRAPEIZHONT, LLFO L 512 L7,

T SN BN BT D AR K DL VERHIL, st C4591001 FBR DO I/IIFH/N— R Tl 2 [5] H #fd
% A~3 WHZFLET D7 —4% (BIEEWIR 2 [0 B BefE% 4 WL 1 12 ARG OERE OFIA1X 77.7%
(33,752/43,448 i) ) K ONEPN C4591005 ABRTIL 2 MIAHEMH% 1 W H DT —Z ThH Y | B TAHA
BRGREMO R w2 T — 21350 TN Z EICRBENLETH D, TOLET, BIENhT-
GEHCE D E LT OMGT 21T o 7o i F. BURE R TAFI OGO I HIT 2T 2 ERRIBRITRD 6T
YN

LUTF DIEF I O W TIIRGE R I INE 21T . AFIOFE BRI OV TIE, fkfe T O REARRBRME
NOERE G, BONITHERIVE L, 55728008 U CEINO B M 0 St o B85 2 Mt
T 5%, WUNHIST2MERH L EER D,

® KA DR DL

® COVID-19 OHEJE(LY A7 & 70 5 FREB R O 5 a A D s oz etk

® KHIDOEBIEIRY X7

UL Ok OB Iz SV TR P s T %,

7R31 ‘E&HETeTrAIZONT

HESE L, BRRBRICBIT 2L EMIcHoNT, LT X ICHHL TV,
O AHEFERIZONT

HESL C4591001 FRER DO /AR — b TIE, HANTHAANL AT 8,214 ] (ARKIEE 4,108 B, 7T &
AHE 4,106 B) ([ZOWT, FRNCHE LI RATAROS GRS, R EKOER) KORE S (38
BTy, PR, SR WEM-. R SRR K OBEETR) A, TRBRSEA IR 7 B, #BRE ARSI
FOEAMIDEL, 2O ZRINFEEFGE UTHRIT L, ERIIR20EB0 THY | KAIREDOZ
< OWERA T 1B XUT 2[5 B EfE% 7 B OWTNIC, RFTEOGR VS RORRO bt (£
N 84T% LN T77.4%) | HHEGITIWINL T 7 BRI bEN- T2, KEERORHEIA ., EH LD
THRIIAFIREL 77 A CRIRRE CTh o120, TNLIMNIAFIBETT 78 ALY bE, F2, K
FIFETIZIZ & A EDFEGD 10%LL FIZFEO Hivlz, Grade 3 LLEAY 1%L RIZFRO BV FGIL, 57
UE . AR, SR HESRENETR Ch oo, FEEL (38°CLLE) X Grade /3 FEHS U TINRWAY, Kﬁﬁ
DARIRR DO FEBLEI 513 38.0~38.4Cl1% 9.2% (378 fil) . 38.5~38.9CI% 4.1% (167 ) . 39.0~40.0Ci%
0.9% (35%1) . 40.00CHIX0.0% (2%]) TH-o7,
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£ 22 WBRE LEAXL 2 EREES 7 AMICRIT 5 RURREFES

(RGIREAENT B AR, #E51 C4591001 RBREIVINFE S— 1)

B Grade 3 UL |-
s, ARFIEE PAZA N AHIRE 75w RRE
(N=4,108) (N=4,106) (N=4,108) (N=4,106)
n (%) n (%) n (%) n (%)
SRS 2R 3,481 (84.7) 748 (18.2) — —
S 3,455 (84.1) 700 (17.0) 59 (1.4) 2 (00
FEIR 389 ( 9.5) 64 ( 1.6) 27 (0.7) 6 (0.1
HERE 430 (10.5) 42 ( 1.0) 17 ( 0.4) 4 (0.1)
£ 0y ESUN 3,181 (77.4) 2,255 (54.9) — —
FEE D 582 (14.2) 38 ( 0.9) —=2 —a
%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 (01
g 84 ( 2.0) 62 (1.5 5 (0.1 1 (0.0)
T 644 (15.7) 576 (14.0) 12 (0.3) 7 (0.2
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=fgHT % S5, n=FBLH1%Kk
a) 38°CLLE, Grade SN TV

JFTEOGIEZ < IRBREHRE Y A ~3 H BIZRO HAL. —#0K 1  A RiFske L 7 EFOEs)m A B %
Blb DN, 1FEAEN1~2 RRITIHR LT, BFFUSITZE < PNEBREEETE 2~3 A BIZBD 6,
K 1 0 H EErse L T2 SEGIRCRRIR R ORER & 575, 13L& A EN 1 BRIZIHA LT,

E. IRBREEERRITAE O IR OTRRRIS X9 2 MBBDR A OB HITFFAR SN TR Y (THIRGIIFFES

) | FREESR A A 1 [BILL AR U 7o g I ARHIEE 46.5% (1,909 1) . T BAREE 19.7% (810
) ThHotm,
TRBRR e iRt 1 o A £ COREFES (BOUNEMMENT S SE M BT IR A e % 7 H o

BB HEE CIUE SN T ROSIREMEERER ) ORBIEIG 1T, AHIHE 26.7% (5,770/21,621 1)) . 77 k&R

B 12.2% (2,638/21,631 ) T o7z, AFIFED 1%L, BB DT HEERIT, HGERAETR ., FEA,

P, HEFE TR, M. B, O, BETEEKOTHITH Y | ERUIMNISOS RS L L TEUE

L7ZFGTHY, ZhODOFRROL % 7 AMICRO b, AAIE OREREGRS Y LMl s
(722, R15H) .

MedDRA Z3B IR/ HE RS | IS I B EFR izlxﬁlﬁi‘w% (1,277/21,621 %5) . 7 F

Y AREE 2.3% (501/21,631 f1)  (LAF. [FE) (2RO BN, FHHRBIOREE S, B8R (5.0%. 1.6%) .
FEIMED F U (0.3%. 0.2%) . 5 (0.1%. 0.1%) . FEAR (0.1%. 00%) REAR (0.1%., 0.0%) %&
Tho7=3% , FT 0« NU—JEEREN OCRMEBIEMEME R IIZRO e o t=, k. HEEFEIC

WX 7.R3I I T 5,

0 ZOMICHEBEIS 01%RMOAEERE LC, AARECITAEMR 9 Fl, BIR, WRAR, Kbk O%&H] “AIOIRIES 8 i,

HRPERAG M ORI 7 B, WA e 1, IRFEERRA, < GEET i, ?EEV‘EE&U*H%@&&%MF RRFEHHRR, SRR, Rl HEO
SRR Je OB AN R e 1R 3 P03 8 D bz,
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U U NEENL, AHFIRE 0.3% (70/21,621 #1)
KIEE SO B, 77 B AREE 4 B TIRERIE & OREEIRH 0 LW S iz, U 2 EEIX KER 53 D JER] T g X

WTEEE ISR LTz, £ <

7w AREE0.0% (7/21,631 5]) |

TIRBRIERERR L 2~4 A LAINIZHEBL L7273,

\—Dﬁh&)%n

ZDHHBAR

AHFNEE 12 Bl e N T T BAREE 3BT

BeREf% 8 A LA (R 98 A H) i@ bnd, I | 7Bt 30 HLINICRR iz,

AFIFELBNIEESTH Y RRERIIHY & Sh, iR

#£11 A 14 H)
R CECHEME 21T 9,

[EIPN C4591005

NEH 91.6% K% UF 78.2%) 735k

HIEIX

F77.

BB DI TE G

(10 %51

BT, BEOE
DHEPH 2 U L

IRol-HERKEE Z T,

o FBURWMN S U L REEIZ W TR, AHN

PR CIIRBREA BRI 7 AW OISR RIT
. ARIBEOZ < O T 1B XX 2 [5] H#F6E% 7 A Fﬁ@b\ﬂ“ﬁ’bz‘»
2o v, FEHEIG

T7 7RI bErol (F23) . 4%

LR IIAREIRE L 7T B ARRETRIFREE CTh » 7278,
ARFETIHIE E A EDOFERD 10%LL EIZFE® b7z, Grade 3 LLEDOFESR T, 57, FEFHBAIE
Jr. BEJR. TSR N ONBEEVRICERD Bz, FEL (37.5°CLLE) X Grade 4
1% 37.5~37.9CI% 17.6% (21 f3i))
39.0~40.0°Ci% 0.8% (1 #1))

ox =V ANGAVAAVIAN
. 38.0~38.4°Ci% 9.2% (11 f31))
. 40.0CHIX 0l TH o7z, [EN C4591005 R D FEEL DI ELE
A (36.1%) %, #ESh C4591001 RBROES T/ S— b (14.2%) X0 & @b - 7278,
F#% 37.5°CLL L& L. ¥4+ C4591001
37.5C~37.9COHEANL INEI NI Z LD,

WIREE CH-7- (F—H v 47 H 2020
ZEDRB UG EEESR E WL, I’

LT SR 2 f] TR S
« RFTEOG R O R RS (%

HLOFEHL

TNLSMNIARRETT T RELD bE<,

AAFEDOE

. 38.5~38.9CI% 8.4%

[E PN C4591005 &,
SER CUNLE L7382 (38°CLLE) XV &RV VAR

[EIPY C4591005 7R THILEIE 23 <

#£23 BBREIEBXI2EE#ER 7 AMICBT 2 RGRESES (MM RER, EPY C4591005 #ER)

EXIS Grade 3 L I
s, ARHIEE 75w RRE AF 75w REE
(N=119) (N=41) (N=119) (N=41)
n (%) n (%) n (%) n (%)
JRPT G ESUUN 109 (91.6) (2.4) — —
LA TR 109 (91.6) 1 (24) 4 (3.4 0
FEIR 23 (19.3) 0 0 0
JEAR 19 (16.0) 0 0 0
A5 EES 93 (78.2) 9 (22.0) — —
FEEL 43 (36.1) 0 —a —a
%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
A 1 (08 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 (4.9 2 (17) 0

N=fEdTxF Z 5, n=3& 615k
a) 37.5CLLE, Grade FEH LTV

JIFTEOGR T2 < WNIRBRERPERE Y H ~3 H HIZRRO B, 1T E A ERREND 1~35 HEIC
BH ST D3R 2~4 H HICHD B, 1T AEREENDS 1 HERICHE LT,
ek, fREGERA A 1 RLLEE U7 9BReE 1 IAKIRE 37.8% (4501)) . T B AREE49% (26 TH

277,

MR LT,
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1R R RS 1 0 A £ CORFFLORIEG (RBREA IR 7 B O A5 CTIE S
NI SOREMEES A2 R<) 1%, AFIRE10.1% (12/119 1) . 77w HREE7.3% (34141) ThHY . AFIEE
T2HILL RIZBD N EFGIL LHIAER Q6] LUBE 241 Tholz, i, MREREEFICY
SN2 AEFGUITR QF) OARTHY, VI EHEITRD bRehroT,

© HEAE[E] ) o Ol DA EHFRIZOWNWT
FOSJEEFGUZOWT, B[RRI R OB OfE R 2 % 24 (WS C4591001 36k &5 I/IMAH X— )
KO 25 ([EN C4591005 iER) (2”7,

£ 24 RBREAEERERL 7 ARICBT 2 SREES (RISFMEAITRER. #E4 C4591001 Bk % O/MAH/X— K)

A 7T AR
I 16~55 7% 56~85 Ji% I 16~55 7% 56~85 &%
T4k | BEREE] | 1[51H N=4,093 | 1[E1H N=2,291 | 1[51H N=1,802 | 1[=5]1H N=4,090 | 1[=]H N=2,298 | 1[a]H N=1,792
2[EH N=3,758 | 2[5 H N=2,098 | 2 [2]H N=1,660 | 2 [2]H N=3,749 | 2 [a]H N=2,103 | 2 [a] H N=1,646
n (%) n (%) n (%) n (%) n (%) n (%)

