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MERLE I, WDFI S AR X D530 bheh o7z,

F7o. FEEA Y — L TR LN AR OBREIC OV T, SR A VAT ERR, ~A 275
R HERBR, ~ A 287 7 ) TEERER, SERERE, RCA GEdsk, I
Bocnk O S ERBsEish, VTR bBRETH o, B, AREERICHT Bl
WAZHDOWT, AT A NV ABERER (in vitro X O in vivo) . TAEMIRERER, ~A a7 7 X<~ GER
B~ 2807 ) 7 EERE, RCA B, I -5 O [l e
B TRANEHRRE L THRIESNTWND

215 BETREROBRBOKRK

JFIROBIFEBFRIC BT 2 HE HIEO T REH AT, K20 LBV TH D, #ﬁ?ﬂrﬁfﬁ%&zﬁ%ﬂﬂ;ﬁmﬁ%
BB CTHWONFEIRE a2 L0, BRRBR CHOWO N FETRE D KO Eclc Ly, TR
ERANIRE dIc L v iGN D, FEUEEFICHT- Y BUEEERI% COFED § ’%ﬂ_/)b\’( =

7) 9CFR THIE SNV A NVAMETHTANA, O TT ) TANVA OISV RTA VA T—FH T )VA T RS T
ANAL VETANZ FRIFTANA, TUARRIERRERTANVA, T RTA TN F TV A (35H)

5
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K3 M OV AT O BR kRS 12 D X RIS/ RV E MEDS R S TN 5,

B, fWE b Ic L RE SN O FEEICBW T, TRTORY VL_— |k 80 OERMC LY ¥
ANVARFBREOEREMOBRYNAETLT-2 8 (11SHESMH) 1oV T, FADHETHEGT 5> QR2IES
&)

o

£2 FREOBEHEDERERR

ik 75 W
il aD7)s & YL b2 - > %
- I . O N > 5

- 7 5 O < — VT T

- I, > 157

- I > - - 25 &

g [EWN

- I, /> 7

- I = 5 (7 )

d 220202020 om0 | |
L b D E - % E

- T

- I > - - 725

- I > 7 = (% )

- e (N
Bk ¢ B ELE dY - %

- [, > 35 /11

- I /> - - 25 &

- I, /> & {125 T

d 11  [CEEA

- I o7 (7 )

ad 20209090 ke

HIlE I E 3)

2.1.6
2.1.6.1 &, WEAFEOEE R OCAEDFHINEE
JRERIZ DN, 3 3 IR TR AR 23 FE i S T,

K3 RetEfRgT OB
HH
it | — ki BB FAS (W —ik) | S U I BEREEET (QPCRE) « UANVAY ) NIRRT O REE
FHvo BT, UANAKR T RE RN ETa Ty L) T
TANARF | TR GBI E T RES) R A AN T N (BERTE TGS, R F N T v % JRET (NTA) |
ENyFE (FFF-MALS) | 20tk A320,7A260 k., #5E 0438 (AUC) )

R YLl (77 7 7 A LA Hexon DA Yetays) | ACE2 LHEART DS XV XV BDA L) T A

2.1.6.2 EHYEBEWE BHYWEBERAMY

HEOE R, T A VAR DREEIR, U A VAR OWR | AR FE2EERNZET A
L ARLT . RERRIFBABEBETE BT T A NV ARLA FERGNE Y A VAR K OVRCA & Sz, AL
AZRLA- DR, A NV ARF-OW T, ARG E2EERNEY A VAR, NERRFENEBE %
Bt T A NV ARLA R OFEEGME 7 A )V ZREA1T, JRIE R OB O HikE e OFRBR IR L0 U S
NTWD, Flo, RCAVIFHED TRNEHERIC LV EICERI TN D,

2.1.6.3 BIGETREEARMY
BUYE TR SR I, 15 F AN SR rm, 156 EHIRA SR Ratims™ | Ruc™ | g™
RE® KO Rligyr* & AN, 1E M e fE ERIE R RRET RO

6 ol SRR AR LR C X MR R

NE AL T Y TRHE_T A b 78R SRR AR D s &



R 13, RO R OB R L0 I E B E C\W 5, F 7, Ali” ™
MR EX 17 i, b\@“h%%mi&@ﬁ% HICRESIND Z EDRER STV A,

217 REDOER
JFEER D IS S OGRBR 515 & LT, PRIk, #Eiaklik (qPCR) | {2iB/F., pH k. DNA : ¥ > /37 &k,
YA VAR YT A VAR, RICT | AE MR e (QPCR) | 8 SEABN B K A
(ELISA) . =¥ N R > BAEMIRE, AWFiEtt (EGAm) . AU Y r~— |k 80 KUE
ik (VA NVARFIRE) PRESH TS,

2.1.8 FEOZEM
FIRROZEMERRIL, £4DLBYTHD,

4 FEOZEERE (2021 F 3 ARR)

[Eye= s vk vy MK B PRI AR
. 2 47 A .
119 2) 1] i< BEL
—90°C~ Rike 1 34 H I 7 2
T e : =i I
IR AFHER D 1 =
ke 2 Py [ hoade
54+3°C . ]
4 [ S
#lykd 5 5] RN R
- 2522°C/60 ik ¢ 3 24 A [ e
i +5%RH Bk d 3 24 A I,
1) EHRFRER (—90°C~—55C RN 5+3C) 1% 12 7 7 & Tkt

2 s 3 I

RGBT, FhufifzE LT, [k c KOHRYE d OFEEI R 2 aEFFEC R 22 22101 338
HHT, BUKITHEE Lz (BRI SWTIZ2R1IESHR) |

2.2 BAI|
2.2.1 B R OS5 I N BAIER &

AFNE AL TS0 1X10" vp/mL OIREDOARIEEEHT 5 10 B H O 7 AFITH 5,
FoREE SmL T L, 10 [EORRAFAGEL 225 X )mEREINTWD, BANZIEL, L-E AF T /L-
v ATV UK, b N Y v A b~ 7 2y AL =7 Mg MU U AKFY), SR A bE,
RY Y NR_—| 80, =& /) — /L R OEFHADBETMAIE LTEEND, —IRBEZRIIHT 7 AL TV (&
#®10mL) KONT rET T L, RAEITRFE TH S,

222 BEHE

MEIORGE TRT, FEOZ AR ORE, fft, IRX RS, A =T VERE A, RE.
A, MRS, FTRE R OB, SR, £, QIR ONTRE O TN LR D, ﬂﬁ}%' &, A

F2ABNL T T 2~8CEran s, EETAT. IR CES. . . 0B
BB SnTnhb,
AN OFRGE TFIZHOWT, EAERAr—WIBITA27atv AN FT—2 g UREMIN TN D,

. ST SRR AR LI B

RERLT Y TRHET A b 5L R0 R _HIRGRIR B 8



223 HETROBEBOKRE

RIANDOBRFEBIRIT T D2 EHEDO EREH [T, K50 LBV ThD, WRRBR TR, Uik A
BB ROBYE Clc L SN RAINERA S TR Y, ik a, #k b L OWMHE ¢ DJFEEN
S Tnd, MIRTEMAITRED L fESh, ik d OFRERER S TWD, FRIEEE
2720 BUEZEHE R TORAIOMEIZOWT, 1y Myt K ORI OFRER AR £ 0 [R5 [R
BB HER ST D,

7p¥s, BE b OFIRKICE T LAY VX — |k 80 OIREIRIMC LY, —H0fE B ORAITY A /LA
R REDOERMEOMY NECLZ L (115 HBH) 2oV T, FAEDHETHEM T 2 Q2.R2HESH) |

£5 BAOBEHEDERERR
Rk ZEH

T T = 7 R
- I ¢

Bk AV 6 8k BY

- >
- I T ( )
RrYyae  [oryl

B - I > 7
HEB2ERIECT | s (R >
- I )
ik c oy py | DY T §
4 oepyw( 0 0
N R [EZN ET 09090909090 EEE

224 HAIDOER

RO R OFRERAIEE LT, MR, #Ef3BR (QPCR) | 2%/, pH Bk, DNA : & /37 k|
U A NV ARIA RGN T A VAR H, REYERY) . REEMERRL . BRI R, = R bR oo, MR
RER, AW FRNENE (RGN . R Y Y e_— K 80 K OVEEIE (7 A NV ARLAFIREE) B E STV D,

2.2.5 HAIDOREME
AN O T2 ERBROMIKIL. £6DLBY TH S,

£ 6 BAORZEERE (2021 F 3 ARR)

PRAESM: FHEORE | RAORE oy Mk BRI RIFIZIE
] A Bk ¢ s 3 64 A
EMRERB D | 5+3C, : :
Bk & kDY 3 07 H 5T AN T L,
s AR 25:£2°C/60+ Wik ik C 3 27 TRETT LA
e SURH, B | g g i D 3 29 A

1) RHIRAFRBIT 12 7 A £ THlkiseh

>R > TR - o . >

MR CIx, ik C oRANCI T, AW (Y 12O ThRBMEmARD bz b
DOBIRGITE S L TRV . E OSBRIl 28 L TR GO o, Bkl s
L7z, BRERIZRWTHRYE D ORIIRERBAGE LG D Tunviengs | fikfeth o BRI DU TEk
& (2) TR S (AIEC DWW TiX 2.R1 EHBH) |

NREALTY THE_T A N T B RS HEIRGRICAR D i



2R BRI 2 EEOBI

PRI, BURES E TR SN2 BB R OLL T OREN S . AAIOIEEGR IR - 5 AR O R
B E RIET L) RERA WY OBV HET Lz, 2k, FEE T o FER K OVIA| o B8R
HREBROBAEIZ OV TIIHFER Lt 2 RO TH 0 | FAEAEREZ®E 2) i 5,

2.R1  JFER A OF BB IOV T

HEEE I, AFOFEHIRNZ DWW T, WIMNCEB T 23%E & FERIZ, JRIEIL—90C~—55CTRIFT 5
Ex oA, WANTSEICTHRETDEZ6MALHEL, LTFTOXIICHH LTV,

)5 ¢ L)L d TG S REKIC DWW T, SVERBR O RGE D B FEERIE MR S Tn 5,

JFIEOAHIMIZOWT, 85 ¢ KOME d TRIESNZ B (Bhth3ry hEKB6rY k) O
BB (Wt —90C~—55CL U 5E3°C) 1Tk Th 503, ik e TGS R 4
T3 A WA OVYE d CTHLE S NUZIRERD 2 1 AR £ TO T EE (MR, pH, B, A LR
BLFIREE, U A VAR YA D A L 2R ) ICRERZITERD b T, 72k, #likc &
Ok d THRIE SN RO EMEGFERRIZ, R VA ETT 4285+ TETHD,

RIFN OGOV T, BE C clES N2 RAI 3 7y FORBRFERBRICHE T, 6 7 ARERE
TOERMWERNE (R, pH, B, 7 A VAR FIREE, U A L ARF o JRYE D A L 2R 7 5E)
IR ERZIETRD TV, Fiz, ik D T S 7o lF o R HIRFERBAEI B RIc B0y
THLATW WL oo, flk C LRk D Tl Sz JAI O SWERBR O kg X 5 RS0 R ED
5. BAIOFHMZ 6 WA LRETH I LITAREE B2 5, 7ok, Wik D TGS RANC SN T
EWRrAB ket chHo, RIVHETT 4 2BET5TETHD,

BT, BIRRRE TIZB O TW D ENE ¢ LOME d TRE SNZFIE 3 vy N ORYIRFRER, I
ONzidik ¢ clilE S - Ao BEMRGERRICE O T, ZEEICRKE RMEITRD O T RN EB X
B, L, FEEKE OEAIOANMIM OB EICE L TX 6 1A £ TOLRENEZHRBT IMLENDD L5
25T EIND, BAEPNCERE SN D AERBIRICE L Cix, Ehiih ORMRIFRBRERE 28 L7z ETH
& (2) TR 5,

2R2 HRYYAR—| 80 DBBEBIMIELVECEZTVANVRRTFREDEEMBORY IZONT

iy B CHLE SN —HORANZ I VT, WHEIEIZ LD U A NV ZRLFREDEBEOFR Y R 4E U T
W2 Z EZOWT, HEFZ XU IO X 9@ L7,

WM RER (COV002 FRBR) (2 BT TUHI D 7 A L 2R EE O RIE XL EE I X 0 FE &
nTnizn, iy B tllE SN /MAO—Hor v MIOWT, WIEEE L qPCR LD T TY A LA
BB A E L7 R, OB EEVEIC K A HIEMIEL. qPCRIEIZ X 2 MIEEIZ A~ TR 2.3 5@V Ml A
L7z (1S B, ZORREZMERT 5720, WEIEORBR T IEZ T Lo R, R Y Y r~<— | 80
SRS FUERZR T Z I LD UA VAR FRENER LY S @EVMEZ RS Z &V L7z,
Fo, HYry MIBIFARY Y x— b 80 OF &L, #E A KUHE C oRAFOK 25 THD Z &
PRSI, TOFRKRIT, Y%y P TEH SN FEEOIFRFHEH TRIZENT, o THRY Y —F|
80 ZIMEIRI L CWeZ & Th oo, BBHEICHIGT D720, LIEORLE b O3 K O B 0 fiH|
IZBWTIE, RY Y _— | 80 DEBEDFELZ T2 qPCRIEIZE Y U A VAR TREZHIE L, i
KRB & (5x100vp) ZRE Lz, 72k, ik a KOWIE ¢ OFEE, WONZHYE A K OMLE C oA

REALT Y FRET A 1 TCF A BRARH_AFHURRIR 5 et 8



IZBIT DU A NV ARFREOREIL, WAEEICIVEHSATHDEOD, R YV ~— b E &%
HEECTFWIERZ RIS R WVRECTH o7, EHIZ, qPCRIEZHWT, ik a, Bk b K OMLE ¢ OJ
W ONTREE A, BUYE B R OWME C ORIFIOD T A VAR IR 2 IE LTRSS, A RS K O 5
M TENRWT &R LT,

Z 0%, HiERNE (L d OFEEKROEYE D ORA) 20 TE, 1EROBLEIEIZMRDD VA VA
BiFIREDORIEREL LT, KUY YAR—h 80 & UANRRTEHERERIEA A oM m~ N
FT4—EHNH L L LT, MEEFEE AW TRE L7 A L AR, fE b, ke &
OBLE d OJFEER], WONCHYE A, Rk B, % C ROEYE D oA ©, 3 THR UBE 27 L <
Wie, Eo, TRTORIEIZ DN T A VAR 872 ) ORGAl 2IE U7 kG R, A JRSER & O 54
MCTRERETRD ORI hoT,

BeREIX, DLF oL 9 I LT,

RU Y L_— b 80 MBI S - BHI D 7 A L AR PEFE X, QPCRIER DEA 4 A8H#h s n~ b
757 4 —FHOCTHIE LIRS MoK L FETHDH LB 25, BFEHIETIE, R Y _—
k80 DEEBEZ TRV EA A LRI a~ NI T T 4 —FHNDZ EnD, @Y T A VAR TR
DEBNFEETH D, B, BRABRIZBWNT SD gL LTHWOREHE (115 HER) 1, ik
O RSEM:/ RIEMECIN A U A L ZRLA- PR ORE FIEDFRETOHNE DR RN, RREEBY
TholmtEx 5,

2.R.3  FHMAFNZ oW T
AA] (BIFD) 10X, AN 20 2B 2 2k~ 72 T ARERA SN TN D08, 1
X, LRSS, FBORE T2V &l LT,

2.R.3.1 R ORBR G HEI R EMEIZ W T
BRI T RSN EEIN S . Bk~ 27 R w7 AOHE K ORER H1ET T ZEMEIZ SN T, BB
RAREIZ 720> &l L7,

2.R3.2 ZEEMEIZTHoONT
X, IRHESNTEEIN G, SRR PE SN -/AF ok~ 7 2 7 AOEHEIZBWT, &
M EORBENA U D etk &l L7z,

3. FEEURIEHRBRICE T 2 BRI K OB 1T 2 B E OB
3.1 A ERBEMTLER
311 U RGEEFHERR (CTD 4.2.1.1.2)

BALB/c U7 A (ARHIFE : HES B, tFREE - M3 6) KOVCD1 ~ 7 A CRAIRE - ME 8 i, b HE - it
341) 12, ARHFIXIL ChAdOx1 GFP (4% 6 X 10° vp/body) % HA[AIf) AN 5-% . SARS-CoV-2 (Zxf9 % AHl
DRI S, FBRIZUTO LY ThoT,

O S Z U NTE ST KO S22 DR [gG FUADIRFT (ELISA #£)
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AFNFH% 14 HBIZ, SREOMIEE AWT IgG Prik 2 H1IE L7 R, WTInoARAIRETYH ST &
RS2 e AR DFEA 3 ZRD BT,

@ SARS-CoV-2 lZxf3 D HFIFURDOET (327 A VR Z W7z fnbudk o #rik)
AFPe 5% 9 HEIC, BEEOMIEE HVT SARS-CoV-2Y (2% A FRHEZ R E L~ fE R, W
FTHOAFIEETH SARS-CoV-2 {Zxf9 2 FRIFURDEEAE D ZRD Hiviz,

@ IgG V77 7 ADknt (ELISA #£)
Kﬁl Bt 14 HBIZ, SREOMIEE AW T IgG %77 7 2 (IgGl, 1gG2a, 1gG2b & N 1gG3) %
HIE L7 R, W OARKIRETY Thl (2B 5 1gG2a & N 1gG2b DHEANNFED B a7z,

@  REAIEIZ 31T DY A R A CPEAEDKET (ELISpot 15 OSHIIEIN YA b 0 A o Yetaih)
ARG 14 B EIC, SEEOMIEMIRE S ¥ o 7 E2K, S1 XX S2 X7'F KTl L 74k
. Thl 2R3 2 IFN-y PEAEMIBROBNNTRD bz, F£7o, AFIFETIL IFN-y XiX TNF-a % 3
9% CD3 BHE T M2 8N L7 —J5, Th2 IZB3E 3% 1L-4 T IL-10 Z AT 5 CD3 Btk T A
FADEEINTRD b7,

312 7THREREMERER (CTD4.2.1.1.7)
7B CKFIRE M3 6) 12, AK (5.12X10" vp/body) ZHEMEIXiE 2 [A (28 HRENE) #5A N 5%,
SARS-CoV-2 (kT 2 RKHFN OGRS E NI S v, FERIFLL T ERBY Thotz,

O S F T HITHT DR 1gG PriR K R DORET (ELISA VER VY 22— R A V2% v
7= AL AT IE)
AFIO AP X% 2 B G#IZ, MG ORRD 1gG HLiA & Y SARS-CoV-2 ¥ 22— R A LA
X9 D PRHUAR A JIE L72RER . WT N oFR b A#IEG% 14 HE 2 ORH S, 2 BEEIC X
L HEINAERD BTz,

@  FAYMEEEERE N2V A N A VPEA KRN T MlSE O/ME (ELISpot 5K OSHIRAN T A kA
VY R)
ARG 14, 28 3342 H HIS, BSHEORMMLEREEKAE S & LV EDORTF R 7 — /L TR
L7, IFN-y o0, WS CD4 Btk T Alla K O CD8 Bt T Ml D g RERN A R 7 A
O DR b,

3.1.3 VPAKERER (CTD4.2.1.1.2, 4.2.1.1.4)

T H YT, AAI L ChAdOx1 GFP (4% 2.5 X 10" vp/body) % HA[E] (AFIEE - 6 1], FHEEE - 5 451))
A% 2 [E (28 HMkR)  CRAIRE - 6 6], xFHEHE : 1 4]) AN G#% (CTD4.2.1.1.2) | ROARH| (25X
10'%vp/body) XX PBS Z Hila] (ARFIREL OKFFRRE - % 6 1) (CTD4.2.1.1.4) THIANE 5%, SARS-

8) nCoV-WA1/2020 £ : 2020 4F 1 AIZKET v b INT, FERBED S IFEZIC COVID-19 ZFHE L7 BF O OFEHIER 7 7064
Bt SHP= D A L AKK, Wuhan-Hu-1 B> 07 2/ BRZERIT <, LIRSS 5,
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CoV-2 (X9 D ARKN DI E K OFEIE T R G il S vz, LT OREEN S, HEE
(2 &Y SARS-CoV-2 {2k 2 FIE TEAZNENRO btz L L T\ 5,

(. AABG

© S Z T ERRE 1gG UL O RTUADIRES (ELISA {E M VY A /R Ze T2 RRIEHUA AT
%) (CTD4.2.1.1.2)
AFKID SARS-CoV-2 (ZHRFFE AT (HRIEE L 2 %5 28 HH) (2. SHEOMBEEZHANT, S
KXy R R HUARIE ONE SARS-CoV-2% 12k 2 IR 2 e L7k, ARAIER G2 LY
WTNOHEEALRO LN (RT) .

#7 FAEIFE% SARS-CoV-2 BREEROMEET RBD 82K 1gG fiikk O fodiik
RBD R 509 1gG HiiAff R IEREN i

i GMT [i{f] 95%CI1] GMT [{f] 95%CI]
H e 5 955 [447,2041] 15 [9,26]
2 [EI#% 57 4365 [1698, 11482] 52 [24,115]
i FREE 50 3

@ A HEEZERIC
42.1.1.2)
AFN O H A 5% 2 IEH&EM& 28 HEIZ, BEEOEY %A SARS-CoV-2 (2.6 X10° TCIDsp) Tl
V\i ’:u N, OFENUIARNIGEE L, BEE% 1~7 H BICEMW D DEE L 72 R I A% K A S & X
BR T LR, zti%lﬁif TIREEE% 1 B BIC IFN-yO BN S 417, —J7. TNF-a, IL-
2, IL-4, IL-5, IL-6, IL-10, M ONIL-13 Tid, AHRE & EE (ChAdOx1 GFP 2 5-8f) 1272581358
DHENIRNoT,

BIF DY A M IA UPEADKFT (ELISpot & USHIIBN YA k1A > Yetaik) (CTD

@ SARS-CoV-2 W% DIENE T BHZh R O st
1)  TA /LA RNARAF, BRREE, Mok B 7R . (CTD 4.2.1.1.2)
AFNOBE B 530 2 [ 5% 28 A HIZ, FEEOE % SARS-CoV-2Y (2.6 X 10°TCIDsp) T
e, BN, DERNSUIIRNIEEE LSS, 7 A /L& RNA FRA(7. IO B E T WL K OV R
MER a7 IIERSDERBY THoT2,

& 8 SARS-CoV-2 REH# DU A /L2 RNA BTF. MOBREMABRZHOT AR CRAEERA =T

FHA I H AHEE (R S) AFKIEE (2 [1#5) S RRAE
7 A LA RNA A7 (RS | & MR BeidiR RE S RRTER KU X R
REPEEIR K OilikERR) 3 HH 1/6 4, 3 HHE 1/6 5, 3 HH 6/6 .
5 HH 0/6 4 5 B H 0/6 5 HH 5/6 4
JiRE A JitiREA JitikEA
7 B H 2/6 {51 7 B H 2/6 {5l 7 B H 6/6
Jili D BRAL AR TR PT 5L 9 0/6 15 0/6 1 2/3 5] ©
GRS A 27 © 3HH7S5 [5.0,10.0], 3 HHS88 [7.3,10.3], 3HHE 125 [108,14.2],
(CF)E (R 95%CI1)) 5HHA 18 [03,34], 5HH®63 [3.509.1], 5HHA 93 [69,11.7],
7HE20 [09,3.1] 7HE 75 [58,92] 7HE 95 [6.6,12.4]

a)  XfHREE : ChAdOx1 GFP £ 5.8t
b) TA/LARNA: VA /VAREER 3 KOS B BICKESUMIRGEEIR, 7 B BICH#MMRE BRI L, gRNA BtEE] 2 39,

c) FERREA =T : SARS-CoV-2 IEFEL .

A,

d)  UANVABEFEE T RON13 T
e)  UANVAMERIEMEMA R

LRI,

14 A BIZEREL L, b 2338
LD BTz,

2D B LT BB A FEATL,

B R OB ORGSR, SEROUROREE, EHOE N IEEIE £

2)  UA LA RNAGRLE, MORBEMEB T R L CT 227 (CTD4.2.1.1.4)
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AR OHEEFE% 27 B BIZ, BEEOEW A SARS-CoV-2? TEERN ITKENIRE LR, v
A JL A RNA 17, TORBARRAT A ONCT 22 73R 9D LB ﬂbofzo

#9 SARS-CoV-2 IRBH DA L2 RNA FRfF, WMOREMEFT AKX CT 227

- . I TE R AR
A ¥ BEE% 7 0 A BEE% 13 0 H BEE% 140
R XM veHR AR 0/2 Bl 0/2 B 0/2 i
7 A JL A RNAY FE1F Sof FRTEE © 2/2 f5il 1/2 #i 0/2 i)
g i o g ARAIRE 1/2 0/4 #
NERRREE D A /L 2 RNAY AT Sk B © 2/2 151 3/4 51
e e e g 5 d) ARHIRE 0/2 0/4
MO R Y 14
MR S A H MR 12 HH
CT A=a7 ® AAIRE 75 [ 63,87] 83 [4.7,11.9]
(CF#)E [ 95%C1] ) KRR © 17.8 [13.4,22.1] 7.0 [3.7,10.3]
a)  XxIFREE : PBS &5
b)  UANLABEBEH 7, 13 KO 14 A BICKAE MIBYES R O 7 A )L A RNA B 2 qPCR 12 X b §EAf,
c)  UANABRER T KO3 X 14 B BIZHHRART D 7 A L A2 RNA Byl 2 ISH 12 X Y #Fl,
d)  UANVRIEBEE T RON3 T 14 B BIZERRL, JlBEENTED b I T HIE % T,

e

CT 227 : $VH7 @Y, RIME., 7907 XEENEICHIRE 20O BT, #E R OV NSRRI O A 8 K& 0V
B O ZEARIE 2 RFAM

314 7=y FEERR (CTD4.2.1.1.6)

Tl b ORFIE : ME4 30T 6 B, cFREEE - M 2 ], IE(k SARS-CoV-2 B : 6 fiil) 12, AHIXIX
ChAdOx1 GFP (% 2.5X 10" vp/body) % Hi[a] XX 2 [B] (28 HHME) MWK G%, Ik~ TR
TE{t L7z SARS-CoV-2 (7T AT ¥ a Ny NEAR) ZBEIfHNANEGH%, SARS-CoV-2 (233 2 AH| D%
PEIE L OFIE TR DT S iz, LT ORERD G, WEEF L, AAIBR I L Y SARS-CoV-2 2%}
T 5 —EORIETINREBFRO - EFFA LTV 5,

@

SARS-CoV-2 #= W= HFnftiRk o st (PRNT 1£)

ARFNO B AF 50X 2 [l 5512 S RED MLIE Z T SARS-CoV-22UZ %3 5 IR % FRIFRY
WHIE Uz fs . HER S X0 mRSUEOREANZRD Hiv, 2 BEGC X0 FRdiE s —imkc
gL,

SARS-CoV-2 I&& 1% DRYLPIH,/ FIE T B2 SR O fgeat

z!i%ﬂ@ilﬁl&“@x X2 B 5% 28 H HIC, FEEOEE SARS-CoV-2” (5% 10°PFU/body) T
PENIREE L, MREE 15 0 H £ ToOPEGREHK, THIEA U 79 &k OMLIRIZ T 2 7 A /L X RNA &%
TEIRFA L {El LTz, SRR M OMHSE A U 798 Tl ARFIFED 7 A /L A RNA &I, $FRECAE
{t. SARS-CoV-2 FREIZHERTIRIETH 72, —J7, MR TIZ, WTFNDORETEH U A /L X RNA [T
INehoTz,

F 72, SARS-CoV-2 D EZIENIRFER 14 B B IO HIRELZFERM L2 A, WThoO
FECTHRIEMIRAEDTRD b, WEMEFRRA I TIIR 10 D&Y ThoTz,

9) Australia/VIC01/2020 ¥ : 2020 4E 1 A FEORBA S A LRV LB EHIC COVID-19 2395 L 7= BE O BIHTE 2 7 7 H 5 4y
SNTZUANARK, SH /NI S24TR BREZFT BN, FIHNCHRIT Uiz A )V ARE & R RIZE & HERI S b,
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7210 SARS-CoV-2 BREH% OMOREMARFZR 2T

- SARS-CoV-2 IR R PR
- BRER% D H 3K SARS-CoV-2
a5 2 [mlfE b H Al 5. 2 Bl 5 Hi[a]
5.0 12.0
Jili D IR EALRR A B A 2 7 9 6~7 H 2.0 30 [2.2,7.8] 80 [10.6, 13.4]
CELIE [ 95%CI] ) 13-15 H 4.0 43 6.0 7.5 55
[3.1,4.9] [3.4,5.6] [3.6,6.4] [6.8,8.2] [3.5,7.5]

a) M OFHEARTH A 27 - K SOUTMRE S~ DB H ST RIEMEMA D=9 201 5 JUE, 458 P~ RAEME i =11
it e R O flea e~ oD SR RE ML 0D 1 2 il