VE & up | 1MEIA 3,186 (77.8) 1,904 (83.1) 1,282 (71.1) 488 (11.9) 322 (14.0) 166 ( 9.3)
. NER | 2= A 2,730 (72.6) 1,632 (77.8) 1,068 (66.1) 372 (9.9 245 (11.7) 127 (7.7)
I P 1[mH 189 ( 4.6) 104 ( 45) 85 ( 4.7) 45 (11 26 (11 19 (1D
3 2[HH 243 ( 6.5) 123 ( 5.9) 120 ( 7.2) 26 (0.7) 14 (07) 12 (0.7)
By - 1= H 250 ( 6.1) 132 ( 5.8) 118 ( 6.5) 32 (08 11 ( 0.5) 21 (1.2
2[5 H 256 ( 6.8) 132 ( 6.3) 124 ( 7.5) 16 ( 0.4) 5 (02 11 (0.7)
. 1[EH 111 ( 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 ( 0.4) 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[HH 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 | g 1[EH 434 (10.6) 321 (14.0) 113 ( 6.3) 203 ( 5.0) 146 ( 6.4) 57 (132
o PRGNS 1,114 (29.6) 737 (35.1) 377 (22.7) 125 ( 3.3) 79 (38) 46 ( 2.8)
5 ok 1= H 37 (09 28 (1.2) 9 (05) 37 (09 28 (1.2) 9 (05)
. ) 2[HH 51 ( 1.4) 40 (1.9 11 (07) 30 (08 25 (1,2) 5 (03)
- 1= H 402 ( 9.8) 255 (11.1) 147 ( 8.2) 388 ( 9.5) 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)
- 1[EH 738 (18.0) 487 (21.3) 251 (13.9) 398 (9.7) 249 (10.8) 149 ( 8.3)
2[5 H 1,260 (33.5) 783 (37.3) 477 (28.7) 260 ( 6.9) 173 ( 8.2) 87 (53)
1= H 406 ( 9.9) 251 (11.0) 155 ( 8.6) 247 ( 6.0) 138 ( 6.0) 109 ( 6.1)

ESIEip
2[HH 772 (20.5) 459 (21.9) 313 (18.9) 170 ( 4.5) 109 ( 5.2) 61 (37)

N=FRAT* B8, n= B
a) 380CLAE
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R 25 FBREEAEEER 7 HMICRT RICRMTESR (REtMiTtSEH, EA C4591005 #Ek)
AFEE A AN
N 20~64 7% 65~85 ik I 20~64 7% 65~85 &%
FTH4 | HER | 1[EIH N=119 1[EH N=97 1[EH N=22 1[HH N=41 1[HH N=33 1[HH N=8
2 [ A N=116 2 [@ B N=94 2 [ A N=22 2 [@ B N=41 2 [@H N=33 2 [ A N=8
n (%) n (%) n (%) n (%) n (%) n (%)
V& e | LA 103 (86.6) 85 (87.6) 18 (81.8) 1 (24 1 (3.0 0
. NESE | 21a1H 92 (79.3) 76 (80.9) 16 (72.7) 0 0 0
i . 1[EH 16 (13.4) 14 (14.4) 2 (91 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[R 10 ( 8.6) 8 (85) 2 (91 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 (98) 4 (12.1) 0
2[HH 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 | e 1[EH 30 (25.2) 30 (30.9) 0 2 (49 2 (61) 0
o 2\ H 53 (45.7) 50 (53.2) 3 (13.6) 1 (24 1 (30 0
5 - 1[E A 0 0 0 0 0 0
. ’ 2\ H 1 (09 1 (1D 0 0 0 0
‘ 1[EH 6 ( 5.0) 6 (6.2 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[HH 29 (25.0) 29 (30.9) 0 0 0 0

N=fFAT e Gl 8, n=28 S5

a) 37.5CLL

WSk C4591001 FABRES
Mg - K O IO 38 BLEI A
2 0] B BEf i CRIBLEIA DN E
H 1%ARTH T > 7278,

J& &0 bRAREAE < mERE CHEEICHEATS S mOER
2OV, AAIBEOREIFIGIL 1 MIHEME LY b 2 M HEME TR <, SiFn
J& &0 bIEEERE CEmrole, £0 55 38.9CHIE 1A H A 0.2% (8 ] : FEE4FinfE 6 4.
rfEHRE 5 B1) |

L (38.0CLL L)

fnfE 2 1) |

TR - A nE M OF 2 [A] H 3R AR - JE A in A 1 61)
FrpciE (haRfiE) 131 R THY | BRERB] R OFERE TR TH > 72,

(T4 R R TRARE Td o 7273,

2 [m] H A% TR 7
T 1%L EIZRRD bz,
FEERITTIR, BFRORBEIEG KD Grade 3 DL EOFROFEHEIE T

2 [0 H B 0.8% (32 1] : FEmdEanE 27 .
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Mol-, F7-. Grade 3 UL EOFELDOFBEL

7 7 A P—pRatt

/MR S— MZOWT, #ERRITIE, RSO FELEL., RHRIED O H
FNLAOEERNE L B H RS LD b
&, 1 el R T
(3.8%) . B (2.0%) . MR (1.7%) M OVESE (1.6%)

T & A & BT R RS
IO N2 oT,

_RFBIRGEIT AR D s T

W

R4
40.0°CHEIX 2 5] (1 1m1 B 2
WCRO LI, FEEE (PRfE) (2R 2 HH.,



Flo, RBUERMKERER 1 WA ECOREER (RONRMEMT I RERCI T D IRBRIEA R 7
H ] OBERE H 58 CIE SN ORRMEFRERS) 20T, 1ZE A ERRISFEMESEL S L THEL
RS T EH UGS TH Y | E@E%&U@ﬁ%@%ﬁﬁﬁ;wa%ﬁﬁﬁ$$%®ﬁﬁkﬂﬁ
DM T o7, 7236, 16~17 mOPIRHE COREFEFRRBEENIGIL, AHIHE 11.6% (16/138 f51) |
TAREE 4.8% (7/145 f5]) TH Y, AFIFETRD N FRIT, ﬁﬁ@%%%&bfﬁmtt%%#ik
AETHoT,

[ElPN C4591005 & BR D FEfE[E] B K OME#R R OFE RAZ OV Tk, S C4591001 FABRES /AR S— | &
FIEEDEHN T - 7=,

@ HEERAFFZLIZONT

W4k C4591001 FRBRDHE [ #H/X— K~ (F—& > bAT7H 202048 H 24 H) 12, AR OEERA
FEHGUIRD e h o 7o, 7B, ARKI 30 ug BEO 2 [\ B BAR% OB INOBLE M IR R R RS (X
PN se & LT 1o Sy, 1EBRER & oK REBIRITEE Sz,

WSt C4591001 SBRDEE I /MAH/N— ~ (F—# B> bA7H 2020 4 11 A 14 H) 2, EERAHFE
BUIAKIRE 126/21,621 5] (0.6%) . 77 wAREE 111/21,631 il (0.5%) (258 HiL, TRBRIE & OBE NS
ESNIeho T2 H80x, AFIRE 46 (U o REE, V7 F U R EEEFRE, LEMEAEIR, Y EE &
OPRRAR DBEREEE 22 £ 5 [l FAXDOERE (MedDRA T — REEN TWRWESR) & 14)) ThHY ., fizl
XY R ILREIE, DEEAEIRIZEE CTHY | TRUNOFGUIRIRTH o7, FECHIE. AA
B2 6 (BIURREALIE L VM L4 1)) . 77 B ARBE4 61 URIRAEA 2 61, Hf k26 i % OV A 28 4%
160 1Z@BH B, WTILHIRERIE & ORRRARIIE E ST,

Flo, 7%y bA T HEE 2020 412 A 29 H £ TIZ, FECHNL 10 il (B8 F CllRiki+ Ch
O BERERERET O TE R 2 B, OMEIR, D o ML ARA, mif e OERE, BINREE(LIE, ffid, COVID-
19, COVID-19 fifize, MHFEREEEIR T, BUMIENES 3 v 7 | KEMRARZL, BEIRIAS L6 (EEET) ) 158
DOV, BEELAERGIINFICRED DN, T XTRERZE & OREBERITIEE SN,

[ElN C4591005 R CIIE L R O HE LA EFLITRD LR o7 (F—F v NAT7H 20214 1
H5H) .

ULE, EWNAAOERRRBRORE RIZIBN T, #E 0% AUSFEMEFER GRS biv, IEmAFHE T
FEE LY LELRBOONDMEBE TH 7, 1FL A EOFLIIRE ITEETHY | BEREEL LM
THERLTWD Z L, HEERVEELRAEFEFZORIEIGITUN . 1T & A L TRAME L ORIRBMRITA
ESNTWNDZ LD, 16 L EOBHEFEE ICB W TAAIOL &M T v 7 7 A VICEKRBRESITER
LDNTELT, AFMTIIER SN LB 2D,
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BRI T L 91cE 25,

Tt S A2 E A O BERGBR AT (IS W T AFIBEFRR R RO+ et 7T — 2 133 6 Tnzn
LTI ENPLETH D, 20 LT, BREROFRIZIEWT, #RE DL ATRINRMEFEL & LTI
L INTZ RIS Y FRICRRD HALTW b DD, 1T & A ENREITFEETHY . [BIEMERN
BOLNTWDZ & ERNNOLEET T 7 7 A VICKRE RERITGRD TRV & %@@@ﬁ
FEHLOIEBURDLCAERNB O FEBURIEED ST 2 & ARFIOAGE O AI IR T 2 BRI RITE
DONTNWRNEE XD, 72720, < OHBRFICRD b S RIGIE B AR B % RIE 3 A6
PE3 D V) | Grade 3 DAL KK N 375CLL EOFE L —EDEIG THRO LN TNWD Z &, IWNZ 1[EIH
PeRitt L0 b 2 RIA R CREFIGVNEOWFRBBO LN TND Z &ix, RFIOgHEREEICL > TE
BREMTH D, ZNDHDFERICOWVTITRBRFHORHE IS 5 O T, EREEE ORERER FIZ
xt L CHETNCERIZIET 2 MR H 5,

Fo. AAMERER R OLZEMEERIZOWTIE, BOERFTERICT SRS ERNET 2LERDH D,
¥, EROFERRRFEDERICEB T 2Z BT OV, DIBOIHICFHET D,

7R32 YavZ, 7Fr747F—Z20T

AANOWFHNC Ol FHFF A # T RGEIGE RIS, EE/RBUEREAHRE SN TWD Z b (T.R3T
ZM) BRI AHMEERLR OBBUESUS DOFEBLRDUS SOV THFEE ICHHZ RO, HFEEIIUTO X
IR Lz,

WS C4591001 FABR O M/IAH S— bk TlX, MedDRA 2B BIK/DHE [ REE | (ohfsh b F5
VEAHIRE 0.1% (26/21,621 %) . 77 REE0.1% (22/21,631 ) (2388 S, @5%$ﬂﬁ6%(‘
-7 L) . 7R LE () <o s O RRBRS A E
SN0l RFIFETRD b REREFIC GBI FRIIN TN O RE S IHEETHY | 1[H]
H XX 2 [RHO#RY A IR A BB Lz, £7-. MedDRASMQ (JkF§) TIE @@&ULMﬁ_M
M HFEREMB LT A, AAIBETENTI0.1% (25/21,621 1) K1Y 0.7% (144/21,621 ) . 7
TARBETENEI 0.1% (23/21,631 1) & TN0.6% (120/21,631 f5) T - 7=, AFIBEFEE (30 /0 LIAN)
DEIRFLT LV —ONTRD b7,

HEGIL, AFEE26] (TF 7 4 7% —RIEKROSEYRBUES L6) . 77 8REELH (TF7 4
TX¥v—vavr) KRDHLN, WThbLIRRE L ORERRITEES N TND ¥,

WEst C4591001 FRER O I/MIFH/ N— R Tl FEHEERT LT — DB & 5 #ir#E 03 A54#F 5,839
B, 77 RREES834 Bl (DB, TFH7 47X —DFEEND DWERE IIAAKIRE 15 #l, 77 wREE 22
Bil) MMAANDNTZ, T D ORERE TIRBRIE L OO H 2 7 LV X —BE O FR 1T, AFIEE 1 5] 3
(. O - 7 AR L0 () (GRS, T
NHHPEETHY, HIFIEXEE TH -7,

[EIN C4591005 HER CTIXT LAV F—BEDOFGUIRD e o7z (FT—F v hA 7 H 202141 A
5H) .