3.2 REMIEERER (CTD4.2.1.3.1)

KA GAT K D0 MLE R PR RS R~ DR % T 2 Z 3R OMEIIR 11 0L BY Th-o
Too HARARRR R ~DEEIL, ~ U AT 2 EMH AN G EMERER (CTD 4.2.3.2.1) O CiHli S 4L
2o HFEHIL. LTOMBREZEE 2, AFHEGIC LD 0ME R, WRIR, FRARRE RO 4B ~D
AT O LNV EFHAL TN D,

£ 11 ZMIRERBR AR OB

B B AR F It , - WRAETR
= =/ =
A MR e (body) | PFEE ERFR JAk
Hor 7 % DIER | M, Lk, KR oL
(CD-1) 0, 709 BRI 42.13
A y nAYES . =
(6 0L/ 8 | ppses g%zémgﬁg L

a)  AFEl (2.59X10"vp /70 uL)

3.R BRI 2 EE O
FEHENZEERROLL TFORGHT L0 T, AF O FERG AR R B O RIBEIL 220 &I Lz,

3.R1 1ERERFFIZOWT

HEEE T, AROERBFICHOWT, ITFD X 5 IC3HB L=,

ARANIFH A NBEFE L, SR E D ORI EY U, BN TS Z v RV BN HEBIT 2525
D, KEND invivo TORRCTlX, AAEEIZ LD SARS-CoV-2 (T B HHFfikoEd: (w2, 7
. P, 7oy b)) | IgGa KDV IgG2b O (= A) A NS IFN-y FEAE CD8 [tk T Ml o ¥ 0
IZFE O HALD Thl BALORIEINE (v A, 7#) | NS SARS-CoV-2 (23 2% —EDFIE T FH%hH
DRI TNWD (v, 7=y )

U bEORBRFERZ S E 25 & AFNT, KN T SARS-CoV-2 (2% 5 AR pEA, J O Thl {8
ML OGPEIE (RMEGE K OHIRaPE %) 245 L, SARS-CoV-2 (T 2 RIE PRIV R 2 ER T 5 &
EZD,

PRI, HESEOMAZ TR LT,

3.R.2 SARS-CoV-2 ZERIZxT 5 hFEEDOFEIZONT
MR, ARFNIOBIR LRI E STV A Ff %4 D SARS-CoV-2 28 BERIC k9 5 AFKNZ X 2 FFiEtEo
FHEICOWTHHZRD, HEEIFIULTO X I L,
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2021 45 1 A 14 ARERT, ENIZEB W TEIZHIIT L T D O, B.1.1.284 KT B.1.1.214 SAHE DA Bk
T, Z D2 FZHIE 2020 4 3~4 FIZEKMN THAT LIZERKAHKE L, JURO R RG2S
527 BERIIRD LR, —F, 2020 4 12 A FALUKEE, BENTH, EE, BT 7Y 8 HRE K
U7 7 VT 2020 4 9 H~12 AIZoT Tty S =28k (B.1.1.7 %fE. B.1.351 Rk O B.1.1.248
Ffe (PLSRA) DAV S AL, WTIOZERK S TFHUAN S OEGEAFEE SN TN D

SARS-CoV-2 ZEFEIRITkE 3 2 ARANT L 2 HFEEDOFHE L MR T 5720 :\awmlﬁ%(ﬂzﬁﬁ
M) CARAKIZ 2 [AIHERE L 7= B O ik 2 AV B.1.1.7, B.1.1.248 &' B.1.351 ZHEERIxH3 2 i
REZWIE L= & Z A, Victoria £k V& [ilg LC B.1.1.7 R TIE 23 %, B.1.1.248 R4k (P1 %) T
%29 %, B.1.351 BRI TIL 9 FHRIEENME T L7,

BIE, Ay 7 AT+ —RKRFEROT 4 v hT—F =T RRFZLORE T, REOHME &k
JRMEICRR S D & 5 SARS-CoV-2 ZEIRIZKT 2 TARAIFHIT 2 F4hE L TR 0 | @FERI7ZR 7 A L A FRIREIR
AT T AL o TUOHTZITHBLS 22 BERISK T 2 TREEOFM ©17 9 TETH 5 (TR24 HESH)

PEAEIX, HEEE OB A TR Lz, ZRKITHT DA OAZIEIZ OV TIL T.R2.4 THTH| i & i
ERAR

3.R3 EAEMY X 7122\ T

FA% L. SARS-CoV & X MERS-CoV IZXT 25U 7 F v ORI\ T, V7 FUHEMIC L > Ty
AV AEGEREOFER N T 7 T IERERERE L 0 BT A U 27 (AR Y X 7)) p@iEshTns Z
LD AFIEERIC L ARBHIRY R 7 ICoOWTHBHERD, HEZIILLTFO L 5 C3HH L,
PEERBETR Y 2 71X, SARS-CoV X°> MERS-CoV DLIZIF gR B A5 & Z 9 RSV IZxd 50 7 F o
THHRESINTEY, FRIEHEO 2RO PEA K N CD4 ~ L X—T Mifld 2358 L, il 2 i fREk
R Z LS Th BALOREISEICER T 5 B 2 Hvsd,  (Clin Vaccine Immunol 2016;23: 189-95) , L
DU, RAREMEZIC, BRBRICIV T SARS-CoV-2 (2T 5 P RIFUANEA SN D Z &, KN
Thl BN OWMESIE K OHIRERE RSB IND Z EBHER SN TV, 52, AFIOT B 7Pk
N7z by FZEHAWEKERE (3.1.3 EHEO3.1.4 HBM) (2B T, AFIRE T IBEE & i LT,
SARS-CoV-2 DEFZZ J 2 fFFRERIRE 2 11 5 ik OYEEITER D b o7z,

PLERESE 25 & AFERRIC X DB Y A 7 1R\ EE X 5,

FEAEIT, WA Oz T/ LTz, AAlZ b MIEGE LIZBROREIER Y X 72OV TIL TR34HT

%I %“f/h‘é‘ u&‘uﬁﬁ‘éqéo

4. FEERRIEMEBRBRICE T 5 BRI R OHHEIC R 5 FE OB
AHN e PN T2 B RPN 3 AT BR D Rl 3 2 HH S T,

10)[E LR Y EMFZERT Bl a e oA LA SARS-CoV-2 7/ AfEMIC L D FE%MAE (2021 £ 1 A 14 BEER)

https://www.niid.go Jp/nud/]a/dlseases/ka/corona virus/2019-ncov/2488-idsc/iasr-news/10152-493p01.html

IDESZEGSENIERT A ARICI T 2 &G - (BB IO LA R SN D HT 7 v F U A L A DB RRIEF IOV T
(2021 4F 2 A 26 HIR) Bl 1.7 ZESERRAY 152 . B.1.351 ZESABEAY 4 Bl OY B.1.1.248 ZE54BEAS 2 4, ENTHE STV D,

https://www.niid.go.jp/niid/ja/diseases/ka/corona-virus/2019-ncov/10221-covid19-37.html
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4.1 HENSH (CTD 4.2.2.3.6)
AR %~ 7 ZFHRNE S LB OSME~O M mear s ni- (F12) .

£ 12 AHIOEKRNSHRR

HERTR mhsE | BEmr (1) (Vﬂj/;jj) ik SSHFIE
ERREDL. BAED o/ Ei. 1 | AAIFKD DNA B 1%, &k
HEE & % AN ) 23,929 FIEYD > S, RS Y oS | DEML7 DNA ZRIEE L, E R
(CD-1) (A, | (RO AH| i, M, FRBE. ALERRES. D | B9 PCRVETCHIE S U 1K 1 g DNA
(RS 5 B1/ | 2 ) 2:3,5,9) 3TXN00 | g g, RS, BFEL B, | B0 03 E—EBSHI S, &
B ) HENL. DFBL. M. EBE. M | B B9 PCR I © LLoQ & 50
MR, ENRE, FLIR, ik B OV | copies/reaction Tdh o7z,

AFIH KD DNA B AR EE DS S A 7R U2 SO EERE RN e OV OTtE T 2 A F Mk Ch v | Hfd
#% 2 H HTIX 10°~107 copies/ug DNA (30 A 1 MARILE &R AN Tho7ohdy, R 2K FE
2532 B, 5% 29 H H TIX 103~10* copies/ug DNA (30 M{Arf 19 BRI L& &R AR) Tho
Too £7-, %2 HE., B8, TR, gL Oz, KE (8RR AmM ~10* copies/ug DNA)
TlEdH Db ODORIMERBOTN, Hifdl% 29 B H £ TR 2K TEMNER D biviz, Zoft, g8
L 1I~2 BRIRD ST A DGR BV EALIE, FLR (10° copies/ug DNA, #ffi%2 3 HH) . B&Y 3
B (10? copies/ug DNA, #2f@t% 9 H H &Y 10° copies/ug DNA, #7429 HH) . IGHEEY > )i (10?
copies/ug DNA, #fEt 3 HH) . 3 (10° copies/ug DNA, #fEit4 2 HH) Thol-,

4R HERBIZBIT DHEEOEK
FEHENTZERROLLFOMRE L0, B, AFNCEET 2 KNI OWTHREE ORI 20 &
Hr L 7=,

4.R1 AR OAEENGAITDOUVNT

HEE T, AROEERADTIZOWTU T X S ICHB LT3,

~ 7 A% WA RN A RBRIC I W TARANCH KT 2 DNA W7 D534 % 3Fi L 72 /558, AR 255
PPN L 72 B, AFI DA O KRS X BERR AL I OV DOUT R OFARKICBRE S iz, BEREERAL LIS OfH
M CEBE. B, M. %5 12 H DNA WEh OO 05880 DTS, RN L NV O Th 5 44H
L & R TRIETH 0 . RREFA 2R BB 2R UTe, SRS A O~ i L7z & LT
b AR A NV A TH D Z e HER - T2 Z & SEIFINICIHA T 5 LR S D,

BefgIL, HEEE OB A TR LT,

5. BUHRRICET 2EHEUOEEIZK T 2FEOHK

AR OmFEMERERE LT, ERGmIERBR KL OEIEFE AR MR O B e S iz,

51 HEHRESEERR
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AHN & - AR R BRI E G S TR W, AFIOEREIE GO (ArEFEE) 1
7 AT D IR N G- FEERER (CTD 4.2.3.2.1) 03%)]@?&5%0)%*%7% Al S Tz, AHIBE S
WX DT . AR EENC BT D, (KR B (+0.47°C) ZE0R30BH 5 TW5

52 REEGHERAR
AT, v~ U ACRT 2 REBANEGEERBAER SN (£ 13) o ERFTRIE, B5H
BLicBIT B RIEMEL T > T2,

#13 KEHSHEHRR

= i = VR A
A ﬁg Fe T (uﬁfdy) TR (ulildf) éﬁ&%ﬂ
6 JHfH]
Wi~ T A | (LEV3 G 3 E ) w oano |70V RE ER BEGELOERER - S ©
oy | PR ; 00 709 | T 70 42321
1R3E 28 HIH

a)  RUBRDHARTE 1. 22 X UV43 HIZ, 35 pl/site TLEAT O KBRIUEA & 5-

b) 10mMERFTU 75%[viw] A7 —Z 35mMEfLT MU U A ImMEEb~7 Ry T A 01% AU Y AX— 180, 0.l mM
EDTA KT} 0.5% [viw] =4 J —/LV&A K (pH 6.6)

c)  AKl (3.7X10"vp /70 uL)

d)  REBRBHLATE 22, 43 KON T74 BIZ S ¥ VR BICHHT D HUREEA N HER STV D

e) GBI OAE MR RIE D FED %ﬂfdﬁ\ INFESCHR (Toxicol Pathol. 2020; 48: 257-76) &% E 2. HGHEALORIED R L

TR THY . HEFHL tlbtb‘o A LRI TND
53 EEHERAR

AFNHN SN D ChAdOx]1 7 Z — TR~ DMIARBEZ Ff =72\ 2 LD . AAKlE AW =8 s
FMERBRIL I S TunRuy,

54 BAFMERER
AFNTEER TOFER D 6 7 H UL EflE S A RIS TIERWZ D RKFIZ W22 AR MR X
Ehi STV,

5.5 AFERAFEMERER

~ U RZB T DM A EEABRAE I (R 14) o AFEREICEY | BHEW KRR~ DR
6imu&) Eﬂfﬁﬁ)o 71:—0

15

* 14 AFERABEERR

R B B . IS . TR R TRITET
PR OTI AR R B (uL/body) 2P (uL/body) CTD
REEh)
ZHEHE L O IR 709 72 L &) (;%%
;mgﬁgiém || | T
PR Ol zgi e i 709781 | BE-BAVE 70 423.522
FAEW N REHED -
HERERABR F1 HAER F1 H4A 70
709 7L

a)  ZSBCHT 13 B, GEHR 6 KON 15 HIZ, 35 ul/site TAEA O KBRIUSER, 2% 5-

b) 10mM b RXFVr 75%[viw] A7 BE—Z 35mMEfbFT FU DA ImMEfb~ 7R T AL 0.1% AU VR — | 80,
0.1 mM EDTA KT} 0.5% [viw] =& / —/VEA4 /KKK (pH 6.6)

¢)  AHl (3.71X10"vp /70 pL)

d HAEREHAE 14 B, RKRdE 7. 1S KON175 H (mI@JF‘fﬂH#) KOS % 7 ) OV 21 BICRT 28, R 17.5 B GFEY)
BIEE) OBRIE. RO 21 B o F1 HAERIZBWT S # U =7 ISk 2 HREA DR SN TN 5

5.6 JRPTRIBMERABR
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AFN O JRFTRIEIE L, ~ 7 22R10T D RAEFH RN G mERER (CTD4.2.3.2.1) OfERD bRkl S 4,
KA GEBALIZIEIENED & D E D RIEN RO TN D,