¥ KEBEOTF T 4 T X —UGE, 2B EEE% 8 B A, ISR SN BICHEB L2, AFIEEORYMECEIL 2 [ A% 9 AR
FE L, FLAEWENRRE SNTWD, TT7BRHEOTF7 4 7% —a vy 7%, 2RIEHAER 18 H B, IR ENI-ZIHBLL
7

* I ) UL D g

© O 0> Vi A A % W
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WM I D48 P Al 1% AT RLER e DL EVERE IOV CiE, 7.R3T7IZEHH T 5,
R B N O 3 10 B R Al % U BLE IR e OB BB Ty a v 7 2807 7 4 7%
—NEOLNTND I END, vavl, TF7 4 T7F—IZO0TIE, I CETHEEMEZITH,

ML, LT L 51052 5,

BRI B OV 4515 % R AT B IRTE A D A I BT Y a v 7. TF 74 5%
S SEOREBMRIR AR L. TSIV TR B CHERE 1T 5 L OBEEORAL T& LT,
7o, HRRRTICIL. SRR OREEIES 2 TR L. HERR — EREI RS OBE TS T LA E
U< BMATRID DI SO LI ALE 21T 5 LER B 5 52T b BT 2 BB RS 5.

7.R33 BHmEARE (~IVRRE) 2oV T

5t C4591001 FRER D5 IL/ITAH N — b TEARBE N AFIRE 4 B G TWND Z &IZD0N T, HEE
FIXLLTFTO L ST LTS,

WEst C4591001 #5R OO 2 IL/IIAH S — ks OAFIRE 4 H] TFEWO HAVIZBHEFREIZ DUV T, 2 BIANTRERIK &
OREDH Y LTS, WTRLHBEIFEETH Y . BIRITEESUIE L TH o 72,

[E]N C4591005 B IZ I\ CEMBRELIIRD bivienofe (F—2 Uy b4 7H 20201 A5 H) .
Fro. AT O A ST RENRGER O B F8 e (eI 2020 45 12 H 1 A ~[F4E 12 A
31 H) IZHRWCHEHRMET 21 fls Sshz (TR3TEM) |

PR BRI O FIERIL, WS DMRA T 2 KE OB TREBGERT — X X—ATiX, 10 TAFEYY 77
ANTHY | AROERKABR CORBRESITETFE NSO, THIOFHANTH 72, —F ., B
WMEIC LIERIERIL 10 T AFEH 720 156~30 A TH Y  (NEIM. 2004; 351: 1323-31, Vaccine. 2017; 35:
1972-83. J Neurol. 2020; 267: 1896-905 %5) . AF| iR B T D FEH IR T SCHR IR S DOFIER I IS =
TRENDFKE D G 43 FEd o7z, BUEES CIIAA & EHmRE & ORERERIIAHTH Y, 51 &
EREEAT 9 05, BHEBREICOW TR SCE THEERE 21T 9,

BRI, BRIARRRER M OV T 38 1T 2 8 TR 1% S BLE AR 58 4% D22 PRI I 31T 2 B R D FE BL
WU ZWHER L, TSSOV TE CETEEBRE 21T 9 L ORFEE OMAEZ TR LT,
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7R34 EBEBREZATIACBITHEEMITONT

1%, SARS-CoV-2 U7 %y%@mx\%@mﬁ mmWEEZ BN D COVID-19 DEJE(L Y A 7 DmEnik
HERB A A T HHEBERE TOARKIOREMIZONT, BEEFICHIZRD, BHEFIELLTO X 512
L7,

14t C4591001 FRER O W/MAR/S— R OFERD G | IRBRSINRHZ LGSR L (Charlson Comorbidity Index
IR ENDHER) 24T H98RE N COVID-19 D EJEL Y A7 & S5 (BMI 30 kg/m? uL) %)

WEERE T DN T, MR & 20 L=, fRATICE N D LR B2 o s (8,978 #) 12X, 181E
i eh 3,443 5], BEIRIE « 1B MESPHEZ L 3,368 7], 1B GHES © 237 ], HEMEZEHA 1,561 {ﬁJ bxé.‘i

., #Fl oo A L A EYLE COVID-19 2D F51 & (5 4.1 50 *Y T COVID-19 D EJE(L Y A 7 73
W E SN EMERENGSEN TV, £7-. AIDSHIV § 197 G En T\, T HDOEMTOK
ISEMEER TR 26 D LB Thol,

# 26 ILBREEER 7 HHICB T 5 RISHEEES
(RISEHERT R RER O 5 BERB LA T 5 XITER ORBRE . 5 C4591001 FREREE I1/IAH/— )

B Grade 3 L) -
FRAE AHIRE 75 R AFEE 75 R
1,986 i 1,942 i 1,986 £ 1,942 {3
SRS 1,631 (82.1) 320 (16.5) — —
ST 1,614 (81.3) 297 (15.3) 20 ( 1.0) 1 (01
R 191 ( 9.6) 32 (16) 10 ( 0.5 4 (02
JEEfE 204 (10.3) 21 ( 1.1) 6 (03 2 (01
EHNR | 2 1,486 (74.8) 1,094 (56.3) — —
FEED 230 (11.6) 25 ( 1.3) — —=
97 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)
S 523 (26.3) 133 ( 6.8) 28 (1.4) 2 (01
Mg - 44 (2.2) 31 (16) 3 (02 1 (0.1)
T 344 (17.3) 314 (16.2) 9 (05) 5 (03
o A 709 (35.7) 285 (14.7) 30 (15) 6 (03
BN 455 (22.9) 187 ( 9.6) 17 ( 0.9) 2 (01
BEx (%)
a) 38.0CLL L, Grade pFEHIN TV,

AERFRORBEIGIIAFITE 25.0% (2,172/8,697 f5il) . 77 & RHE 13.0% (1,125/8,641 f5l) TH Y | 1A
Btk L ORGS0 & S H5E, AKIRE 18.1% (1,575/8,697 f41]) . 77 & REE 5.1% (439/8,641 i)
Tholz, RAFED 1%LL EIZERD SN A EEGIL, AN, BB, I, BHE 5E. MR,
hh, B, BEYE. THTh o7,

UL LD RITBEERORE (TRILSM) LEKRTH-T,

BUE, EAESEE CHMaa 77 A AT 7 F o OBEFEIER O AL ATE AT 2 BRIV TR
I TWD 2 BIRERCTHAL 2 1 7 A L AEYYE COVID-19 2RO FH1 & (5 41 4V 126\ T
I%., COVID-19 OEJE(L Y R 7 PNEWEEMERE L O s & LT, BN, BYEPAZEMEMR R, 1B
B, 2 BUREIRIP ., e, JEE B HE, BMI 30 kg/m2 LL Lo iR, [EEIRERRAL # O faiE RS 15
5N TW5D, #EHE C4591001 iABR D H II/IAH, S— bk OFE RIS I IT 5 IR B 2451 D B O H% R
HHCIZ o b OREREZ AT HERD —HEEND OO, B THaFERIESE STV,

4D https://lwww.mhlw.go.jp/content/000712473.pdf (Fc#&HERRH 2021 4E 1 A 21 H)
2 %43 EEAERFEZSTHER - Vs F USRS THEMEAR TS (BFf 2 45 12 H 25 ABMK) &k :
https://www.mhlw.go.jp/stf/newpage_15767.html (Fc#&TEZR B 2021 41 H 21 A)
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Z D7 EERFTEHA 21X COVID-19 O ESE(L Y 2 7 NE W AR B A2 A1 5 A BT 2 AK D
BYEIZOWTIHFRIUET 2 TETH 5,

BRI, UTDXoI1cExS,

ﬁ%c&mmuﬁ&® B/ S — S OFERN G EAEREA AT 2 I OBRE 2B T 5 L4
IXEREMERETH T2 L 2R LIz, 7272 L, BB THRAAIL S A7z R B el i 22

mt%ﬁ ETHY ., %LWi% 3R A ZRIED SRR B2 AT D NICHER SN D LIBESND, £D

7o, BHERETICE T AERNETEELE X5 Lnb, BERGERICIE, Kﬁwzgiﬂmwk

%K%héC@ﬂDm®iﬁk)27#mw%%f$%ﬁ¢6%&@% BT AR DL AP ONWT,

THEHINET D L OHRFEE DT A TR LT,

7.R35 MK HEEMITONT

BRI X DL ARMEIC OV T, HEEEIZLLTO X S ICHA LT\ 5,

ARFN O R FRER Tld, AT X BRI EHEICBLUE S LT 203, HEdt C4591001 35RO 5 IT/IAR /X — kT,
23 BNTHHRSHE 4L, T D 9 B 9 FlIFATEIRZ B ICIRER 1k S iz, 2 b OB OITIROER)F I
DN TIHBRE R CHERIIG LN TE LT, 5I&kX BT 5,

WEAN T O RFF I % OISR et O BRI (e er4a9iid] 2020 45 12 A 1 H~[F4: 12 A 31 H)

(R W TR ~DF 51 28 FllCHERE S, FrERDERITR D LN T2y (TR3T M) |

B, AEIERABERBR CIIEBEOBRAITRED bR T2 Enh (55 BM) | MEEIcE LT T
B EOAMENEREE BRSO M S A5AICHERT 5 2 LIS rEEE B 2 5,

PEAEIT, HIE %@ﬁ%%T%Ltoﬁ AR CAAI AR S U7 il D IR D s P B Hr 78 12 DO 1R
MO TR DA, BINOERME O R 2 MR 55, WIS 5 BN H
HEERD,

7.R3.6 REHEMY X7IZONT

AFHRES OIRBIIRY 2 71220 T, HFEH LU TFOX S ICHAL T\,

I CTOMGTIEL, BE O MBI DARFIBERES OV A NI A VFEADKRGTIENS | AR
L BHEBIRY 27 1RV EE 2 67z (BRIEBM) |

ERARFER TIL, COVID-19 ([ZRAE LIZBEN VRN & £z, FEEMRY 27 OFHHIZ OV TIEE
HMOBIENVLELEZ GNP, BRI THE LN TV DIHERITIERIE 2 BB % 1~3 VA EToOT
—Z 3ty (BLE M 23R BREE 2 [B] B BERET% 4 L E 12 38R O #RE OFIG1E 77.7% (33,752/43,448
#) ) THHZEnD, AANC L DHEBHERY 27 23+ 5 2 LIZIR#ETH 5,