5.R BB 2B EOHK
FEHSNT-ERE OLA OGS L0 #iEIEL, AFOFMEICREB ORBIZ /2 &l L7,

S5.R.1 AEFEME~DOBEEIZONWT

AT, AFE G X2 AT O YR ~DHEAL Y A7 IZOWTHBZ RS, PEEEIILL T O X
IR L7z,

— T T ) TANARY Z— 3G G R~ OMIAZRE (RLAGHERE) ZR7-7enizd . JE
ABTIDR g 22— L XN TWBHD (Nature 1997;389:239-42) . BAEDT T J U A VAT X —Z FHn»
7= in vitro FRERSC in vivo iR T, TREERHUMIAE, FIRERMIE, RS IV, ([KEE (1Xx107
~1X100vp M) TIEHDHHEDD, TF ) A VAT Z—DNA OYEOAR~DRIABZ DR E ST
% (J Virol 1999; 73: 6141-6, Proc Nat Acad Sci USA 2005; 102: 13628-33, J Gene Med 2008; 10: 1176-89, J
Virol 2005;79: 10999-1013) . L22L72223 6, AFEMIIZOWTIL, 77/ UA VAT Z— 3k 1-Hifa
G L7222 & (Exp Cell Res 2006; 312: 817-30) | A AHAIRIZ Y 2 N RICITAEAGA £ 700
Z & (ProcNat Acad Sci USA 2007; 104:2596-601) ., FEHEAIZHK G L THRMA OB IZ~Z % —DNA 1%
REI NN & (Fertil Steril 2008; 89: 1448-54) | K OVFEENRINICEE G- LT INEERIAIZ R L 72
Z & (Gene Ther2003;10: 580-4) 2A#E ST\ 5, £7-, &M PCR L (GEE FFR @ 50 copies/reaction)
ZHWIZARNGARER (41 EHSR) Tk, KA 3.7X100%vp/~ U R) OFFRNEGIZIY . AAlH
kD DNA W1 O o3 A I XHEREA iR RSB - JRBE) CREBRMMARMG CTh o722 & ROKRHIORGLE D A
JL AR EEAEI 300 vp/ifu P THD Z EEEET D E. ARINTHRNEGIZ X > CTEMEHZ L, £
FEARRCIZ G35 V) A 7 3D TIRWE B 2 5, LLEZRENE 2 D & ARAIFGIZ X 2 ERa o etk
SORIAB Y A7 ITRBO LNRNEEZ D,

PRI, HESEOMIAZ TR LT,

6. AMEXFRRKOBEET 200k, BRREERBRICET 2 B CITHERIC 1T 2 B E ORI
6.1 AR FRAER K O'BIE 5 ok

PBRE DR— R T A RO TGRS ORI BT, MG OHX 7 LA & v X7 GHR N ELRLF
FHEZANTZA LT AT I RE S, TR ORHEIZ VT, HBRE omiET oS ¥
YRTBRIRR S NTF T vy 7 ABKATEIRICE, PRPURR S 2 — R A )L A XE SARS-CoV-2 DE
o A LA (Victoria/1/2020 ££) Z FI 72 HAIERBRIEIC L 0 JIE S v7z, £ 70, MfarE e O FEmic sV T
BB OIMFR L 0 ARy I HEAZER 2N 3B <AL, Thl YA ~ A > (IFN-y, IL-2 )2 (X TNF-a) & O Th2 WA
N4 v (IL-4 JOVIL-13) 25HIRAN YA B A Qe iz 0 | IFN-y 23 ELISpot ¥EIZ & 0 lE S iz,
COVID-19 O 7 A )L AR 72 FE AT 121X RT-PCR {530 E TMA IER AW BT,

12) BRI WA O T A L AR 81T 4.0~6.0X 10" vp/dose, 7 A VAL 7 A= B —HE 2.9~4.7 X 10" copies/dose TdH > 7=
(CTD 5.3.44.1) .
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6.2 FRIRIKHEARR
AHFHICRW T, EARSERBRII I S TR,

7. ERERMIAEZIME R OERRE R 2MEIC BT 2 BRI N IC BT 5 B E O
BIWE R OV RV BI T A RIS R LT, £ 15 IR TEN 1 3RO ki & O 4 350 RS AT
DOFERNEE SN, BB, TG EN-RBOMIKIZ TRIIEXR 28D LB TH 5,

#15 ERRR FHliER) O

T it I R4 PiE pogss HAEA L% Ak i AR B RY
(FEfti[=)
ESkg)] D8111C00002 I/1 18 kLA | | AHIHE - 192 4l AHK (5x10"0vp) AR | otk AR
{235 N 7B REE : 64 5 BKE 4 REORREE R | PE, S
VN 2 [BI I PNIS BERR
st COV001 7B, - 18 LA L | A 1 [BIHEFERE : 1834 B 7.12,7.1.3, 721 OV 7.3.1 | Hahik, 24
COV002 75, AFK 2 [BIBEERE - 11977 61 HEMW P, SasE R
COV003 3B} O° ISR U 7 F o 1 [Bl4ETE
COV005 R D BE - 1762 44
PFE R BENEISE U 2 F o 2 BB
ERED 7 F o+ 75 wRE
FEEE © 10200 51

BERER Y 7 F o ¢ 4 MBERA AT Y 7 F
WEAMIFG FRATIC DU CUIT BRI A & Tk L 72,

FRBRIZB W T SN AFIORAI R OHE L~V % 1.1 THE 55 18T, KB COFA AT D5
& ENTHREREOPWBRE 1X, AF 2~5X10"0vp) ITHHRIE (BEMKE U 7 72 ATAEBEHEAK) O
TN O | R T 2 RIS EIEAICHI 0 M b e, BREMENT TiX. AH 5X10"° vp L%
NERIERREZIEERE (SD) & LT, 2X10"% vp, 22X100 vp XiF2.5X10"° vp Z#{KHE (LD) &L
THRY -7,

7.1 F1/THERER
711 EWNSE /T3R8 (CTD 5.3.5.1.1 : D8111C00002 FABR, MBI 2020 4 8 A ~FEjfih, T—&
myz A 20f)E s R r G, 20215 B8 Gamsn)

18 % LA oD H AR Nt N (E AR 45 256 1] « AAIRE 192 il, 7" 7 B ARRE 64 ) &G, AH D
Tt BRMEROGEREEZRHT 22 2B E LI EBIEALEER Y 7 & A IR TRE M b
RERAEN 5 ik CEETTH D, B, TR TOWBRF IOV THIEHEREL 56 B ONPEsE TR T
TRy AT LI,

Ak - AR, IR ORAI 5X 1010 vp SUSAEBRIEK) %, 48R T2 B (2 [\ B #RER S OFFE
WX E2 B), HANERET L Z & &S, RBRICIE, FMoR7es 2 o0akr—h (ak—hC
(18~5573%) ., =2A— b D (56 &L ) MEESIL, 2R — FDIZIE, 2 20% 7 akr—h (7 akr—
kD1 (56~69 %), Y7 =adm— kD2 (70w 1)) MEREI NI, HBREIX, FakR— MIBWT, K
FIHE L 777 B AR 3:1 OERTHRID AT bz, 7o, @ — F D TIXHINFHZER (D1 XX D2) 28
Jgt L CTHEBIN:,

VR B b STz 256 BIARBNZ /D72 < &b 1 ENRBREENERE S v, 26 (28— C GF 128 #il, AHIEE
96 B, 77 wAEE 3261, LLTREIA), =24— kD (G128 1, 96 fil, 3261, 5 HH7=m:— kDl Gt
86 f5il. 656, 21 ), Y7 = — k D2 (G 42 %, 316, 11 %1))) 73 Total Vaccinated Analysis Set (TVS)
LN, BEMEDITRIEER & STz, £D 5 b KRERO—FFflir (12iR) AT AL S, T8
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$KA 2 [BIEFE L, BEEARBR AR Ol 7 < | PIEEEER 56 H £ TIZ SARS-CoV-2 X7 LA
7 RHURIZH T 2 PURINE (RN—Z T A AMEIZHT 5 4 (5L OGN R5) 23580 bniemno TR
FEE 61 Bl (mA—F C:276], 2AR—FD:344] (V7 ak—bkD1:226], 7 =axm—FD2:12%l))
FEOTZ7vREE204] (24— C:96], 2/R"—FD: 116 (V7 ak—+DI1:8%], 7 ak—hkD2:
341)) M EMEREANTE B O EEMENTIZ VD Fully Vaccinated Analysis Set-1 (FVS-1) & &7z, G5
O 2 A B OFEfEZ TR L2 BRE 1T, ak— b C T 14 6] CRAIRE 12 6. 77 vREE2 61 (LLTFFIE) .
AR — IR P (S BB L7 BR o Pkl 12 Bl & de) . 7 3k — DL TS @Bl 1Hl Wb
B A — W B2 L PR L 72 BR o R Ik fl]) . Y7 aR— h D2 TOBITHh Y, IRBREROBR & F 1k U= H#H
FNTNHEREDOMHETH ST,

FIE IR DN T, SO FHE T, T X CTOHERE OY)EHEfE% 56 B £ TORERIET — & % 33
frpric a5 vEch o ety i ol =1 R . Lt Ay s 27—
RRFENHEETHEME L TWD COV002 R (7.2.1 IHSM) TRELL-EERAEFRICET LM
F =B OFAM D T2 DI — RN W Stz 2 & 2% T ARNHR D 2B — I P s, BN
D8111C00002 &k & 2020 4- 9 A 7 H~2020 4£ 9 A 30 H £ CTHWr= 7=, HWrBisaRE A (2020 49 A
7 H) FTIZ 99 BIOYERE ~OBFENBRLA I T e, BARIZE T B ARHKI OFFEAM M OV FE R G REH o0 3
NAEBET D712, RBRER % ST LA oS B~ Tbn GalrsistmsEs |k 20
A ) o BETROMATEE TIX, EEITICIX FVS-1 205 28 L L, E7o, BRI
Z 2 [MIBEE U, JRBRSEMGHEE D D O EER RN 72 o T ARKIRE 174 6] (24— b C: 83 %], =k —
FD:91%l (7 am—hkDl:61%l, 7 amk—hFD2:30%)) KOT7vAREE60H (2h—hKC:
290, aAR—bFD:31 6] (7 =amRm—FD1:20%], 7=k —kD2: 11 60) MBEEREMEFHEEE O
BIAEHTIZ VY2 Fully Vaccinated Analysis Set-2 (FVS-2) & Siu7=,

FEIFMEER & Sz 2 B H % 28 H O SARS-CoV-2 D S # L /37 BT 5 R 5 1gG Hifk o
JIREFR (R—=RA T A 2D 4G EOPURM BB SN gEBRE OFIA) 1%, FVS-1 XOVFVS-2 128
WT, AR —F C LU adR—F DOTXTOERARET 100%, T XTHOTTERET 0% TH o7,

2 [ HEEE% 28 HOY 22— RUA LA Z W7o RFUA S HTEIZ LD SARS-CoV-2 (253 2
RIREF (R=RAT A 0D 4 EFL EOFURM LA b= gl oF1E) [l 95%CI : Clopper-
Pearson {£] (X, FVS-1{ZHBWT, @R — bk C TIEAHIFET 63.0% (17/27 ) [42.4,80.6] . 77 t&HR
BET 0% (0/9%1) [0.0,33.6] THVY, =dh— b D TlE, ARARET68.8% (22/32 f51) [50.0,83.9] . 7
ZRREET 0% (0/11 #1)  [0.0, 28.5] TH 7=, FVS2 IZBWTiE, 2adh— kb C TIIAAIRET 67.5%

(54/80 f5il)  [56.1,77.6] . 77 EAREETO0% (029 #1) [0.0,11.9] THYH, =A— b D Tk, AKHIHE
T 57.0% (49/86 f5) [45.8,67.6] . 77 ®ARET0% (0.0316)) [00,11.6] TH-o7=, F7=, FVS-1
N OVFVS2 2B o PRl oHER L, £le DBV Zo7,

20
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£ 16 aF— bRID SARS-CoV-2 iZHf 3 B FFPUEMlOHE (v 2— FUA LR ERWEHRAGFESHE. FVS)

W E il 75 bR
IR 4] ak—hC ak—hD | $7ak—F | $7ak—F B3 B3
D1 D2
FVS-1 (EZEMEHT)
N 5115 27 34 22 12 61 20
T4 GMT 20.0 20.0 20.0 20.0 20.0 20.0
[l 95%CI] - - - - - -
#lal L 25 33 21 12 58 20
Btk GMT 71.0 67.1 69.0 63.7 71.2 20.0
28 H (il 95%CI] [48.9, 121.2] [44.8, 100.4] [40.6, 117.6] [31.1, 130.6] [53.1,95.4] -
218 H E 27 32 21 11 59 20
ik GMT 83.7 122.8 123.0 122.2 103.0 20.0
28 H (il 95%CI] [57.9, 120.9] [83.3, 180.9] [73.7,205.4] [61.3,243.4] [78.9, 134.4] -
FVS-2 GEAEAT)
_R— = %k 83 91 61 30 174 60
FA GMT 20.8 20.0 20.0 20.0 20.4 20.4
(i8] 95%CI] [19.2,22.6] - - - [19.6,21.2] [19.6,21.3]
wlE]l T 75 85 56 29 160 58
HefE GMT 67.3 46.1 44.6 49.1 55.0 20.6
28 H [ 95%CI] [50.7, 89.2] [36.6, 58.1] [33.3,59.8] [32.9,73.3] [45.9, 66.0] [19.5,21.7]
2 \H %k 80 86 58 28 166 59
it GMT 107.3 90.0 101.5 70.2 98.0 20.0
28 H [l 95%CI] [84.2,136.7] [70.1, 115.6] [74.3, 138.5] [45.6, 108.1] [82.4,116.5] -

LEMEIZOWT, BIEMIIU T LB & anT-,

o FEAEHS (BIKK)
B R, RS, SR, 18
B HEEIZ K 0 INE)

o JERFEAEFSR  IRBEYIRIE ) O R iR 28 AH]

o HENAFEFZRLOER T NESHERS RPN ) & Rofd $eflite 12 0 A

TR

JENIEN N

Am\‘[:‘&wu@uj:) )

RFT GESHEBALAIR, ALBE/FEAR, IR, IR K O MOl (GEE
D RBREEA)A] K O 2 (8] H R 7 HE (B

0 [HRMAEMEDOR—RAT A b0 LE Rl 28 HiF (W% 7. 28, 35 &TV56 H)

FEAFEERIIOWT, FHERFOBIZHIH ITIGBERARE% 7 B GF8 HH) & SauTunien, #E
REICED R B Y | IR 6 B GE7 BRI 2SRl S 7z,

TVS IZHBWT, TRBRIEA RIHEFE 6 AR LICREAFEFRER 17 1077, £7o. IRBREME
X% 2 [B1H#EE% 28 AT 2 BILL BICH B U 7 R E A H R OVEBREE & ORI RBR A &E TE 722

FHHEED

WHEREAEFREE 18-1 LU 18-2 ITRT,

21

A

ALT Y TRHET A b T E R AE_HHIARIC R it

EN




£ 17 HBBREYEKRV 2 B B #fHE% 6 HBOREFEEFES (TVS)

ak— b C 2R — kD P 7 =k — bk DI 7 =R — kD2 EXES
EN 77&R EN 7R EN 77AR AH 77R AF 77EAR
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)