BIRESCABIOE N TOBRBIERY 27 IR TH S Z &b BERGEHRICE] R X HHRINET 5,

BRI, IR %®ﬁ%%T%LtoKﬁ@t%f®f%ﬁﬁ)27_owfi BIERFEZ 2 5] e
X UES DG 2 0 TIRFMINEE U, Bz 228 0SS - A I 1o I T e it 4 ?O;kﬁﬁ@
EEZD,
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7.R3.7 WIMZRT BT A% IIBERFE % O R EMFRICONT

HEEE L. MM I AR AL TSR FE% O R AT RIC OV T, LIFO L IZ#HBH L Tn
%, 2020 412 A 31 ARFRT, AHNZ 32 1 [E TR IGE AR 2 BT, £7-. 19 7 [E TREHHE Dk
TRFBATUAS L, A4 12 A 31 B £ TITK 26,079,300 [RIEERES> 23T S 7z EHEE S5, Eeifrste (H
ST HER) ORISR D EIA X, KE 39.3%, H[E 22.4%, EU 18.4%., 7 VT 17.9% TH -7,
AFIDE 1 [8] Summary Monthly Safety Report (2021 4= 1 A 13 HAHF) (2351 2 #sti x5 (2020 4F
12 41 B~[F4 12 A 31 H) (2, 3,615 B HIEHRE N S, 12 DFRRLZRE 70N (TF 747
Foo—, EEHBAIEAR, EENTALELR, RV, EL WEM: AL REBUE, RIRGE. TEFHALE O
B, VUG, BERRE) 2SSz, 777 4 FX I3 EERFE SN U A7 EHERALFEIR,
BEHFALER, R A EMIFFE SN A7 (BERY X7 TERY) | EHEOFHFITY A2
TRV ST S, 780 I3k L CRMIid 25 2 & & Sz, FHMlORSR, Yl g iick T 5
ABNORRXT 4 b VAT 7 7 A VTR EHETL TV,

Fe AR WA OMEE LLTIIRT,

e T

FECOHEIT 10 (5 BEZMICHER SN HET 76 Thotr, MEFLALA T, L5 M, OMfE
1B 3 F, OARA, THRIKOVLIHEES L CTh o7, FllL 41~95 % TH Y . 7 B2 65 bl EThH -
7zo 10 B 4 BIITHEMIREAFT T 57 LAVEE Y | 1HITERLRE, LAITEMERE, 5% 4
BlIHERAZE CTH o7,

& T 4TFFY—

MedDRA SMQ (B OIR) T7 5 7 4 T3 > —RSITiENS T 2 8513 824 i (9 HESLHICHEE
SNTMEIL 613 A1) THY ., MEMHEIL 12454 THY, D5 634 HERHEE Th o7z, HRIFIFE
L 3, RIEME 259 4, [BIE L7z 3 &EAESH V 31 444, [BIFE S 603 14, A8 350 1 Chb o7z, HxlF
MEFEE 3B 31 DO B, 24 GEFELRL  MELR) TV TROEBOEBEEEZET 57 LA VR
FTHY, LHIEHRAETHoT,

FE72. MedDRASMQ T7 77 4 7F v —[Ui () IZRE T 5 FRITBHICHRESHh, 7F 7+«
TXV—RIERMY, T T4 TR —BIS S, 7T 7 40 7F% v —va v 7 44 TEERENK DY =
v ZIERS L CThoTo, 4834F 1341FME. 77 4 7% v — TRBUE DR Z A L Tz,

o GENTEM B CREREE

TIENAENE B CEREER O 91 61 (O BIEFAIICHE SIS 68 F) Tho7o, WM
BixRMETHY, H>B 22T PR EE TH o7, 2 L EEE Sz B80T, mEBUE 42 {F, BT 31 14,
B O b B R PR VDR 2 fE CTh o 7o, IR, REIE 24 {4, [BIE LR ZEIED Y
2 . [EHESOIEER 3L/, A3 TH -7,

QT TEing A SN2 EIREOBRFHMIEICET 2 A RT4 21 CBT 2 BERIGEE (QRA) 122V T (ICHET Q&A : ik 22
F9 A 17 AT HEBEER) | QA3 IZHWT, AEHRAEA U L Rt @ Mags 72 milindd (Wi % frail” geriatric patients (&
)« SRR TS B DV MFHES IS B SO INE ORI H D mEEE > B LUIZNL DU A7 REWEREE) L ST,
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o HmEMRE

PR PR O 1T 20 B (D HIEFANCHEE S-S 1161 Thotz, s 21 ch o,
DB UHNEE ThH T, EWIFIE. REE 7 4, BHE L3 BIBIES D 11, [BHE TR 4 1, R
ot CchH o7z,

o MRRREL

MR FEROME L 18 il (9 BEFINCHE SNT-HMEIX 13 4l) Tho7-, HEHEIL 22 4 TH
V. 2B IBHENEE TH-o T, 2FLL LS S F80L, FAERIE 6 £F, I &5 IES 1F, TAMA.
DHMIREMEMAMERIEROF T o« SU—EERES 2 CTh o7z, BRIFIE. REUE 4 £, 218 L7
BEIEDH Y 3, [EESUTER 7 4, AP 8 TH -7z,

o AT
FEHERIC OV T, B TR S ERITRVA, HRBRED S b, BT 044 THRERRD T
REVED & D WS Mk LT,
<HRBSAE>
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 GIOFEGINRIE S, BB TRERdsRF 5 (R INEE 4 (F, [RERSIE 1 {F) 23 & Sh,
1B bR ER (FR) b#d Sz, Wh bR EIRE (7 B ~18EME]) TERFEHRL T
BY. 3HNIEETH o722, LHITITEEDERZROZ, Lo LB S AREGNE 1 B F B 24
IFHILAPNICTEBL L TR 0 | BRI AT TRIET 2 L BAON TV L Z L2l E 2D &
PRABFEIROFERUZ 22 D L ITHIBT S g o T,

o HEMERBEAEETDHILANEED T IER

HREREDY b, BREBEZET L7 LA VEBFIL 214 flE TV iz, 2 b 0% T 1,182 o
FRPRE S, FRFERITER 77 . 957 59 1, FEE, BIER LA 46 1, U 7 F U HERETAIK
Ja 35 1F, mEMED F V32 THh o7, ERIRITIET 4 1F, REIE 92 fF, FIE L7MEEIEH Y 6 -, [
TR 130 /1, A 42 ThoT0, FEC AH 4 D5 6 1 BIEEE OO & QR EEE T
B0 EIL (EFGA) ICXDIC, 1 FNLOIRFEIE, TEBYE O s OGO 2 H 3 %
BETHD DAL ONMERE EEFRL) ICXDHE, 2 0IERIEOCBIEZ AT 2 mig (84 ik
V' 91li%) ThHYRKRHDIEL TH T,

® LR ROMRILICH I SR

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

WEtm 28 BlD 5 B, 26 BICTHARF OU 7 F UBEBEAHAE S, 2055 9 Bl CHRARIER &2 £ 5 IEEE
G (U7 F BRETAENR 4 14, B K OIS 45 2 1, s P, R K OV )
DRE ST,
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AP ORI 39 BN T, 4 PITIHREEOFR MEEATUR, RAKBOE, HECE, KE, FLITIEH:,
FLIR SR, RIR, e, vEiR, FEE R R OUMEMAS 11F) 2l S

Flo. TFTFT7 4 FF—ICO0WTE, FHMICHRETT 5720, HEENA T 2L T —F =205
2021 £ 1 A 4 HE CTIZZBE LEAFNCET 2 MG ICHOWT, 742 Y X A% V7= MedDRA SMQ (/i
R OBIR) T7 7 4 X UGS T HME A MRFE LTz, ZORE, 8LAEINGEY L, 55 53 f
WEEHTH 7=, 811D H B, Brighton Collaboration DIEREFELEME (Vaccine. 2007; 25: 5675-84) 44
T LU 1 &7z L72REBNE 18 Bl L~UL 2 &7z L7 EFIE 26 f5il, L~b 3 7z L7 IEflE 7 L,
AEHLAS A 23 2B 20 61, WP b7z LTV R WERIE 16 1 TH - 72, 81 Bl D#RIFIFIEL
141, REHE 14 B, [BHE - @ROIEE L2 BRBIESH Y 4 61, R 26 Th -7, WEICT LLF
—., WBUE, 77 4 7F = EOEEER L CWOTIERNL 27 il TH - 72,

PLEDOE®RNS, ZNETIZHLNTWDIEFRNDOAFIORREX T v b« URT T 077 A )VILEI
CHIW LT, T 7 4 X — R OVAEIEEIZ OV TIE, 7.R32 KON T.RI3ICHEH DO L BV | Ik rE
THEMEEZIT ),

BEREIE, BN B DR T U RLERGER O L BB RIC O W TR Lz, £/, 7747
XU—EHBUOEERT VX —ISIZEL T, LTOREZHERL TV,

KE CIEEB A FHFF AT T CABIOBFEN B S 47 2020 4 12 A 14 BB IE4E 12 A 23 HE Tlg,
1,893,360 FllZ AN > 1 [m] B #f8A3 Fef S 4u, A EHFS 4,393 171 (0.2%) 723 Vaccine Adverse Event Reporting
System (VAERS) (Z#f5 &+7= (MMWR Morb Mortal Wkly Rep 2021; 70: 46-51) , EERT LV ¥ —[X
JIGOFBEENH D2 HET 15 FIHY . DI BT F7 4 FF% o —F 216, FETF 74 TF—T LL
X—SIL 86 Bl ThoTc, 7F7 4 T7FT—D 2L FIZHONWT, 19 BT X7V v OFEG 22T,
Fo, THNET LK — (FEY, AW, Bfilsh) OBEERHY, 2oL T78IET 7 4 7% —0
BEER STz, FETF 740 70— T VAT —IED 86 Iz OWT, 56 FlilZ 7 L L X—DREENH
ST,

BEETIE, —RERORE AT T CARFI OBERE A AR S Au7- 2020 42 12 A 8 BB [RI4E 12 H 11 HE Tz, 3
BIOFEFERT LAFX—RIENHE iz, 205 6 2 BT EY UIEA T L F— OB %A LTz,

BEMSIE, AANE 2020 4 12 A bEFRBIMA S, LB A B DEERFZPRESNTND H DD,
BARE S CIIRR BRI B 22 TIE R W 2 & VAN COLRMEIFRITASBERM SN DR TH D Z L b,
BN BICIESE . ARAIDLEMIT OV TRERRIIZFHG L, 1800 R Mk 1 iR ko 28 2
RO, WYNHIST DR ERDHDH EEZD,

W LU 1 1R D Major 7 B RESEIR KON 1 LA R Major ZRIBERBHIER (O X 1 oL LD Major 72 FEL#RIEIR)
Loy 2 0 D1 2L B Major 7 fifBR AR KON 1 DO LA D Major 72 FEIR IR
@1 2L Lo Major ZefiBRak (LT 1 DLL L Major Z2FFREHAER) KON 1 DLl LD R 588F T 1 2Ll D Minor
PRRER
@1 2Ll kD Major 72 K RER KON 1 2 LL E > Minor Z2BBREHEIR (L O/ 0% 1 2L Eod Minor 7 FEIR ZRAEIR)
Lok 301Dl EO Minor Z2FEBREGHER  CUIMFRAIER) KO 2 DU LD R 2 % T 1 5Ll o Minor 725K
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7R4 BERERWIALEFHIFIZONT

AEIDEERIN BTN T, I TFo X 1282 5,

2021 4= 1 H 20 HEREO, AHTO SARS-CoV-2 DJEYHE ¥ (PCR MEMMEE £ D BEHE 332,231
B, o HLEFEFIL 71,129 ], FETIL 4547 BITHD 9, BIERERE T TR CEERTE RN D, &
FERE % B O T BRE L S D20 EHERI S 5 ARRBI O GE0E 20 AR B 2 < RV T 30 1R,
40 £, 50 RONEIZZ S, FECHEECEREEHUTL 60 RLL EIZZ 4

SARS-CoV-2 B & 7 & FEIE £ TORMRIAMIZ 1~14 BRI TR I35 BRRE TRIET H Z L NE N4,
Fio, JERDREIT HEI SIEYMENH 0 . FIED S AW B O BYLEA E O 2 L 23 PR O
EENTWD (Bl v A LV ARKYYE COVID-19 2O T3 & (F 41K V) .