SRPT (MIlelERf)

(N=96) (N=32) | (N=96) | (N=32) | (N=65) | (N=21) | (N=31) | (N=11) | (N=192) | (N=64)

HEFRRAESE | 64 (66.7) 3 (9.4) 36 (37.5) | 1 (3.1) 30 (46.2) | 1 (4.8) 6 (19.4) 0 100 (52.1) | 4 (6.3)
HTEE/F R 0 0 1 (1.0) 1 (3.1) 1 (1.5) 1 (4.8) 0 0 1 (0.5 1 (1.6)
ER] 52 (54.2) 2 (6.3) 33 (344) | 1 (3.1) 26 (40.4) | 1 (4.8) 7 (22.6) 0 85 (44.3) 3 (4.7)
JER 1 (1.0) 0 0 0 0 0 0 0 1 (0.5) 0
ARG 3 (3.1) 0 1 (1.0) 0 1 (1.5) 0 0 0 4 (2.1) 0

JipT (2 8] B #5HR)

(N=84) (N=30) | (N=92) | (N=31) | (N=61) | (N=20) | (N=31) | (N=11) | (N=176) | (N=61)

TSRS | 22 (26.2) 2 (6.7) 19 (20.7) 0 13 (21.3) 0 6 (19.4) 0 41 (23.3) 2 (3.3)
RBEER |1 (1.2) 0 0 0 0 0 0 0 1 (0.6) 0
JEIR 30 (35.7) 2 (6.7) | 30 (32.6) 0 25 (41.0) 0 5 (16.1) 0 60 (34.1) 2 (3.3)
JEIR 0 0 1 (1.1) 0 0 0 1 (3.2) 0 1 (0.6) 0
ARG 1 (1.2) 0 2 (2.2) 0 1 (1.6) 0 1 (3.2) 0 3 (1.7) 0

5 (FgERE%)

(N=96) (N=32) (N=96) (N=32) (N=65) (N=21) N=31) | (N=11) (N=192) (N=64)

FEEL 15 (15.6) 0 4 (4.2) 0 3 (4.6) 0 1 (32) 0 19 (9.9) 0
HEE 25 (26.0) 0 13 (13.5) 0 10 (15.4) 0 3 (9.7) 0 38 (19.8) 0
1 P 42 (43.8) 3 (9.4) |26 (27.1) 0 23 (35.4) 0 3 (9.7) 0 68 (35.4) 3 (4.7)
I 97 37 (38.5) 4 (12.5) | 17 (17.7) | 2 (6.3) |13 (20.0) 0 4 (129) | 2 (182) |54 (28.1) 6 (9.4)
SER 33 (34.4) 2 (6.3) 15 (15.6) 0 14 (21.5) 0 1 (3.2) 0 48 (25.0) 2 (3.1)
16 B 49 (51.0) 1 (3.1) 18 (18.8) | 2 (6.3) |15 (23.1) | 1 (4.8) 3 (9.7) 1 (9.1) |67 (34.9) 3 (4.7)
T 5 (5.2) 0 4 (4.2) 0 2 (3.1) 0 2 (6.5) 0 9 (4.7) 0
g 3 (3.1) 0 0 0 0 0 0 0 3 (1.6) 0

25 (2[5 Q%)

(N=84) (N=30) | (N=92) | (N=31) | (N=61) | (N=20) | (N=31) | (N=I1) | (N=176) | (N=61)

FEEL 2 (24) 0 1 (1.1) 1 (3.2) 1 (1.6) 0 0 1 (9.1) 3 (1.7) 1 (1.6)
EE 0 0 1 (1.1) 0 1 (1.6) 0 0 0 1 (0.6) 0
7 P 14 (16.7) 3 (10.0) | 15 (16.3) 0 13 (21.3) 0 2 (6.5) 0 29 (16.5) 3 (4.9)
T 13 (15.5) 3 (10.0) | 6 (6.5) 0 5 (8.2) 0 1 (3.2) 0 19 (10.8) 3 (4.9)
SER 14 (16.7) 4 (13.3) | 3 (3.3) 1 (3.2) 3 (4.9) 1 (5.0) 0 0 17 (9.7) 5 (8.2)
S 12 (14.3) 2 (6.7) 7 (7.6) 1 (3.2) 5 (8.2) 1 (5.0) 2 (6.5) 0 19 (10.8) 3 (4.9)
T 0 0 2 (22) 0 1 (1.6) 0 1 (3.2) 0 2 (1.1) 0
g 0 0 0 0 0 0 0 0 0 0

N=fiEHT S5 %%, n=FEEAHI%L
& 18-1 JRBRIEMIEINIX 2 [B] B 5/ 28 ARIC 2 BILL FIC BRI L - ERrEF EES (TVS)

F84, ak—FC 2R”—FD #~7ak— | DI #7 ak— b D2 B
PT AF VAN ARF 75 R ARFH 75k AH 758 AF 758
(MedDRA/T | o) n (%) (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Ver.23.1)
(N=96) (N=32) (N=96) (N=32) (N=65) (N=21) (N=31) (N=11) (N=192) (N=64)
AR 8 (8.3) 0 3 (3.1) 0 2 (3.1) 0 1 (32) 0 11 (5.7) 0
TEFHAAETE | 8 (8.3) 0 0 0 0 0 0 0 8 (4.2) 0
7 P 5 (52) 1 (3.1) 1 (1.0) 0 1 (1.5) 0 0 0 6 (3.1) 1 (1.6)
IR _E5 5 (52) 0 0 0 0 0 0 0 5 (2.6) 0
T 4 (4.2) 1 (3.1) 0 2 (6.3) 0 0 0 2 (182) | 4 (2.1) 3 (4.7)
2Rk 3 (3.1) 0 1 (1.0) 1 (3.1) 1 (1.5) 0 0 109.1) | 4 (1) 1 (1.6)
i YR 1 (1.0) 0 1 (1.0) 0 0 0 1 (3.2 0 2 (1.0) 0
JaJre 2 (2.1) 0 0 0 0 0 0 0 2 (1.0) 0
5K 1 (1.0) 0 1 (1.0) 0 0 0 1 (3.2 0 2 (1.0) 0
P 1 (1.0) 0 1 (1.0) 0 1 (1.5) 0 0 0 2 (1.0) 0
Tl 2 (2.1) 0 0 2 (6.3) 0 1 (4.8) 0 19D |2 (1.0 2 (3.1)
SHF 2 (2.1) 1 (3.1) 0 0 0 0 0 0 2 (1.0) 1 (1.6)
TSR BE 0 0 2 (2.1) 0 2 (3.1) 0 0 0 2 (1.0) 0
[ e EEE 1 (1.0) 0 1 (1.0) 0 1 (1.5) 0 0 0 2 (1.0) 0
LEFEDS 1 (1.0) 0 1 (1.0) 0 1 (1.5) 0 0 0 2 (1.0) 0
9 0 0 2 (2.1) 0 2 (3.1) 0 0 0 2 (1.0) 0
N=ffbT G545, n= 8BB4
22
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182 JRBRIEMIEINT 2 B B HEFE% 28 HMIC 2 HILL LIz B L e lRE L ORRBERETETERWIFREAEFS (TVS)

HRLY ak—hC a7/ — kD 7 ak— b DI P 7 ak— D2 ERS

PT AF 758 AFH 75 R AFH 75 R ARFH 75 R AFH VAR
(MedDRA/T | o/ n (%) n (%) n (%) 1 (%) 1 (%) 1 (%) n (%) n (%) n (%)
Ver.23.1)

(N=96) (N=32) (N=96) (N=32) (N=65) (N=21) (N=31) (N=11) (N=192) (N=64)

R 8 (8.3) 0 3 (3.1) 0 2 (3.1) 0 1 (32) 0 11 (5.7) 0
SRR | 8 (8.3) 0 0 0 0 0 0 0 8 (4.2) 0
7 PR 5 (5.2) 1 3.1 1 (1.0) 0 1 (1.5) 0 0 0 6 (3.1) 1 (1.6)
[i%i1 4 (42) 1 (3.1) 0 2 (6.3) 0 0 0 2 (182) | 4 (2.1) 3 (4.7)
5 3 (3.1) 0 1 (1.0) 1 (3.1) 1 (1.5) 0 0 1 (9.1) 4 (2.1) 1 (1.6)
R - 4 (42) 0 0 0 0 0 0 0 4 (2.1) 0
T 2 (2.1) 0 0 1 (3.1) 0 1 (4.8 0 0 2 (1.0) 1 (1.6)
SER 2 (2.1) 1 (3.1) 0 0 0 0 0 0 2 (1.0) 1 (1.6)
TGO ALBE 0 0 2 (2.1) 0 2 (3.1) 0 0 0 2 (1.0) 0

N=AFAT 6 B, n=FEBLFEL

ERIEREAEFR (RARESULT 7 B AR CRIATIE D 5% E) 13, AFEETER 11 41 (5.7%)
Tholz, Bk % 28 HE T, LR PT ILICE -7 FEFGIIRO LN o Tz, EERAES
RII7 7 VAR 1B (FEEM ERIERR) (IS0 b2, IREREE & ORRBRIIGE S,

712 ¥EAVE T/IAERBR (CTD 5.3.5.1.2 : COVO01 RBR, FEHHAR 2020 4 4 A ~EfE )

18~55 i DREREN &5t G, AFISUIMIERE Y 7 F 2 2850 LB o 2e et s 5k & OVE 2k
R 5 Z L2 BRI E LT EEA L E RGBS, S 7 Mgk (2020 4F 11 ABES) CTEiH T
oD, PREIL. 3 A IR BRI W TRAIRE E REIEKRE Y 7 F U BRIZ 101 ORETE 1T b,

it m e R CofjE | P T OB THEE St Mk - AR, AH 53100 vp
Z 18] (SDHE) X 21[E (SDSD #f) . AHI 5100 vp (X 2.5X100vp #45 1[0 (SDLD #f) . # L <
IR E Y 7> 05mL 2 1 BT 2 [, fHRANERET 222 L L3, R19DLEBY ThoTz, 72
B, 4 BEOPRI L, IRBRREERES 24 BERIC D20, 7B N T X/ 7 =2 1,000 mg/[E1 % 6 BEfE] Z &1
ARG T 52 LRI, KXRBREZ SRR, £ 19 IZEHO i - AEICESWTHFE X
UMiAT S 417,

Astigtmoiai st mES iR Qo i PP ETOEEARLENEE 1.3 HIZ
~LTz,

LEMEIZOWT, FAlE LTI R TOWBRE ICE W TS A2 IUE L, FEAEER KO E
HAEFESETETH 2L L SN, 7277, 26, 2g. dc KON 4d BEOBEBRE I DWW, 155K 2 [ B 42
F%IIBRE AR a2k L2 & & anr,

2020 4= 12 A £ TIZ 1,067 BN EAEZAL Zdu, 1,067 i (SD B 116 5], SDSD #f 386 i, SDLD #f 32
B, BERSREE D 7 T2 1 [BHERERE 121 B &% O 2 [EIBERERE 412 f) (ZIRBRIE SRR STz,

2021 4 3 HIReC L ARBRITAESE T 5, AR Y 9], ARBR ML U CREAM S 41 2 BHEICTd - 7228,
FhRlaa oA NVADORYT I v 7 BRARICHER DO H B IRPLUZBN T, RAIOAMNMEZ L0 BN
iRy SRR ey (S v Ay TETIVARETE YONNSE SN TR el B |
H P A ROOFEfpT oL i Cofj s I | R ORERT ARBROT—
2 H P RATIZE O ARPBR B OMEAT IXFBRAE TR T & U CoEid 2 3 AT S vz,

23
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£ 19 COV001 RERLAEDIRRIE, BEHERERLTHEH
. R e L] SD/LD” - ¥ 5
fits TRBRE, R (i) D ERELIEE EE6)
.| 1a) A&HI5X100vp, 1 1] SD 44 14 N o
U ) kT 2 7o - 44 0 AL
2a) AFH|5X100vp, 1 [0 SD Fx K 206
2b) BENRKRE D 7 T2, 1 (Al - - e K 206 5]
8 iR 2a DYERED S 5
20) AH 5 X101 vp, 2 [ (7~+14 1) SDSD K 20 i
2d) AFH 5X10" vp+ A 2.5 X 8 i SDLD 2a DEEFEDH L | HIAR A=
o [100vp, 4 L FI (-7~+14 A) K 3249 3 BEORIEITIED R
s e . 8 i - b DWEEHRED 5L | BEE X 2e~2g BEDNBN
2e) MBRET 75,2 (-7~+14 H) 5K 10 4 aniz (113 8ZH)
2f) ARHKI5X 100 vp+AHl 3.5~6.5 4L E SDSD 2a DPEBRED S H
X 10" vp, £ 16 (Cx 228D fe K 154 6
i e C oo 43 E - 2b DWHED S5 H
29) BRRAY 77>, 2 B (CEBLEGRL) 5K 196 b
‘ 0 478 2 [ O S s JME D T
3BE | al) AKI5X10"0vp, 2 [A] (T~+7 H) SDSD 10 1 i (GEREME5 (L )
4a) AH 5%100vp, 1 [H] - SD e K 290 5] S5 S b
; KE N = L N
4b) REERE D 7 F 2, 1 - - HI‘j( 290 fﬁlJy 3 BED S EE DR A
ape |40 AFISXI10vp+ AR 3.5~65 4L E SDSD Y OBREDID |\ ek 5 g BER O 4d BE
X 10" vp, 4 1] <T“é°4éﬁ73ff'< ) = Oi;\%z;;f{ | EmERE (113 55
R o © oo b - g ? &)
4d) BRI 7 F .2 1 (CEBEGRL) X 290
a) SD (AHI5X10°vp) . LD (AHI2.5X10" vp)

7.1.3 #ESME T/MAHRBR (CTD 5.3.5.1.5 : COV005 3RBR, FEhEHIRE 2020 4 6 A ~ElE )

18~65 E DREFE N XIE HIV BPED BN % G, AAIUT T T B AR 2 Hefd LI BR O 2k, g Jiv:
KOEIMELZTMT 52 L2 HE Lz, BIEALL_ESR Y 7 B AR 7 7 U 4 fE
D 10 fiigg (2020 429 HIFR) TEMT TH D, #HBREIT. SRV TARARELE 77 BRFEC1: 1O
HRTHID T b,

et [ Coll = Bt OB THGE S A - R A 5X 101 vp
ATAEBAEHK 0.5mL Z 2 [B], 4 HERECTHANER T 2L L3, 200 LB ThoTo, AR
EETOFAMNTIX. K 20 IZFEHE O A - AHREICESW TG KO S 7z,