ARFRTIL, 2020 -5 A 7 HIZ SARS-CoV-2 |2 L DIEGUEDRRE « W THUA VA THDL L LT &
EULARIRIE L U CRGRE NIz, o, T A XV U IAGE O EE R OFHE THEAFEETH D |
Z Ot ER B CILEEE RIS U CHREEN AV LT D Gl a ) v A L R EYYE
COVID-19 DO FHI& (B 41 V) 23, DL DIRFEEIT-> TG, EREGI & O T
WAL TWa, £/, COVID-19 & DOREBMRIZIA L E 725 TWRNA, —EORGH TIL Y A LA
HRMS S MRS, RS, MERNEE, MESEOERPEBIET S &V ) @A S H 5 (Open Forum Infect
Dis. 2020;7:0faa507.doi:10.1093/ofid/ofaa507) ., 2021 4 1 H I T, AR TRYLE OB TR Y |
ERAHI N OB L TWARNTH S Z &, COVID-19 ZFRIET S &, BEIE(LLCIE T Dlisl & 72 554
bLdDHZEEEEX DL, COVID-19 OFJE TS CTEETH D, [Hi 2w ) v A L A EYE
ROBSTOHEMEBUFE LToOHREDEL ) ®ickd e, M an )T L ZEGEIC L D5
CHESCEIES ORAEEZ TE LRV LAERE LTHRan T U A LV ABYIED £ AFEDREIEE X2 |
TERUIFUBERO BN E STWSA, AT COVID-19 DFREZ A E LTEARESRLTND T Y
F X780,

MESt C4591001 FRER D Z /MR S — h DFERI G . AHKID COVID-19 OFIE TRz RIT R S, EN
C4591005 # 5k TS, C4591001 3Bk & RIFRE LU Lo Mg h APt LR SR SN2 e, BA
MK LT H[AEERD COVID-19 DRIETHHRRN G TE 5L EL 6N (TR2EM) | BEMEKUDIRE
PEIZONWTH RGO A GICET 2RI RW e B2 bl TRIZM)  AHEEH%L ORI ORI
e O L BIEA LN HI ) B TR S CIIATH Y (T.R2 KON 7T.RIBM) | EERICKT 2 AHFD
AMEICAERITH D BR2 ZH) bOD, KFOHFEIZLY COVID-19 DOFIE TEIEIR W T
., EANORIEFT ORI D72203 5 Z ENHIFFTE 52 & 2021 45 1 A WRp R CREGLF RSN L E
KHEIN O L TCWDBREREE 25 &, AFYIO COVID-19 1255 PRV 7 F v & LT, AFIEHE
FEAREL T2 Z LITBERDRH D B XD,

4 https://www.mhlw.go.jp/stf/covid-19/kokunainohasseijoukyou.htmi#h2_1 (f&fEs B 2021 451 H 21 A)

4 https://www.mhlw.go.jp/content/10906000/000716059.pdf (F#&HEZR H 2021 4£ 1 H 21 H)

4D https://www.who.int/publications/i/item/modes-of-transmission-of-virus-causing-covid-19-implications-for-ipc-precaution-recommendations (4
femeBH 202041 A 21 H)

49 https://www.cas.go.jp/jp/seisaku/ful/bunkakai/corona_vaccine_2.pdf (Fxfi&fEa H 202141 A 21 A)
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7.R5 FEE - FRICONT

BEREIZ. AHIDOWIEE « NEIZHOWT, UTFDXLHIEZD,

WSt C4591001 FRER DO Z I/IAH S — h OFERD D, AHK|D COVID-19 OFIE T BHzhRITR S, EAN
C4591005 # Bk THES C4591001 3Bk & RFREELL Eo G REisMio FEARNHER SN2 b, BA
MK LT H[FEERD COVID-19 DFRIET PR RITHFHFCTCE 2 Ll L7z T.R2EH) . HllanS v
A VA (SARS-CoV-2) 77 F > OFHIICET 55 2 71 ¥ Oft#, BEARDOY 7 F o OEE - shik% %
BEE 2D L. RFIOZRE - ShRIL. BFEEREOMEE - RO LBV . [SARS-CoV-2 1T L 5 EYHED T8 )
9D T L) & LTz,

LU O¥RE DRI DWW TR H M g T 2.

7R6 M- HEIZOWT
HEEE L. ARORE - HEOBRERIMIZOWT, LTFDO LI IZHBHAL TS,
FHEZERER & LT3N L7-1Es C4591001 3ABR D F 1 AH/3— b Tik, A% 10, 20 X% 30ug % 21 H
[FIRRC 2 [l L 72 & & O BEMER CFIEFHEIC OV TRET L R T O L B0 Tholz,
® AKHKIEHE% D SARS-CoV-2 MG T FHFUAMIZOWT, WO HETY 1 [ EEME% 21 HEO k-
FIIDOT N Th o7, 2 B HERER 7 B BLURICHE 2 EAPZEO bl (TR21, £ 16 M)

® COVID-19 OEIE(LY A7 BEWE B 2 LD mFEEEEMIZIBW T, FmTARMhiL 20 pg # X0
H 30U HETEMTHo7= (T.R21, 16 M) |

® LZAPEHIOoONTIE, WTNOHETHRRITRO LN oT,

VU EDORERN G, 5 M/IAH/S— b THRETT 2 AAI O YL - &L 1B 30 ug %4 21 AFIRE  FRAHIHE
1$19~23 H) T2, FHANERET L& EEL, B Eh Lz, £ ORISR, RAIOF NI HR
Eh TR2ZM) | AR OEBRMEICOWTHHFAREL MW L7 (TRIZBM) .

¥, HUMFE A= MIBIT 5, 108 1[5 B # LI O COVID-19 SARIEMROHEER AT, 1
o] B Bfdf% 14 H B £ CIIARFIEEE 77 EREECRRICHER L, 20k, 77 BRI 25— 5 TK
FIBETIZ L A0 EHINET, 2 [B B EERLIRE CARBIREE 7T B ARBEE TRERENRO LN (TR22 5

D 1RO OB IMEIZ OV TIIRE L TORWA, 2B 1THE— MZBW THRPUARDOFEEIZI1X 2
EP&@#%ET&;OK; EBBEE XD L L RO A T RFHEEOBLE N DL+ ThnweEZX D,

Fio. LIRIEHEM L 2 [F B RO MRBIC oW T, B I/ S— ~Ti% 21 HFRE GrRamimi 19~23
H) &L TRELTWEA, GREOMHTIT 1 BB #EFEN S 19~42 H1%IZ 2 [B] B B S U7 g5 &
GUOEMTHIITAZITY 2 & L EANIBUE L TR Y, Y% TAKID COVID-19 DFIE T BHZh Rk &
iz TR2ZM) . AOMRFHGrREER D 5 B 1 [ D 24~42 A£IZ 2 @E%ﬁ@éhmﬂz%ﬁ
Flx, AKIRE 18,198 I 616 B, 77 & AREE 18,325 il 659 BN E T T\ =%, Zh b OERICE
F 5 2 [RIEEE% 7 B HLREO COVID-19 fEEBIEIAKIRE 1 #], 77 &AREE 4 fITHYO . VE [Mifl
95%CI1]  (JRBRIEEERERTH O 2 [0 B8R 7 A LARTIZ SARS-CoV-2 YLD 70 ik 5Re) 13 73.3 [-170,
99.5] % ThH 7=,

9 BREMBOWNGRIZU T O L B0 Th Tz, 24~25 H : AHIRE 212 B, 7T wRBE 242 5, 26~30 H : AHIRE 264 ], 7T & AREE 273
Bil, 31~35 H : ARKIRE 88 i, 7T wAREEOL B, 36~40 H : AAFIRE 32 B, 77 LAREE 41 ], 40~42 H : RHIFE 20 1, 77 AR
12 15

51
T T A HE_T 7 A PSS R IEGRITR D



BilEE A D72 < | MeER i HMILIREEC & 2 A%, BEREMIREAS 24~42 B CTh - LN THAEETHF T
XHLBE2D,

F£7-. [EN C4591005 iBR T H . #ESF C4591001 iABR O /AR S— ME UM - FAEE2#E L TR
Bl L, SERIEORER D BANTY COVID-19 OFJE Tz RIIMfE & (T R222M]) | 4
PEROBEMEIZONWT, BRARAOBRRITRD bedr o7z (TRIZM)

PLEX D 235 ORERRER ORI ﬁo%$ﬁ®%%-%g%&ﬁﬁé EIXFREE B 2 T2, A
1A T )v%E BJRAEBRIERKR 1.8mL THR L 725 :&&mm CHYTLREIZ03ML THDZ &0
5. HEEHE - HEIT Tﬁﬂéﬂﬁi’ﬁfﬁzl.SmL CTCHARL, #@E, 18 0.3mL ZA&FH 2, 3B
[HIRRE AL %@?éjk RE LT,

BREIL, AFofFM TR2 ZH) KOZ%4et (TR3 M) ICHT 2MmiHER 6. L - A&
DNT, AFI30ug IZFY 45, AFAHR 1.8mL I CARE 03mL & 1[4y & LT, &&t2E, 3
MMM CRIANEERE L R ET 5 Z SIX e & MW L7z, 7eds, 1 [RIBERED 2 TOA MK OB %
24 AL EITIER L7288 OAIMECOWTI I L T RN S &b | BRIIRRBROBREIZHD E
SHMIMREC 2[R LT 52 ENMEYI E B2 D,

7.R.6.1 BEREXIREHERICONT

HEEE I, AR OB RERICOVWT, UTFOX I ITHPLTWS

[E]N C4591005 FRBATIL, 20~85 mia xiG e LCTHEM L, AARNTORZ SN, BAEMK OGRERMEL
FEA L7=, — 07, YESh C4591001 FRER O /AR, S— MMZEBW T, 16 kL EOWERE TOH MK 0L

BVERHERR S A, FRER OFATICB W T HERRICER G L 220 L9 RFERITERO b o722 &
O, AFIZHBNTH, 160 ARG T2 2 LITAREE B 2 D,

728, Sk C4591001 FER D /AR N — b Tl #BR IR PIZ 12~15 R D/NRIZ DN T OHE]R
PE, MR OB MEZ R 230 280 LTV 5, 205 OERE OB 1A MERHTIC 38T
—WOT = PREFENTND DD, BRI THORERIFGE LN TR, L7ed-> T, /NEEZXS
& LTZBRFEEHENIC DWW T, SR 2B E 2 TR 2,

PRI, [EIPN C4591005 5k Tl 20~85 ik A3 k4 & S, AARNIZIBWTIL, 16~19%ICBIT 57 —
ZIIFOLN TR OO, LLEDOHFEFH O, EN C4591005 #lk & sk C4591001 #ERIZH51T 5 20
koA E ORI R OVZ T 0 7 7 A VI KRERERIIRO bR o722 b BR R ORI TO
SARS-CoV-2 DI TIRINEZ B E 2 5 &, AR OB G Flnz 16 sl L T2 LIXrREEEZX D,
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7.R7 BUERFER OBRFEHEIZOWT

HEEE L. AT O L 5 ISARF ORGSR 7% OFAZ FHE L T\ 5,

KHENIDEMT — 2 2 EFTe HRANDLZEMEIZONWT, BUERGEARIFE TICE O N D ERITIRER TH
v (TR3IZM) | AAIEEFE% O SARS-CoV-2 [EYLRFIZ, BB HG LS Z S st b H 2
ZEND BRIZBM) | RBMMED Y 27 ), AK| 2 [ HEME 12 7 HHOREMEE2 R 5
CEEHMELEBEHKRBERE (ERREFELZHRELEETHEBEEREERRAAE
(https:/mww.mhlw.go.jp/content/10906000/ 000721004.pdf (Fef&fisB H : 2021 4= 1 H 21 H) ) TOHHEFE
FHD DL, ARHF) 2 [0 HEER% 12 5 AR OBYREICFET 2T X CTOWERE 2 505) 2£hid 5 7E
Th b,

Fio. AFNOEERRER T2 R 2B RS L TUve, COVID-19 OFEJE(LY A7 BREn L&
2 ONDEMEEER T2 (TR34ABM) (Txid 2 AFIBERE# OLEMEORE 2 B E LT, MR
BEATL2EZME L LR EMIRRETE (B 1M REMER 20 2 MR EEME% 1 W H) &%

95 TETHD,
[EIPN C4591005 #ERIZ OV TIL, AFIEKGRZICHELE R B R BRABRICE D B 2 TREHOZEMEEZ MR
MNITDHTFETHD,

Fro. AHIOBEIEME N 2R L Z MO Z N D720, BIO YU 27 F/MuiE8I & LT, AHAIDRIKX
JSHER B o — IR SRR L. ERIEE R ISR 2 TETH D,

P, ROEHUER A E OFTEICE T 5 HEEE O T EHIZ AN TTREL B2 5, £o. ERNOFRD
F72 B4 WSO (ke OfEsh C4591001 FABR, s C O fft FFF AT & I3 RGE R 7E &R R D TF )
AEOTIEL, BONTBERICIESE | ARIOLEMET OV TRERHIIZ TN L. BN 0 &l o1
WA D EER 2 a3 2%, BWYUNTHIST 2M0ERH D LERD,

LU ORAE OB DWW IR ik Caleim T 2.
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7.3 BEERABRICBWTAFILISL (BNT162b1) TRD bh-AEHRE
WS C4591001 FABR D 1 fH/3— b (7.2.1 M) @ BNT162bl BEIZR 1T B2tz >n T, BLFITR

9, 723, 100 ug BEE, 1A HBEREE ICFARCTO 2 B ASEMIZTIE S22 L 0 | 1 [E BB

DT — 2 DI R L TND,

FH PR 7 ARICERD SN RUSEMESERITR 2T D LB Th-o T,

#£ 27 RBRESEEESE 7 HRICBT 2 RIGEEER (RESITISER)
18~55 1% 65~85 1%
BNT162b1 F SR BNT162b1 7SR
L% ¥ Pt 10 ug 20 pg 30 ug 100 pg? 10 ug 20 ug 30 g (N=9)
(N=12) (N=12) (N=12) (N=12) (N=12) ® | (N=12) (N=12) (N=12) .
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Ry B
s |1FR |7 683 |9 50 |12 oo | 210 |2 aen |76 |1 | gl | 1@
I 288 |10 (83.3) |11 (91.7) |12 (100) - 2 (222) |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[EA 0 0 2 (16.7) - 0 0 1(83) | 183 0
- 1[mH 0 3 (250 |2 (167) | 5 (41.7) 0 1(83) |1(83 |2 (167 0
: 2[H 0 1(83) |3 (250 - 0 1(83) |2 (167 |3 (250 0
B A
1HE |1 (83) 0 1(83) | 6 (500 0 0 0 3 (25.0) 0
FER B 4 (333)
2[8E |1 (83 |2 (167) |9 (75.0) 0 0 6 (50.0) 1] 0
1HE |4 333 |8 667 |6 (500) | ° ([523]'3) 3250 |2 167 |7 583 |° (E’f]"” 4 (44.2)
it
8 (66.7) |10 (83.3) 10 B 7 (583) |8 (66.7)
2 [AH (1] 1] (833) 2 (220 |3 (25.0 (1] (1] 2 (22.2)
1HE |5 417 |6 (500) |6 (500) g(ﬁf 3 (2500 |3 (250) |4 (333 |6 (500) 0
PR 9 (75.0)
2[EE |10 (83.3) | 8 (66.7) |12 (100) - 0 5 (41.7) [ﬂ 9 (75.0) 1 (111
7 (58.3) | 10 (83.3)
e 1EE | 183 |3 (250 1] (1] 0 1(83) |[1(83 |2 167 | 2 (222
28 | 3 (2500 |6 (5000 |8 (66.7) - 0 3 (25.0) | 7 (583) |4 (33.3) 0
1EHE 0 0 0 0 0 0 0 0 0
Mgt
2[EH 0 0 0 — 0 0 0 1(83) 0
- 1HE | 2 (16.7) 0 1(83) | 4 (333 0 1(83) |1(83) 0 0
TH
2[FH 0 1(83) |1 (83) - 0 0 1(83) |2 (16.7) 0
. 7 (58.3) 2 (16.7)
i 1[EE |1 (83 |4 (333 |3 (250 1] 0 2 (16.7) 1] 5 (41.7) | 1 (11.1)
28 | 5 (417) |9 (75.0) |7 (58.3) - 0 4 (333) | 4 (333) |4 (333) 0
3 (25.0)
1EE |2 167 |1 (83) 0 1(111) |2 @67 |[1(83 |1(83) 0
RAf (1]
2[8H | 4 (333) |6 (500) |3 (25.0) - 0 3 (2500 |3 (250) |2 (16.7) 0

N=fFAT e G 8, n=J8 S5

[ ] WX Grade3 (GEEMZ 38.9CHR) D%k (Grade 4 (RN 40°CH) 1FRBDH LN TR
a)  BNT162b1 100 ug M USKHES % 75 B R 1%, 1 [ HER% O RO 4,
b) 2[FH N=9

50 18~55 pEAERICKFT 5 1 [AI BBERM% IS, EE OEFIIER AR b2 &
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W7, G, R, EBAOFREBUHEE N 30pg BEL Y
bHENoloZ LN, RIMHETO 2 [l BRI L S, RV IZ BNT162b1 10 ug XIiExticd 57 7 v AR S n iz,
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FOSIEMFRR LS OF ERR M ORIFOSOFREIEIT, £28DLEY Tholz,

#28 WMRERREREE 1 VA X TOFEERROBIRIEORRFS (REMEITHRER)

18~55 1% 65~85 7%
g, BNT162b1 77 iR BNT162b1 7T IR BNT162b1 77 iR
10 pg 20 g 30 ug 100 pgl [ @ 10 10 g 20 ug 30 g
(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 (%)
HEHEG | 6 (50.0) 5 (41.7) |6 (5000 |2 (22.2) 6 (50.0) 1 (33.3) 6 (50.0) 7 (58.3) 3 (25.0) |4 (44.4)
Il S 3 (25.0) 4 (333) |6 (50.00 |1 (11.1) 6 (50.0) 1 (33.3) 3 (25.0) 4 (33.3) 2 (16.7) 1 (11.1)

N=fFAT e Gl 8, n=Z8 Sif15%
a) BURMIMIT 1[0 ARl 3 M £ T

R, EERAEEREOERTILICESEAEFZIIRD SR o Tz,

BRI R AT S H (2D T, Grade 3 LA LD RLEZSE) & LT, 18~55 ;%M C BNT162b1 10 pg #f 1 51,
20 pg RE2 B, 30 pg BE 14, 100 pg BE 4 1, 65~85 [ T 10 pg #EM OV 30 pg B4 1 HIICEED B
7oo WIS A TR HIL, FH CREERPAN £ CTREIE Lz,

8. HRRRIT X HAAGBHIFEE T T NS EEHTIR 2 E B AR AR R K UVEAE ¥l
8.1 EAMEEE MR 5 B8 DKM
e, MAFERT THY ., TOMBEKOEEOHIIIRE (2) THIET 2,

8.2 GCP SEHIFAERE Rk 2 & DY
BfE, ABFEEFH TH Y, ZOREEL OHEOHIFIIWmE (2) THET D,

9. RePIARBICRLIEME (1) 1EEERZIIT SREFHE

S BRI D R H O, SARS-CoV-2 |2 L A EYED TR T 2 HMEITR S, 5805
NIRRT 4y NEHE XD ERAMITFFRATREL B2 5, ARNIAF TR CREEIRFEARFGE S
72 SARS-CoV-2 IZ L DEYHED THiE B ET2H0 7 F o Th 0 | RAIZBEREAEEL 35 2 SR
BEENPODLEEZZD,

B COMFT A E 2 CTRICHIER 20 L HCE 256101, ARIZ AR L TELI X RN e
EZ D
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BpIABRLIBE (2

SFN342 H 8H

&g B

[k 72 4] a 7T 4 vk

[— fix 4] auaF A VAERMT Y Y RNA U 7 F 2 (SARS-CoV-2)
(BEEES% : NoF AT )

(W 35 &l 7 7 A P —EA St

[HEEHEA A ] 2412 A 18 A

[hFEsE—]

MEDOE Y,

1. ‘BERNE

BN O D% OB IZB T 2FABEOMIKIE, LT LB THDH, B, AEMEHHEOEFEME
B, AMBIZOWTOHEMEENSG O UHHEEICHS & TR ERESQ OB IZR T 25
EEEOEMIZET 5] (CER204E12 A 25 BHfHT 20 #EF 8 75) OMEICK Y., 84 Lo,

PR T, WS (D) ICRE L AR OME, Ak, LetE B D oIl ZE B
LIFFE, UTORIZHOWTITEMOE RS H ST,
Bt LR ORI OWTEBINTHRE L, LRI 21T o7,

11 BFIHEROFEE - ZIRICONT
HEE T, EMEE L. W O o [7R2 FHMEICS>WT) KW [7.R5  #hHE - ZhFIT oW
T) OO 2 X FrT 2B RICNA T, UToOERRH SN,
® 5l C4591001 SBRIC W T, BHOFIMET — 21355 TR 5T, VE OFERIT 2 [0] B #EfEt4
BB DT —2 Th 5 Z LIZERBGICIERIZT 20BN D 5, Fio, REOFMIMET — 2135 &
FENET D L LI, BAMEOFRRHIENH O E s 251, BIEROERIZOWNTHKR
T OMERD D,
® SARS-CoV-2 BEKIZHOWNT, B THELN TV in vitro OF7 — % 1%, E4h C4591001 iR TR
D ONTZARBNOFIMNEETET 2 DO TIER, —FH T, %R EREOHBLEEIND Z
LD B ERO HBURDL L O TIRGUIAE R 7 + v —7 > 7 L, EREEE V72 invitro 150
ARG A TN L. H7- A RS DTG I ERBG I RIRAET 2 & & BT, RPUDIE Uiy
EERFTOMERD D,
® KK COVID-19 FEIE(LMBIZRIL, BRFEBR ORI O IT o7 EWA G LTV, LavL
2R3 5, ARHFID COVID-19 FIE TN RIC L 0 BIEEEAMET 5 2 & T, fERIICHEIELT I
CHE ORI D722 5 Al REtEIXHIfF & 5,
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AFH D SARS-CoV-2 G TRz RIE, BRARHER CIEEHE ST, ARAIZ#RE L7255 Th -
T, BYGERB D72, #E, BHER OB O, TR F 7 v D FARN) 72 B
TR Ik L TIT O MRS D | Z O RUTEREFHE K OEEREET I bR D& Th 5,
G R & FIE TR & OBREICHOWTIL, SR BET 0N H D,

e E, EMEZROFTRZHFEE I aE L, BEE I TRETER ORBOA MR O RKIZHT 5
15

TRET, YT PR R O RERIZBE 9 2 ERRIEFH O ~ D

WL IZ OV, EwUICINT 5 B

ZEl& LT,

F 72 [E N C4591005 Bk 0> = FARHT T &> 2 3 Al HE S22 I PR R DS RS B P e 7% (TR STz,
FERITE 2 0L B TH D, ML, BECiRE S O il fuE M EM O R L FRECTH D 2 &
(BRI M EM O R ITME (1) 7.R2.2 £21 OFE) | £/, S C4591001 FHABROFEE (H
H (1) 7TR22 £20) LRBETHD Z L 2R LT, MRBRITIEMEZEICHRE L, BB~