#£20 COV00s RBREEOEMME, BRE, BEHREZRCEN

, e - BRI SD/LD ® = ,
pis PR 5 TRBREE, PEFERI%L () 1 BRI e H#
B HIV PR | AH] 5X 100 vp T AR A K, 438 SDSD 70 4 Tk, ERME
2 (-7~+7 H)
2a Bt HIV [EPER N | AFI 5X10'° vp T AR AKX, 438 SDSD XIZ 250 {4 BowE, wARVE
2 [H] (-7~+7 H) LDSD SR
2 B HIV [EPERE N | AH] 5X 100 vp T AR AT K, 438 SDSD X i& 1650 Fhtk, etk
2 [q]® (-7~+7 H) LDSD SR
N HIV BPERR N | AFI 5X 100 vp T AR AKX, 438 SDSD " LAk, RN
3R e (T~+7 B) 100 31
a) TARTOWBRENARE SD 2SN TETH 720, VA NVAKRFREDOERMEOBYICEY, MIHoO—EOWERE (44 41 : 2a
RES B, 2bFE36 ) TILSD (5X100vp) Tix7e< . LD (§92X10°vp) MM SN, FOMER, AHRBRo SDSD LM D 5
He 2aBED B & 20 BED 15 Hl1% LDSD 28 Sz (111 A OV 1.5 HBR)
b) iEsEiEE e i< so B e 100 I~ZEE (113 HBE)

wagatmonpEfdmEs i cofjE= 0 Pt FeorERsENEE 113 BIOR

L7,
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LRI OWNT, TRTOFERE TN THEIRE HEEZIUE L, FEAFFRLVIEREAEF L%
i 5 2Lk anT,

2020 4F 12 A £ TIZ 2,026 BN HEIEZA{L X4, 2,021 #] (SDSD #f 937 5], LDSD £ 21 4, SDLD #f 23
i, SDEE31 B, 7T B AREE | EHERERE 27 IR OV T B AR 2 AR 982 ) ITIBBREE N DR &b 1
AR S iz,

2021 A7 3 H IR T ASRER I TMkRE T Td D, BIAG 1) ARRERITIMSL U TR S 4L 2% FHE T o 7278,
FHlaaF A NVNAONRT Iy 7 BRI DD H DRIV T, RFIOF ML X 0 B R
A5 LaRME LOramasaiE s (TR EsR) | enEimtmEEs e o)« o
B o) rovrasmrositiratmEs i ol =) a B e orsT. KRB0 F—
B OFAINTIC G O, ARBREA OMT IZERAE T R RN & L CEM 2 3HmIcE T Shi-,

E, DREAESDOEELEZR L, KAIOREZRIE R OHE )T D SARS-CoV-2 D2 BER DT
MR A RS 5 H AT, TORME ST e 72 RfENT (DCO1) 23 FEhE S 47z (TR2.4 THESH) |
feprix, 20 =0 P evsony r AT F—2IESE T4y b Y —F—RT U FREDT
FrF—LBFEmL, ML LT — 2 ZeME=F ) VI EESICKY, BT —F Ty A TRERT
BoNE-AIERUEEROLENT — 2N L Ea—SNT, U7 F Ul - - % % 5
KFTRTOREBRAR Z v 7 JOBERE 1Tk L TERDPHER STV 5D,

7.2 FI/MAAFRER
721 ¥ESMVEI/MARRER (CTD 5.3.5.1.3 : COV002 3Bk, FEhEHIRE 2020 4 5 A ~ElE )

18 i LA EOERE A S O 18~55 5% 0> HIV &Y & RG2S, ARAISUIMIERE T 7 F o 2 Bl L 72 B
DENE, ZRMERORERMEZ T 5 2 &2 B E L BEA (L e R RGRER A, E 21 fik
(2020 4% 11 HFFR) CTERT TH D,
et [ ol =8 B D) oREETTRHE St R - HEIEE 21 0L Y T
B O RRBROBEFERIZIT 1~ 12 ORI N, 2B, 4, 6, 9 KON 10 BEOBERE 1T, 1GBRIERFE
%24 WEEIC D720 . TR RT X 7 22 1,000 mg/lal & 4~6 K] Z &2 (ReKEF 4,000 mg) R O#& 5T
D ENER SN, ARBREES0ROFAMITIE, £ 21 ICREO R - BRICE SO THRFE RO S
77

wagatmonpEfzE sy R collE= 1 Bt FoormEasENES 113 IR
L7,

HAAMEIZOWT, 1, 2, 3, 5. 7, 8, 11 KON 12 FEORHERE WL N 4, 6. 9 KN 10 FEOWERE D—
(4 X6 BEIZENE VAR 1,000 B, 9 KON 10 FRIEXZALZHUK 500 i) (23U THEBRT H 354 IR
L. HEAEFRL OB ERFEFREZMET5 28 sz, 1, 2, 3, 5. 7. 8. 11 XV 12 OB
Flx, FEAEFRLIRBREA RS 7 AR, R EA HEFR A IRRIEA B % 28 AMME 5 2
L LINT, 40 6. 9 KT 10 FEDRK 3,000 BT, FrEAEHFR M OEREA FFRILITIRBREES [
%7 AMORRET DL LI,
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#F21 COVon RBREEOEMAS, HRE, BEWREZKTCEN

P D/LD @ IR
M| B BRI, BRI (i | SDLD® | HEEE Ay
) il %
al) A% 5X10"vp (Abs 260) 2,1 [a] LD 30 {5 56~69 HEDEMICIIT DMK
a2) WK T 7 F 0,1 - - 10 {3 o,
a3) ARHKI5x10"vp (Abs260) 9+ 4Ll E LDSD al OFERE | SHNTARK 3 FREE A 1 [BIXE 2 [
#13.5~6.5X10°vp (Abs 260 fH1F) (C&xn72 D bigk | BT 5 4 SORFRERE (1al, 1a2, 1bl,
DS FEQ) 30 {4 162 #) (CIEfEAEIF 3:1:3:1) L
.~ 56~69 5% D 4L 22 OB | T RO PRI R 2% T
[LUN ad) BEEREDY 27 52,2 [ (Cxn72 DS bk | EROBEREICEELEN TSR T
FEQ) 10 51 WAL, DTG 2 [ O 5%
bl) AFI5X100vp (Abs260) »+ A 28 H LDLD i fihE (123, la4 #) ~B1T L, AH SD
I 2.2X1010Vp (quR) 9, &1 [\] (+14 H) 30 T R (BATRTOEUT T IS
R i 28 11 <) O 2EEOEMAEZ T (hE
b2) BERERKE Y 7 F 2,2 [H] (+14 H) 10 41 ;,@ng@%gg.ﬁﬁ)o
al) AR#|5x10"vp (Abs 260) ¥, 1 [H] - LD 50 {5l 70 BLL ORI T D RN K O
a2) BEREREY 7 F 2,1 1A - - 10 4 ol IR,
a3) AHK|5X10""vp (Abs 260) ¥+ A 4Ll E LDSD al OHERZ | HANIARFIS T REEZ 1 113 2 [\
#13.5~6.5X10"vp  (Abs 260 #ii1F) (c& 3l D5 bk | RS D 4 SOBERE (2al, 2a2, 2bl,
b % 18 JH<) 50 4l 202 BF) ITHEEAFEREINT 5:1:5:1) L
2 Bt 70 kLA Lo 4L a2 DWERE | 7o. SeIEHMED PRRIFE R 221 T 1 A
BN | ad) BliERE D 2 T, 2 (CxBE D5 bk | B OBERREC M EA BT ST
FES) 10 441 WIBRE 1T, WL 2 B OHE
bl) AFKI5x100vp (Abs260) 9+ A 28 A LDLD : FERE (223, 224 £E) ~BAT L, AHI SD
#12.2%10"°vp (qPCR) ©, % 1 [A] (+14 B) 50 XiFe g (BATRI O FMF T Ic S
R i 28 H <) O2EEOWEEZ - (R5RE
b2) BERKE T 7 F 2,2 6] (+14 H) 10 441 st [ o .
s~12 % aD AF2.5%10° vp (gPCR) 9, 1 [A] - 30 i INRTOREM, fEENE
- i ¥ o PR SR | R 2 I :
3HE INR a2) Bl Y 7 F2, 1 [l 30 1 fﬁﬂfﬁzbiﬁ,miﬂﬁ IEAEZ S (1
. LD SSON
al) A#I5X10°vp (Abs 260) 2, 1 [A] 1775 {4
s g ek . R
a2) BHIRRE Y 7 F 1 [l 1775 1
bl) AHI5X10"vp (Abs260) Y+ A (518455) LDLD %?f;%fﬁ BHRIDH B, 18 5L LOEMIZ 1T
F2.2X10"vp (qPCR) ©, % 1[0 50 fil LKA SD & xtHEEDF B ik
YRR 2 DR 5L Thole, ARBRBENAHF SD
e e s 2wy | TIEZRSAA LD 2L T\l &
5mss 00 b2) BEMRKE D 7 F 2,2 (+14 H) » z(ﬁ;ﬂc BUHII U7, A SRBREE ~ WE R B
4 8 o — ‘ FRIIHET L. AF SD DA % FEAlh
A 1 . 4MPLLE | LDSD | al DBBE | r s saimpe (6 10 ASEMSH
cl) AHI5X10"0vp (Abs 260) V44 (7=z72L bl P (RBRE R
o ; = Gaspsiiet o 0.
A 3.5~6.5x10" vp (Abs 260 fH1E) EIRS) D | iy 1 e B SERE L (A B (] -
Y% 5% 100 vp (gPCR) 9, % 1 [i] SHRR | ) e ’
1725 4 -
438 L a2 DYEERE
(7272 L b2
2) BEREY 7 F 2,210 <) O
DRSS PN
1725 Bl
al) AAI5X10"°vp (Abs 260) ®, 1 [m] LD 50 #i] COVO001 #BRD 1 BEL [ UskBEA &
a2) BEIRE D 2 F o, 1 IE] - - 50 | ¥/l CREMERUSREIRIECS
a3) AA5X100vp (Abs260) 9+ 4 | 4BELL | LDSD |al O | o (FAMDMEE KT 2.
#135~65%10vp (Abs260 i) | (Tx57 D5 bk | 53, SORERO So BHZ D1, AR
b, % 1A FEC) 50 5 SR RSKIC A E BRI (1:1) Lz,
4 ﬁuj: 22 0)%52%% Saﬁ (LD-) : %*}”i Sal Ei&()\‘
ad) BMERE D 2 F 2 2 [ (TxB7 03 bk | 2 S LT TREERAE T LT
18~55 2D FE<) 50 4l 2, ORGSR EZ T T, &
5B o : = NENDOYERE 1T 5a3 BE & O Sad B~
EA L RLERS A GPCR) B : D L BRISB | Gers L g SD RITAIED 2 A
b2) BEERE D 7 F 2, 1 [H] - WR250 | ppettine 21t 7- (GRBRFEN S 2
cl) Al 510" vp (qPCR) 9, 1 [] - SD wer2s bl | .
2) WL 2 F >, 1 - - s 2s | sbrekotsert s D - I
dl) AFH13.5~6.5% 10" vp (Abs 260 28 H SDSD £k 50 ] HIC & D HIE & a7 il o0 B 2 F
HIE) 9,2 ] (+14 H) WRSOBY | i L= (1 FIBEFRO 72), Sb BER OF Sc
P A 08 o FETIE, B IR T MK OS54 O
d2) K E D 7 F 2,2 [ H e K 10 1) BHEROF v 0T 4 2 ZE LT
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(+14 H) RO M FER R > TV D (TR
UESHIE S [k
sa#t (SO : emsehaitmsg
W sicensine,
. - SD R WD HANE, 4 BEOH Y IT 18 FLL
al) A 510 vp (qPCR) °. 11 3000 6 | FOEMICHIT B AA SD 0 1 [E4EHE
P . S TUN OHIEZFTHOTHZ & Tholz (JA
22) WIRRED 7 F >, 1 3000 41| seetsat w0 . Em~o
18~55 g5y | bD Al 5X10vp (QPCR) 9+ AA 4Lk SDSD al O | BIEEBRE B OB ER S T D72
6 ff A 3.5~6.5X10"vp (Abs 260 HHIE) YX DI Bk | D6 BECET B 56 sl EOWBE 1T
13 5X10"vp (qPCR) 9, % 1 3000 5] | BB L7z 9 BESUE 10 BEA~REAT
4L L. 6 BEICIX 18~55 mEDOMERE DA %
o2) B ) 5 DORRE |mwr chmonarmizs Il 0.
) B < 2 O R Skt BRI SR A B (1
30001 1)
al) A#l5%10°vp (qPCR) 9, 1 SD 30 f 56~69 ik DIEFICF51F 5 AHKI SD % H
a2) BEERE D 7 T, LA - - 10 fi WS R - R AR E T D B
. 56~69 7% D (FHFA LAY D 1L RELF—),
TH A | PD AHISX10%vp (@PCR) 9, 2[5 <+2184Ha> SDsb 308 R IR A 1 34 2 R
o i 28 H % 4 SOOEFERE (7al, 7a2, Tbl, 7b2
b2) #ERERE Y 7 T, 2 [ (+14 B) 0B 1) icmfEn®it G:1:3:1) L,
! 10 <) - SD I
a;) iiﬁi iﬁlg ;‘;(/qpf 1 : : Tg Zj 70 8220 AL 351F % AHI SD % i
a) WP AR 7 LB VN ERE - R BOET S B
- 70 Bl o> | b AH 5><1100 vp (qPCR) +7§ﬁu 28 H SDSD (FHA LS HD 2 BEL 7).
A 357765100 vp (Abs260 HIE) VX | (+14 F) SOBI | Rl R % 1 B4 2 [
12 5X10° vp (gPCR) 9, % 1 7] 5 4 OOPAERE (8al, 8a2, 8bl, 8b2
b2) Bl T 2 T2, 2 ( fff'a) WoF | B CEESRE (5:1:5:1D) L,
al) AH13.5~6.5%X10" vp (Abs 260 28 H SDSD 500 {4 56~69 ik DRI 5 H 0,
fIE) 2 [\ (+14 H) I BEROY 2 BRICRT 2 EmICET 5
56~69 £ 28 H TS REME=S ) VT RRRO
9 EJU\ (+14 H) FHAG O Ik BR A ek A Blds L7 (1R
a2) Bl D 2 5, 2 (0] s00 5 | mrazhmatmiE s .
ARFAFE S oo FREE BRI AR A B (1
1) L7z,
al) A#l3.5~6.5X10" vp (Abs 260 28 H SDSD 500 fi 70 WL RO 580,
HIE) ), 2 [\ (+14 H) 1 BERON 2 BEiCRI D EmICBET S
70 5800 28 A T AREME=SY VT RRRD
10 #% EJZ)\ (+14 H) B D%\ R E Bk A B L7z (R
a2) B U 7 2, 2 R s00 5 | medzsmatmis s .
ARFEE STl PR RE L MR 2 B4 (1
1) L7,
WA 28 H SDSD
ChAdOx1 ~ (+14 H)
. 72 —02 |al) AF3.5~6.5%x10°vp (Abs 260 g 6o i | ChAdoxl ~2 B —10 7 F o OERE
F BRI | AHIE) P, 2 | DEEZAN GEHEVEZ L)
D&% 18~
55 DN
e | taass o |30 ARIS~6Sx 00 b2 | R SPSP en ses co sns GREMEA T
FY HTE) ©,2 #E)
a)  IAITHLRY V= b 80 MEmIREICHEN TR v by WEIRIZ L > TUA A ZABZRE L1223, R Y Y ~"— | 80 DTHIT
KVEEEY DNy A V2 EOEBRENER I (115 HSR), R, KRBRO SDSD #EN T E SN TWEMD 5 5 1a3 #ED
29 fil, 2a3 #ED 25 i, 4cl F#ED 1,400 B Of 5a3 #ED 41 111X LDSD 23 I T,
b)  WMAITHLERY Y AR— b R0 BEIREICEENTWer v by BHEIRIZE DU A NV ABOWUERIZ, KU Y L_— | 80 DT WEEE
U 2 A IE L7z,
¢ WNHITHDLRY Y A_— b 80 NEREICEENT W=y b, PCRIETYANAREZAEL, FEELBYO YA L AREZERLE,
o sk wmEmsiEEs R coll=l Bnty) cTliRsnE (113 EBR),