Do T,
£ 29 TRERIK 2 B H#EME% 1 VA D SARS-CoV-2 MiEH il (50%HFrfiff) (EP C4591005 #ER)
N GMT [ififfil 95%CI] GMFR [l 95%C1]
QEIBHHES% 17 A) (2 [5] H Befdith 1 0 H /1 (8] B BERERT)
A 116 | 524.5 [459.7,598.4] 51.5 [45.2,58.7]
FEAT AT HE AFIE 20~64 1% 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 [ 9.8,11.4] @ 1.1 [ 1.0, 11]°®
AR 119|  489.9 [420.4,570.9] 48.1 [41.3,56.0]
AR AFIE 20~64 1% 97| 5235 [442.0,619.9] 51.2 [43.3,60.6]
S U R 65~85 7% 22| 365.6 [254.6,525.0] 36.6 [25.5,52.5]
A R 41 106 [ 9.8,114] @ 11 [ 10,11]?

1.2

N=fEHT % G215, HURfii2s LLOQ Ri DA, MEHTIZIX 0.5X LLOQ DEA AV &7z
a) FaPEJFMEIIE H ORRIRRERTIRIC 2 [0 B BefE% 1 o AR RBEDHE T L TR0 7o LB & RO T fifiras 3 (G AT 6E
SRR ¢ 39 I, AFFAm s R EAERT ¢ 40 )

FEMIZDOUNT

HmE T, EEE LY, 85 (1) © [7.R3 T HOWT) ORI 2 i+ 5 8 /A
MZ T, UTFOBEEANHENTZ, 2B, FEMERY A7 12onCiE, 14 EEGL Y 27 EHEEE (L)
\ZHOWT IZRE#HT B,

EIPRSOERRRBR T, ARETERICRO DNTAFFRII L A EPBEITHEETH Y . AH
DRRT 4y BT HDOTII AR, LNLRRL, —FOPERE THEAFRICET SBREOS
FRIGERRBOONIZZ & Fio, AHFFROFEIEG, 1 MIAEMEFL Y b 2 [IH SR, &
FlinlE L0 bIFEERE TRP-o T2 Z IE, AAIDERUEFESLPEEL 12 L > THERFERTDH
D AFIOZEMEHFRICONTIE, ZhHDHERGZO TRETILENDL L, £, BIIEDOE
RAZIEAR, BERER DAF IR, FrpeIf] . SEIR BB R s ORI (B A OB |
IR~ D2 DN LERERTE) (2o TH, [FREIET 2 0N H 2,

TFT 74 T7F—=FDT LT =FUSIZOW T, O HFF I # SUFREIRTER% (I B 2R RS
LROOLNTEY, FHIEEPSLETH D, BMICETEEREZITO & &I, ERIEES, #
PEREH I R ROAIEIR S & 2 O TIE BRI A EE TH 5, 7o, HSREICH L CIIBEEE
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FEOMERZATV, BRI L — ERH OBIE 21TV BRI BRI TE ) 7o bl - fE 2172 5 K 9 .
BERERF ORI 2 5 D - X E BN EETH B,

® HEUEDEEEIEEN & H ANITOWT, ERIAEERE Al 4 OBk 5 FIREME & 5, R EERE D ]
T X 5 X5 2 R e IRt L Th 5,

® HFEENEATHILEMT —F X— 2 DIFRITIBN T, WS OE A% TSR B %O T F 7
4 T X —RUGICRE ST DM 81 Flh, M7 fFl, TLIAX— WEUE. T 74 TF—K
IS5 OREFEN & HAERFIH 27 i, COVID-19 OREFEZH T 2 IERIN 4 flE N - Fidd s v T
Too TFT74T7F—HIZONWTL, SHREMINTHERICESEHEL) X7 L2 5 RHATHD
SHTEATV, EEZRIANE ONHAICE, MUNEERE T 2 0ERH 5,

® LHRBAAT LT LA NVEFIZONT, WA OMERARF A% S UTRGERERIC, REBERITAIT
HDHM, RFPREZ I C 2R EFEORREIN TN D, YBEITBIT 2 M ERITER
RTHIZEH I TV RWAY, COVID-19 EJE(L U R 7 3 EW Al etEn & v | SARS-CoV-2 U 7 F
VR OMEMIIRmWERBEIND D, AFREFEIC L 5% T ¢ MR Y A7 & BED & ERID
FIWT L, Do EEREE AN SUTAGEE DSAR OB RRLRIOGE 2 B D I, #fElZ > W THE L
ek, AR ZHERETHZ LIXARETH D, UBE KT 2L RIIo S he S NE L, £
SNIFRITHLNCAER T DL E BT, ZTOBRLEE., HFREEHTILEND D,

LI EDRMEEOFRIZOWT, TGS I sE L, B8 3 RERIER% O LM IO IE &
OBEFIEFE | S FE~DF ROV T, EEICXIST 2 B2 RIE LT,

1.3 M - ARITOWT

HHHE T, FMEE LY ®E (1) © [7TR6 ik - HEICHOWT] OO 2 R+ o5&

FITMA T, LFoERAH S,

® KA 1 [ AHAE) b 3 HEME T 2 [8] A H#HH S 17270 > To A DRI DWW TE g3 2 223
b5,

BT, LT OSIZ W TRET LT,

Wi (1) o [7.R6 Ak AEICOWT ISR LBV | S+ C4591001 RBRIZ I 1T 2 BEFERRIX
19~23 H L RE S 4L, —HOHBRE T 42 H £ COMINE T OHFRRILH 223, #EHRA 24 HLLEIZ
FER U7 OB MET 3 ITHENL LTV e, F 70 ARK 1 B O TOH DM ST L TR,
L7z > T, AFNT 3 AR T2 BT 2 L@y E B2 5, — 5T, BAEETFICRE L, 3#
MR COBEATERWEALHEES N, ZOHAIEL, TE DRV B0 2 FIH#EEZ FEMT 5 X5
BT LERD D,

VI EDHEMZEE O R R OO RICOWT, BBIIHFEE IEZEL, FEEIT. AR T

OAEFERIR O O 2 [B] B M O B2 [ERRIESEE KOS (IS deit 25 Z Li2on T,
BEENZRIET 2 B EBEIE LT,
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14 ERER) R 7EHFE () 2250 T

B ek Tl SERGER O BIEIR Y A 7 SIS BI T LT OO, HEENG RS
e,

PRABHTR Y R 7 SHMMIEEE iR CTlkd 203, £ OEER 2 FHI B TEENIC G+ EE > TEDL
T | RO B O EERIZIRBLTE T TR B TR O A BT L2302 & Sl C4591001 #BR T
IEARFKIBEFE % O COVID-19 FIER L OVFIER| O R AT 70 < . BERZ EHIN 72 COVID-19 OFIER DL
RATHDZ D, HHELE T CIHEM SN AR ARGERAS IV T, KEHERY 27 &2 +4

WCFHET 2 2 EICIERARH D B2 D, FD-, BERTEH, YmiTEsh C4591001 RO 7 + 1
—7 w7 WFEENET DM AR A A U T, AR B O COVID-19 FAER I M OVEE
BIOTEHZ 74T Ly A&\f$ﬁﬁ)x7®ﬂﬁﬁ& B2 401 5> SARS-CoV-2 U 7 F > D ¥k RIS IR
U AZIZBET D F RSB CH DN 5E 12, ARG ORMOT —# b E 2 T, AFIOLRER
%Uzﬁﬁ%?éﬁﬁmomf\&@T@ﬁ?é%%ﬁ%éo

F7o. HAME T, EMEE LY., WS 1) o [7.R7 HUERFHOBFEEIZOWT] OtED
Il 2 X FFT DB RICINZ T, LFOFERAH Sz,
o LR, AFNIEFICZ OERIEH S, £ < ORIERTEER OZRMEFRPIE SN D &
HEEND, KHADOLREVEFBRONE, K7 4> b RATNRT U ZADOFM R NARIZONT, &
WiBIMED T CRIRICI TN D Z ENEETH D,

uhﬁﬁﬁééﬁgﬁ%%ii PRI T RS IRk O BMEEMOIE, K27 4 v NI RTNT v
A DRI VAR ZHGERIZITH L9, HEEE ISR &R, HEEEILTHA LT,

A, Dl EoERR e E A B RIS T 2 AR OEREM U 2 7 BHEE () (22T, £301(
RTREEMRFFEERET HZ &, WONIFEK 31, 32 KU 33 IR BN EH G2 ERIEE L O
BMD Y 27 Fe/AMEiEB 2 9% Z & A3t & Lz,

£30 EEHIAEHHE (R KBTI RHERFNFERCEDHEICET 2 RHNER
LRMEREEE
EERBEINEY A BRI Y 20 HERR R

e AV TT T4 TH— |« U F UHEEMICH ) EBEHE (Vaccine- | o e XX FLIICHER L 2B O
associated enhanced disease (VAED) ) K (YU etk

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

(VAERD) )

AN B 2 Mt I8
o ML

SV R EEEsRIC R L CiE. Brighton BEHE(LIERIEFE [Vaccine-associated Enhanced Disease: Case Definition and Guidelines for Data Collection,
Analysis, and Presentation of Inmunization Safety Data  (https://brightoncollaboration.us/vaed/ (F#&#E78 H 2021452 A 3 H) ) »dH 503,
BARBZEGI O EFRF TR S Ty,
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®31 ERM) A7 EFEHE (R) BT ENPERHZLMEREBRTEMD Y R 7 H/ALES OHE

BN O [ 28 e S VR R E T BN Y 2 7 /MRS

o MR A o HIREZMAEIC & 2 Rt

o RUEAR e R (C4591005 35k « [ENEE 1/ AHRER) o ERIEFENTEM GEEMER T A R) Ok &4k

o HERBRMNCHER SN 2 HEERE (BEFREHEE) 2R L Lic— | o MBI EHM (Bl iasg) ofFm L 2t
et FI R A (GBBRRAY) o BISUGFEBIRDLO E IR 72 g

e COVID-19 OHEJE(LY A7 NEmWEEZ LN D IEMEBREHT D
FaEXBE U R E i A

o WESME KGR (C4591001 #05% : MEsh 55 I/ TARRRER, K O C4591015
R - AR OWESVES T/FE FAER)

32 EFEREELHRLE L —REARBREEOFT (B
ARF 2 [0l A 12 0 ] CORMMZRZEMOMR (ERIEFE 2R & U AT R (ki &
OBEI (2 B B EERAK 1 U A) & TR OB & L CI)
e EFRIEEF 2t & LI RTERA R EO |G EZ D 5 b, AEOSINCHE GO
SATHREE R DR A OBIZMIN (2 BB %K 1 1) T OEANSAHK 2 B A% 12 0 %