2020 4F 12 H £ TIZ 10,748 FINEELAL S U, 10,740 5] (LD #f 272 5], LDLD #£ 127 5], LDSD #f
1,540 i, SD #f 525 i, SDSD &¥ 3,065 B, BEIEKED 7 F 2 1 [FIEEFERE 657 ], #EEKE T 7 T2 2 [A]
PERERE 4,554 ) ([ TIRBREEBERE S Tz,
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2021 4F 3 H IS CARRBRITRES T Td 5. BIA Y1), ARRBRIISE U TR SN2 FHE T H o 728,
FilaaF UL NVADONCT Iy 7 BERIZHES DD H DRIV T, KEIOAF L &0 B HE
BY B LaAME LChiamastmsn R ESER) | assiiess s ) s
A kosramromiiratm sy [ cofjE=)a I orsc. KgroF—2 b
BEARRATICE D 5 2 L L &z, 7l ARBREUROMHT LGB TSR & L TEish, A
BIPEIZ DV T PFA AT Ok R AR T B ATEAT T &+ 2 FmIc A Shz,

¥, DREASORBELEE L AR OGIERMER OGIMEIZXTT 5 SARS-CoV-2 DZE BRI DETE
B % BT 5 BT, T o3HE S TR 7= R (DCO1) MEME Sz (TR2.4 THBHR) |
T 20 s | | nwes. 74 m—7 o Fhggri 2ol = | 4 P oo T — 2 =205 fili
L7 =2 %MW T, &y 7 274+ — PR (RBRIKEE) OFENFIRICEN, Ty 7 A7+ —FKR
T — WP FEHE L7z, FEIZR VT RER TO SARS-CoV-2 U 7 F U HEfE)3 2020 4 12 H 8 BIZBHA
SNFA AR T, —ICT 7 F U BAFARE & o BRI SRR SN FECh > 72720,
AHRIEHT (DCO1) FEMEREAUIZIN T, KES ORBRE DT TICERMER STV,

7.3 FIAERER
7.3.1 ¥ESVEIIAEERER (CTD5.3.5.1.4 : COVO003 2RBR, IR 2020 £ 6 A ~Efi+)

18 LA E DR Z RFBIT, JEMENE COVID-19 DFIE TP R A MGEEST 2 Z L2 B & Lz, EERL
HE RGN 7 7 D0 6 iz (2020 45 11 ARR) TEEH Th D, HRE 1L, AAIRE & BRI E
T F BT 1 OHETE YT BT,

sy s Coll = B0 R THGE St A - BT A 5X 101 vp
Z 1 [ET 2 [E, BEEREY 7 F o 1R L <UEBEERE Y 7 F 0 R OVAERRIEK 0.5 mL 24 1 [=],
AN 2 L8N, £20DEBY Thotz, 2B, IGBREEREL 24 Frlllcbi0, 7 T
X/ 7 = 500~1,000 mg/[El & 6 IFfH] & LT A G35 2 & B HERE S To AR & T Do DFA AT I,
7 22 (ZELHE D YL « AHEICE S W THFE K ORI S v 7z,

watritmonssiE sy [ collE=18 Pt scorEaEENEE 113 HIoR
L7z,

LEPEIZOWT, BHERE O 5 HEIEAICHIH S L7z 200 FIOWBRE B W CHBRE A2 IE L,
FrEAEFRL O/ EAFFLEIMT D L &Sz,

£ 22 COV003 HREREEOBRIK., HEFREBLTEN

P ] b
B TRERIE, PEfd[nlE (Fr##aH) | SD/LD DRl ERirid e H

laff | A#I5x10"vp, 1 A - SD B K 1600 fi) Bk, ReM, g
Ib#E |BIERE T 7T, 1 - - K 1600 i) SR
Lo B AFK| 5X100vp+3.5~6.5 4~12 38 SDSD K 5150 #1 D (la OHERE

X 10" vp, 2 [A] (+14 H) D 9 B K 1600 HilETe)
14 B Bl D 7 F o+ AR 4~12 1 - K 5150 1 (1b OB

BHEK, & 1EH]Y (+14 H) D 9 B K 1600 FilETe)

Q) la KON b BEICHLZ AR BT = C OB LE R A 210 5 & 5 R Sh-,
vy esmEfiitEE s [l coll =10 B R ECETICRA AN b BB 1A R 2 BRI R D 4
FE)bDbOL SN,
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2020 4F 12 A £ TIZ 10,416 BN HE/EZ(L & v, 10,416 B (SD £f 890 41, SDSD Af 4,317 #il, B
U F o1 BERERE 957 ], BERRRE T 2 F o1 B+ TR 1 [RIBEERE 4,252 ) ICTRBREED AR X
niz,

2021 4F 3 AR C L ARRBRIT Rk T D, BAA YA ARRBRIIISL L CRHli S D EHEICTd o 7243,
o FTANADNCT Iy 7 NRBITHELR DD & HIRPUZ BN T, AFIOAZMEZ K0 BN
BYDZ L EME LOamraEE S (R 2R | wansEiaiE s n o)« ) o
B o) rovramrositmrim s s colle A e o KRBT — 5
HOFGIRITICE D D 2 & & Sz, 7ok, ARRBREM O MM T3 T RSB & L C 3 S .
BINEZOWTILOFEIIT ORE R A T DALE T & T 2FHEICAEE <7,

7.4 ¥ES 4 RBR (COV001 3EBR, COV002 3B, COV003 B X COV005 3RER) DPFEMENT (CTD
53.53.1 K1'53532.7—F Ay b4 7 H:20204 11 A 4 B (DCO1) XKT* 2020412 A 7 B (DCO2))

18 kLA LD AN ZXI G L UCHRE, 77 VA KOM 7T 7 U A FnECIM S 7z 4 3R (COVool K
B, COV002 3Bk, COV003 3Bk & Y COVO005 38k) O#ERTE 24,257 Bl (CARAIRE 12,280 B, I FREE 11,977
Bl) Mo/ T =2 EZHANT, AR OREEONE M AN Sz (TR ERR) . Eid
4RBRIZB T DARKORE - AEIE, 7.1.2, 7.1.3, 720 KON 731HIZREDO LB ThoT-,

EVEZ B S TORWOEBRE . 2RI ChAdOx] X7 ¥ —U 7 F o Z Bl Ui, HIV Bk
NS RO % IR EE T B WTREVEDS B % sy S M s B A i ot et [ ol 4= |
AR BT 2B TTFORE Sh, KOS DRI Sz,

YT (DCOD) ROFEZMYT (DCO2) HEA T, N4 23,753 il CARFIRE 12,018 i, *FHEEE
11,735 61, LATFRNE) KO 24,257 51 (12,280 511, 11,977 1) MEEAEAL STz,

LRI ONWT, EAEALSNTWERE D O b, WIEERE T SD OAHIXITEUUTKIIET 2 5 HEE )
BERE S LT R E 3P0 [0] SD 2 VEMRNT R REEM & S iz, #llal SD L aMEMNT R REM D 5 B, £k
BRIZ I W TR HEEDMEE ST HBRE DR E A HEF L OFGxI 5 & Sz, FEMHT (DCO2) KD
LMD EE IR ENTRISR & STz 20,458 B (10,317 6, 10,141 61) @ 5 5 3B 511X 129 61 (66 41,
63 %) TV, FZP BRI LD EERIE (39 61, 40 %) ThoTo,

AEIEIZDONT, N=R T A BV TG G2 EPE T, LDSD X% SDSD D{RERIEHAE A4 5217 |
2 [B] H #5415 H £ T SARS-CoV-2 JRYLN 7 A )L ZZENTHEED Sz COVID-19 OEEEN L, 2
[0l B O#AR% 15 B LIEOBMT — % 2 H 7 288# (SDSD+LDSD IIL{F S his Rt A 2P ot G 4E [HT)
NENED FEFRAT R & Sivle, Ehz, TIE T R CEBICER SN RRENICEmT 22 L & &
Nize HIZEFPEIZ OV TIL, LDSD XiE SDSD OiRBREE NS AL S N T OMUERF RO RAE G D7z
#erE (SDSD+LDSD %o L MEMRHT R G2 M) ST 65 & STz, 7pds. ARAIRE & RIRERTHEE & 2% 1:1
TEEZ SN TORWEEOEBRE [Z DWW TR, AT R & SRnote, £z, MEploRERIC
BWTRD LT COVID-19 A X 3 5 ARG CTh 25 BRIZHOWTE, SBRORIZHOWTHET 2
BICEFABRLEC/RSD = L2l 5w, prafsrosatmrstm sy [ coll«=1n o
) OFEFIOBEICIESE  BOMEORNTIG & ShviehroTz, Lizd-> T, Hlf#EIT (DCOL) 1IZEB W
TI& COV001 7R M Y COVO005 FRER NG RO 6 52 & S igino 7y, EZEfFET (DCO2) 128\ T
13 4 BB TR ERRAT S & STz,

13) RT-PCR X I Ot DL RIEEMR A IZ X 5
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RNTRI BEEM Z & OWBRER AT 23 1T, ARWEORGEE 7255 5 L ALEAMT S - hfEYT (DCOL)
BT 24 MR R SRR I & £ 4 5 #RE DN

& 23 FENTRREN Z L OBBRELK

SREX 1 ITRT,

Excluded, 3709
(AZD]ZZZ 1867; Control, 1842)

second dose

Dosed with SD but follow-up < 15 days post

TR o A L - FRIfiEdT (DCO1) WD HE %K TRt (DCO2) HFOHIBRE$L
Jiik=—+ (COV001 RBR/COV002 FRBR/ (COV001 RBR/COV002 FRBR/
COV003 55k/COV005 i5R) COV003 #Bk/COV005 R 5R)
KR it B At AR it R At
BT R SAER (RS 12018 11735 23753 12280 11977 24257
(LAERD (533/5479/ (534/5192/ (1067/10671/ (533/5528/ (534/5220/ (1067/10748/
4999/1007) | 5003/1006) 10002/ 2013) 5206/1013) 5210/1013) 10416/2026)
#I[E SD 22 4 MEfRNT 51 52 SDSD 10069 9902 19971 10317 10141 20458
HE ] SD Hi[H| (534/3551/ (533/3384/ (1067/6935/ (534/3588/ (533/3411/ (1067/6999/
SDLD 4998/ 986) 5002/983) 10000/1969) 5205/ 990) 5209/ 988) 10414/1978)
#lal SD 22 A PERHT 1 5 SDSD 2648 2497 5145 2725 2573 5298
D H LEFEGAESRS | SD HIE (534/1102/ (531/966/ (1065/2068/ (534/1128/ (531/983/ (1065/2111/
PSERAIG S L7 A2 SDLD 100/ 912) 99/901) 199/1813) 100/ 963) 100/959) 200/1922)
SDSD+LDSD L& [ SDSD 5807 5829 11636 8597 8581 17178
PEAT S AT ) 242 LDSD (0/3744/ (0/3804/ (0/7548/ (356/4071/ (385/4136/ (741/8207/
2063/0) 2025/0) 4088/0) 3414/756) 3339/721) 6753/1477)
SDSD+LDSD % JF M Aif SDSD 1664 1207 2871 2135 1577 3712
s a4 LDSD (122/1011/ (70/619/ (192/1,630/ (129/1370/ (70/883/ (199/2253/
405/126) 391/127) 796/253) 510/126) 496/128) 1006/254)
[ Any Dose Safety, 23745 ]
AZD1222,12021; Control, 11724
Excluded, 3731
(AZD1222, 2007; Control, 1724)
* COV002 non-efficacy group, 651
(AZD1222, 465; Control, 186)
* < Svirologically-confirmed [ Any Dose Efficacy, 20014 ]
COVID-19 cases, 3080 AZD1222, 10014; Control, 10000
(AZD1222, 1542; Control, 1538)
- COV001, 1067 l
(AZD1222, 534; Control, 533)
- (cfz\gﬁszlzz,oli:)s,(onuol. 1009 [ Baseline seronegative ] Excluded
! * Received Control as first dose and
1 AZD1222 as second dose

* Follow-up 2 22 days post first dose

* Virologically-confirmed COVID-19 2 22 days post first dose or

no virologically-confirmed COVID-19

[ Received first dose of either SD or LD with

)

(AZD1222, 563; Control, 535)
* Dosed with SD but virologically-confirmed
COVID-19 < 15 days post second dose
(AZD1222, 25; Control, 41)
* Dosed but did not receive SD as second dose
(AZD1222, 7; Control, 0)
* Did not receive second dose and < 12 weeks
post first dose
(AZD1222, 838; Control, 830)
* Did not receive second dose and > 12 weeks
post first dose
(AID]I)Z 434; Control, 436)
Chose not to receive a second dose
(AZD1222, 169; Control, 155)