BRI ©
TEFIE ERUEFE 2R L L ATHRRE RRNAEOXNZRED 5 b KREOSIMICFEERN R L2
PRt (BEEEE, SOME. 7 LA, Mo TR - BALOFEE) | RF ORI, thY
A HAHE 7 FUouRE W, PR, EEREEFR. COVID-19 [F#H (SARS-CoV-2 MG, kR A B 1%

FIEAIE, ZW A, XIS - AEOF M) %

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

B ) COVID-19 OESE(L U A 7 D3 E & B 2 DD AR 1281 5 2O iR
A ek =0
RRE COVID-19 O HESEL U R 7 3 E &5 2 i D ARHIgHEFES
B LI AEEREA A5 2[RI HHFE 28 Hi% (K 7 HH)
TEFIEK 1,000 44
P (BEERE, APHE, 7 VAKX —ME, 0 IR - RILOFES) | AR OERRTL., MY
Fp A A 7%/&ﬁﬁﬁ\ﬁ%%\ﬁ%$%\awmlwﬁ&@chwzﬁﬁmw\rﬁwmﬁgﬁ%:%ﬂﬁ

WA MG - AEOHE) %

15 MEIZ2SWT

151 FrEANYF— g /O T

W (1) TEETEENTWERAIO a2 F—2 g A2ONWT, i
P EOND TETHD LW L,

i, 2021 4 | RS

WX, UTO X525,

WAMZ BN THERE R F— L TGS L, BRI T CEH STV RAIIZOWT, 3 =y b
Ubow y SRS T X TORBICHEA L T2 L 2R L OD, Ak ThiuL, Rk
B IC S EBEET A3y hOTF v AN F—2 g VElEE S o T AFIDMEFHICEETEX S 2
EEMRTDHMEND D, LN, HIED COVID-19 FHATIRILE OAR OSR MBS | 18
HWHNCRIE TE 5 2 & OMERNERINIC &é:&ﬁ%@%%&wtﬁﬁbtokﬁbxﬁﬂ®fm?z
NYF = a VORFENE DIVRE, BN IRINT 2 L8R H 5,
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152 1234 7Vip bEREU AT RE R BRI B OV T
FAPIZ LA TING 6 BIEERTRED RS T 2 B BIN T Shu, #ERRE ST,
ENTHRBLTWAD UIMIBEBFEOEH AV Y (I mL) AOEHEO B, AFAETH- T2,
W UET y RANR—=ZAOLRVERHT U o2 G110 a6 KOVESR$E (G 6 85h) 2w T, A
B 217 mL & ANT=3A T L6 0.3mL 90 6 [EHEREAS ATRED R ET STz, FOFEE. BED T

UV K OVEREFOER T, 6 B OFEAARETH - 7,

PSR IR SN B R A MR L, HEEF ITXT L,
U UV R ONERFHOERICOW TR, ERBISGICEY)

1A TI)VING 6 BISEREITY Z
WCIESRIEMT A K2 FER LT,

& DSFIHEZR

2. FeBIARICHR WA (1) OFTESHR

wE (D) 2o T, UTOEBVETIELE, vk, AGTIEZLHE (1) OffimIcZZiI7en,
Ho| AT ZTIERT HEXA
16 3 | mRNA-LNP¥ MRNA-LNP*~
27 | B | ak a7 mowan 7t 25 BlOWIR_(EOTEARE b NI YD D)
AFIE 77w RRE AFIEE 77 AR
RSEEN 21,699 4 21,686 14 RS eSS 21,669 14 21,686 14
3 | #17 COVID-19 | 2 [m] B £l 2 121 151 COVID-19 | 2 [AlH $2ff 2 151 21 31
e E A e 2 e A MNE 2
GEIERS] | Bhefits 6 CGEIERH] | BHefitg 6
Al HET B HET

GMFR GMFR

34 | £20 || 2 EHEREAFML | T BAREE | 24F 1.2 [1.0,1.3] 2 [Bl 9 FR A ET Al e | AR
S Y2 i st | 77 ETH | g | 20 1101

GMT GMT

34 | F21 | SFHESGIE | T RREE | 2F EFHIRE | ST AR | &F ®
ity A 10.6 [9.8,11.4] i A 10.6 [9.8,11.4] 2
35 15 | 21,699 % 9 B TH v 69 il 9 HTdH v
7T R 77 R
20~64 % 20~64 7%
M| #E2 n (%) n %)
g 2 [AH 5 (15.2) 9 2 [AH 130

(FHREERERT - A5, BUHMBEHIER)

3. BT K D ARHEFICHA T N EERNTR 2 B A MRS R B O8O bir
3.1 EEMEHERERE R 288 OHWT

[ B [ PR S 1R D BLE |2 D & KGR T~ EERNT S U Cll & MEE ol A A 6 fi L 72,
ZORER, TRHSNTARBRFEERHIESWTEELIT O 2 LI DWW TEREIT RV G D & BRI L
7=

DFJEl

3.2 GCP SEHIFRAERE RT3 2 i D HIkr
[ 3R L AR SR O B I D 2 AR

B
uﬁ%:

WA _x&#l (CTD5.35.1.1, CTD5.3.5.1.2) =%t

L C GCP FHEHid 2 £l L7z, T O, B SN ARFFEEEHIESWTEEZIT) Z L1220 T
FTREIE A O & BRI LT,
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4.

1.

e i

EH SN EEHIBE L T EOFEEL B E 2. BT, TRROAKRBEMELA L LT, KRBFEEN
NRE - ANRMOHE - HEZUTOL DI L, AR L TELX AW EHWTT 5, A E A
KT ERERM TH D 2 &0 HEAMFIZ 84, AW i ke K ORE A BRI OV ICh
AT, AL ORFNIT DTG BEHICEE Y T 5 LW 5,

[ZhBE « Zh 3]
SARS-CoV-2 |T X 2 KYLIE D B

[ - AE]
HRAEHR 1.8 mLIZTAHIRL, 1\103 mL 245210, @y, 3EMOME CHAMNIZEERET 5,

[RGB a1 ]

AANL, AGBIT Y720 | ERLERIEAEIET 14 50 356 2 HOB BT S & | EHRLERIES

FEMAT A 28 R 3HEA ST O UTORBEMT L L LIl L,

(0

(2)

(4)

ko
(1)
(2)

(3)

9% 1 BBt

AFNE, EIEMERERSFIES 14 50 38 1 HOHTEIZHE D T AR SRR B T
HY | EKERHCB W TR ZERFE IR OERITIBON TN 7o, ERTEHR S5 &k E
HHmAIEL, ®ET22 L,

52 5Bk

AFNIOFERIZ L2 D LD DER, BEEIBECDOREE -T2 & 1T, HONITHE
THZL,

% 3 Sk

RENDFEBIAGEZ Z T T2 b DO TH D Z L ROSFAROBE Y, AF % T 2 ERBEGRE
ZHRR S, EUNCHEEREE IRGEE [T CE DO ERIEELZH LD 2 &,

o5 4 BB

AHNO IR FEE R IR 5B A2 LEIS U THRET D 2 L,

AFNL, AR Y72 0 B ERBEAR RS 79 /5B LHOREICASE, UTFTORMFELFF LD

IS Y A 7 EHEE A REO L, WUNCER TS Z &,

BRI TOMARIRENTND Z &b, BERTER . BIERE 8BS OAF| O eIz B4
57 —F %, Lo LOEDFENIES S RMICIEET 5 & & b, MIATBIE N EE N,
EREA RIS BT IR L. AR OB IEM RIS HEHE 2w C 5 Z &, T OBR, E2 3
TORBEGHASFIC LV EONTIFRIC OV THEINI BT 5 2 &,

BUEE A, CHME T S EFHE T O BRIRFRBR OB AT D AT BRITIT, RN Y % hlid &2 0l
SEATBOE NE R RS O IR 5 & & I AR OB MR L EMEITHR D 5
B O WA ERIECEE MO E DNESIIAF AR L 2D L) MEREAZHR L L Z L,
£ HPMT O AR OB CLEMEIIR D IEMORFITHONT, WUIZHIT5Z &,
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(4)

(5)

KFN DB U AT OFZIER LMW TIZA B bIERNERESND 2 L 2l E
2\ O UOPHEREE UIRFHEE BT OE IR OLZ BN T 2R EHEEL H - T
MBS, TRESCTLEICLIAELZG COLERIND X 5| ERfCK Ll i
THIE,

5 38 it R S B A T RIS 41 SRS S BRI O OR T HIRIL, AGEEUG > b i H
LT6HAHLETD, Eidl— (D . 2— (2 F2.— Q) IZESWTRI SN2 EREEIZ
L0, AEEFEHEZETT 2 LENFED SN HEAICIE, BRI SEEE 14 50 25
BHIZHEADEARFHOER A MT LI ENHDHZ L,

AANL, IR RS AR EIEE 14 520 355 L HICE S AGRTH H720, [AIEF 75 50 3 O#
EICED, FAES 14 EOIFE LEESONTNNCHEY Ll ol bR D & & IR E
A EOBEEORER LIIEREZ T 272 0OM0ERH D ERBODH EXE, 2D OERERY
HTZEDHDHZ &,

ULk
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Bl w2

&S JEh AAGE
ALC-0159 2-{(polyethylene glycol)-2000]-N,N- 2- [ Ry =F L 7'J z2—)L) -2000] -N,N-/
ditetradecyclacetamide TRITILTERTIR
I [@-t RedvTIn) THIA ] BR (o~
4-hydroxybutyl) azanediyl]bis (hexane-6,1- . NS . RS,
ALC-0315 &wéﬂﬁm%;mmﬁd ( FPLBLVAN) EA QAFUNTH e
AT )V)
ALT Alanin aminotransferase TI7=T ) NFGUART 2T —8
AST Aspartate aminotransferase TANRNGXET I ) VT AT = F7—8
ATP Adenosine triphosphate TT )= R
BMI Body mass index LS
BNT162b1 B SARS-CoV-2 D S % /37D RBD % =1 — R4
% MRNA
SARS-CoV-2 B S ¥ L /0D ERREa— R
BNT162b2 — +7% MRNA
Cl Confidence interval (R XH]
COVID-19 Coronavirus disease SARS-CoV-2 |Z L 5 JEYiE
CTD Common technical document IEL T =TIV KXo Ak
CTP Cytidine triphosphate SFULEY LR
CQA Critical quality attribute B E R
ddPCR Droplet digital polymerase chain reaction Wl > 2 VR ) AT —BEgENG
DNA Deoxyribonucleic acid T A% Y AR
DSPC 1,2-distearoyl-sn-glycero-3-phosphocholine [1,2- A7 7 0 A L-sn-7' Y L r-3-R AKa Y >
EMA European Medicines Agency I EEFE ST
ELISA Enzyme-linked immunosorbent assay PR e TS
ELISpot Enzyme-linked immunospot FERIEAR > b
ESIMS ElectroSpray ionization-mass spectrometry | =12 k11 27 L—A A AVE ST
EU European Union RIS
FDA Food and Drug Administration KE B 3 R
GMC Geometric mean concentration WA
GM-CSE ggatlg:uocyte macrophage colony-stimulating WK~ 7 0 7 5 — 0 = 1 = T
GMFR Geometric mean fold rise Bn B PSR
GMT Geometric mean titer SR
GTP Guanosine triphosphate TT )= R
GGT y-glutamyltransferase VIAE IV T AT = 5—E
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