= The participant withdrew early
(AZD1222, 6; Control, 9)

= Other
(AZD1222, 259; Control, 272)

RGN =Y

X1

PEA HERET R G4

DFARENT ORI 5T E
B H DT 7 F oD DS 15 B LR
DIEEME COVID-19 TH V| 37.8°CLLEDIEEN gk, B, MR

AZD1222,6307; Control, 6297

[ Dose 1 SD Efficacy, 12604 ]

Excluded, 632
(AZD1222, 320; Control, 312)
Dosed with SD but follow-up < 15 days post

second dose

Dose 1 LD Efficacy, 3373
AZD1222, 1687; Control, 1686

SOSD,

8895
AZD1222, 4440; Control, 4455

LDSD, 2741
AZD1222,1367;Control, 1374

seronegative : X\ — 2 T A VIRFIT MG SIS 23 B

L]

[

SOSD + LDSD, 11636

AZD1222,5807;

Control, 5829 ]
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(AZD1222, 6; Control, 4)
+ Dosed with SD but virologically-confirmed
COVID-19 < 15 days post second dose
(AZD1222, 7; Control, 5)
* Dosed but did not receive SD as second dose
(AZD1222, 51; Control, 49)
* Did not receive second dose and < 12 weeks
post first dose
(AZD1222, 9; Control, 13)
* Did not receive second dose and > 12 weeks
post first dose
(AID]Z)I 247; Control, 241)
Chose not to receive a second dose
(AZD1222, 143; Control, 115)

« The participant withdrew early
(AZD1222, 2; Control, 8)

= Other
(AZD1222, 102; Control, 118)

TRWT, A2 B E
W2 B L. SARS-CoV-2 &Y T A )V A FHNCHEE S LT #1%%
SERREERD D7 EH 1o

PHEMT O EIET (DCOD) IZRT 2 AP ETICE Th A2 EREDOAR
AZD1222 : A, Control : xtHE#E, Any Dose Safety : 24FR 22 MM 4 4EH] . Any Dose Efficacy : 2 ATt 4 4E ], Baseline
M DOHBRE . Virologically-confirmed COVID-19 : ¥ A /L A ZHIZHEE S 7172 COVID-19, Dose
1 SD Efficacy : #[E] SD ifiii§ K bl A S A 5t G451, Dose 1 LD Efficacy : #][a] LD i SO et A gh i st 445 4], SDSD : SDSD
LDSD : LDSD il i# Stk A 2 AT 54 [

B cfl=R 7 e

THIT 2

_T A N T B RIS _ R RIRGRIC AR D s

=




DIERZH T HIER) 1253< VE (VE (%) =100X (1—AFIRED COVID-19 1 X FIEHLR % BERE
? COVID-19 A Xy R3gHIER) ) & X, RT-PCR XITZ DM OEEFEEIEMRA DM & 72 > T2 IR O
HH & O COVID-19 JEROFBLH 3V F v h 2 [B1H OFEFi% 15 AL TH S TDERIOHBA R k&
LCEH SN, fFE ST 4 RBRT R TITBUW T, SARS-CoV-2 R 7 A /L A LR THEE Svi-4

AT LT, BRIE SN DR — D= KR A > MHEZRBRIT X D COVID-19 A X2 kD
HIENFEM STz, VE OFFFTCIE, BRMEICERET 2R ML LT, 0%2KE< RS &EDOBLEND 20%
DERE S, BB O TR E OB TR T2 2 & & STz,

COVID-19 /X7 X v 7 FCOAREE LORGFREIZE T o RE2ERRELHE LT, AHIX
(XX HE D SDSD 23l S L7 R E ISV T AR EFHEE & 4172 COVID-19 A < |k
53 MFBIE SN2 T 1 B0 FfEST (DCO1) AEHE S iz, 728, ZOHE OB IIL, VE %
70%EE L, AEAEZEMN 1.13%, BEE 20%E 35 & 17% THh 5 L S, £io, EES 0%
SHEFNC I T 2 KK O TR OHEERLAH DMEOFHE MM OHEE D= DI S B 2B Z1TV, L0 %
< OIEFIZERT D70 L OHEBN G, PRI (DCO1) TABIOAIENKRIESNIZHETH-> T
FakER 2 flke L, EZET (DCO2) ZZEfid 2FHH & Sivic, EZMT (DCO2) 1%, A I3k HE
> SDSD N HEFE XL 7= R E LI BV T, 105 0D COVID-19 A X MBI SRR CHIET 5
Tl EEN, B, ZOBAEORENL. VE & 60%EE L, AEKEL BRI 4.44%, BEE 20% &
T5E90%THDE STz, PREHT ORI E D H—FOWRMEROHIEIZIL, F o~ o HEEED
A si, FEfEST (DCO1) LK OFEZMHr (DCO2) OFBEAKHEX, ZHZILHEM 1.13% K% T 4.44% &
ENtz, LA, ffET (DCOL) D= DT —4 h v b 7 BN IIEFI N A IS ER S iz iz
¥ |2 SDSD BEFEFEM & LT 98 D COVID-19 A X2 h 28t (DCO ICE £ D Z & L 72 v (SDSD
SOV LDSD HEFESER & LI 131 1) | o~ o HEREE (y=-2.5 12XV FEfEST (DCO1) OFAEK
YEIT W 4.16% & Sz,

HREfENT (DCOL) WRASIZISIT 2 2 (Bl B4 15 B LU OBHRARY CESME S EERFE) (X, gE
SD 2 A MERAT RF G AR CIIAAIRE 52.14224.18 A L OSeHERE 51.3+£22.91 A, SDSD+LDSD I[fi.iF i k2
PEA O PEARAT X SR F CIIARAIRE 42.918.12 H K OXFIREE 42.9+217.91 H Th - 7=, EZEfiFEHT (DCO2)
REARIZH5 1T 2 2 [BIH H:FE % 15 H LARE OB CEIME SRR ZS) (3. #llE] SD 2 VAT ki G A4E
TIEAAIRE 68.9+35.75 H K OKTHEARE 68.2+34.87 H, SDSD+LDSD IfiLif5 5 it B A Zh AR AT it SR AEH ¢
IEARHIRE 64.1£29.86 H M U IR, 64.0£29.49 H Th o7z,

BT OWT, FERENT xS & 7= SDSD+LDSD M5 i Fa A AT kS M Iz 3B T
FHEHMIIEH T 5D COVID-19 A X MEBLOHREfENT (DCO1) DOfEHF L ONRFER B33 24 LUK
2 DERBYTHY ., VE O] 95.84%CI @ FIRITAZMEICE T A EHEL L TTPORTEINTZ 20%% E
[\ > 7=,

14) BERHIRIE (VA7 B35 5EA- GRBREE 2 WA A+1S B) ] +1 (H) & LTHHBEIRE, VAR HDI5EH &1L, SARS-
CoV-2 JEYLMN T A WV AZLIITHEE S 7= COVID-19 & 2l S - B&| ou\finﬁ%)J@%A/MéfﬁEl AR R BERD B FICEBR
Z5E T XUTHIE L72SMFIZOWTERBROSE T/H IR B, TR RIZB WO TA X2 SRR b FITIEBREE L TV A3 IOV T
VT OT—42 51y b7 B E ST,
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24 TRERIR 2 B BB 15 HUARD COVID-19 A RV bRBICHT DU 7 F o OEHE (FRIRHITHER)
(SDSD+LDSD IfiL& K i BatEA ShitEfdr st 448, DCO1)

AFEE pogiishiss
e 5807 5829
COVID-19 A > F3EEE (%) 30 (0.52) 101 (1.73)
VE (%) Lififil 95.84%CI1] ™! 70.42 [54.84,80.63]

*] 0 RBRE S, B, A2 U —= JHOER (18~55 . 56~69 i%. 70 Ll b) #KH+& L, @M odEz 478 v v
Be LERT Y VEIRET N (A EKYE : i 0.0416)

0.050

Treatment
Control
—————— AZDI1222

0.045

0.040

0.035

0.030

0.025

0.020

0.015

Cummulative Incidence

0.010

0.005

0.000

Subjects at risk
Control: n=|5829 4002 1016
AZDI1222: n=[5807 4004 10171

T T
0 30 60 90 120

Tme to First SARS-CoV-2 Vrologically-confirmed COVID-19 Occurring >= 15 Days Post Second Dose (Days)

2 PREEST (DCO1) FFD COVID-19 A N> FRAERBLE (SDSD+LDSD i Kt A SRR xS 4E M)

Fio, BBERMNTGR & S 72 SDSDHLDSD HLYE SOG R VA BVERRT R REERIZ I T 125
H T % COVID-19 FIE D FEESFEMT (DCO2) Dt T b BT RITFK 25 KO3 D LB Th o,
7ok, EEIZEBWT—EERM TP SARS-CoV-2 UV 7 F U EEFEDS 2020 4F 12 A 8 HIZBAtA S 4, COV001
S ONCOVO002 iR Tlx, —IC T 7 FUMATARE L e o TG B T BRI R SN A R CTh o 72720,
BRAESR OB Z S T TICRBRAE R 2R 32 BRYT, DCO2 & LT 2020 4= 12 A 7 AR EHR S iz,
FHARHT (DCO2) 1%, ARFIExRIED SDSD 23 HEFE S Av 7= g £ I 5T 105 L4 o COVID-
19 A X2 BRI N TR CEIE S D FHE T H - 7208, R E OSIL R BEINE N T — 2 H > v AT
RTDFIEGI DEFEN R o72Z L2k, FEMRT (DCO2) 121% 332 #F (55 271 {13 SDSD O #&fk
T -4BR#E) D COVID-19 A X MR E ENT-,

F25 JGBREK 2 BB % 15 HLAGED COVID-19 4 XY MBI T B U 7 F o OB (FEMITHR)
(SDSD-+LDSD [fiLiE KR ST LM, DCO2)

AFEE Poiishiss
IES 8597 8581
COVID-19 A > FIEEE (%) 84 (0.98) 248 (2.89)
VE (%) [l 95%CI1] @ 66.73 [57.41,74.01]
a) BRI E. B, X2 U = TRROFR (18~55 ik, 56~69 mk. 70 mkLA ) ZKF-& L, BEHIR OxEE 47|y M
okl LT=ART v omgeET v
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Treatment
Control
0.060—[--——-- AZD1222

0.055
0.050
0.045
0.040
0.035
0.030
0.025
0.020
0.015
0.010
0.005
0.000

Cummulative Incidence

Subjects at risk

Control: n=| 8581 6874 5201 1581 6

AZDI1222:n=|8597 6919 5290 1646 23
T

)

T T

0 30 60 90 120 150
Tme to First SARS-CoV-2 Vrologically-confirmed COVID-19 Occurring >= 15 Days Post Second Dose (Days)

K3 EEMEHr (DCO2) KD COVID-19 A~ FREFHFEE (SDSD+LDSD MLiF K EHEHE ZhEMRHT S4E )

LAEMIZHONWT, BIEHFIZLUITO LY & EnT,

o FrEAEHRGR (R CEHEAm. B, JER, Buk. £ o, BIRKOMER) ROes e
FEE, I BAEVE. SRR, 7. R, B, O KR ONEM) ) ARSI 7 A
M (WeBRaE B 36 & 0 IN4E)
IR ER FEFS IR I 28 A H

o HENAEFZMAOCEHTANESAHEEFROREL | 1RBRIEY) AR ) b R &R 12 0 A [
72%5. COV005 3B D EHEIE DR EA EFLITHOWT, BIEHIRITABRIESEE% 7 HE GF8 H) @

BRI & ST, HERE ASEOREIZIRY DV | 1RBRIEERER 6 A GF7 ) ITE SN FLN

P S AT,

Al SD 22 EMEMRMT G H] (DCO2) @ 9 BRFEA FHHFRH M S AL/ EH (W] SD K E AT HF5

ARG IRV T, RBRERA AR 7T H E CICRBL LI REAEFELR LR 26 1177,

Tl
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F26 RBREMEEO2 FBERER 7 HE 2 OREFEFS (IE SD HEF EFRIFMxIEH. DCO2)
%t HERE
s, Bl AHIRE At R BBRWY 2 F | BERED 2T | 77K 2 ElE
[EIE-S U2 [alEEARRE V7T R FRRE
/N (%) /N (%) /N (%) /N (%) /N (%)
JRET
TESHALE R @ pIIE] 893/1745 (51.2) 521/1593 (32.7) 467/1493 (31.3) 54/100 (54.0) B
2 [a] A 273/1011 (27.0) 190/895 (21.2) 179/825 (21.7) 11/70 (15.7) -
2 1m] 1587/2655 (59.8) 892/2496 (35.7) 748/1493 (50.1) 30/100 (30.0) 114/903 (12.6)
2 6l H 732/1920 (38.1) 411/1794 (22.9) 331/825 (40.1) 6/70 (8.6) 74/899 (8.2)
S PlE] 63/2623 (2.4) 30/2466 (1.2) 24/1493 (1.6) 2/100 (2.0) 4/873 (0.5)
2| H 23/1877 (1.2) 6/1744 (0.3) 5/825 (0.6) 0/70 (0) 1/849 (0.1)
B @ =] 274/1745 (15.7) 207/1593 (13.0) 197/1493 (13.2) 10/100 (10.0) B
2[5 H 78/1011 (7.7) 75/895 (8.4) 74/825 (9.0) 1/70 (1.4) B
79 5 PIE] 278/2655 (10.5) 150/2495 (6.0) 69/1493 (4.6) 3/100 (3.0) 78/902 (8.6)
28l H 161/1920 (8.4) 78/1794 (4.3) 23/825 (2.8) 0/70 (0) 55/899 (6.1)
JEE [A] 73/2622 (2.8) 34/2466 (1.4) 27/1493 (1.8) 3/100 (3.0) 4/873 (0.5)
2 [EH 27/1876 (1.4) 10/1745 (0.6) 7/825 (0.8) 0/70 (0) 3/850 (0.4)
g GG 45/1745 (2.6) 28/1593 (1.8) 26/1493 (1.7) 2/100 (2.0) -
2[5 H 7/1011 (0.7) 12/895 (1.3) 12/825 (1.5) 0/70 (0) -
P15 o I[E] 124/910 (13.6) 41/902 (4.5) - - 41/902 (4.5)
2| H 85/909 (9.4) 33/899 (3.7) - 33/899 (3.7)
Eelzg
Fe 1m] 184/2588 (7.1) 22/2422 (0.9) 6/1476 (0.4) 0/49 (0) 16/897 (1.8)
28l H 23/1873 (1.2) 19/1765 (1.1) 3/813 (0.4) 0/63 (0) 16/889 (1.8)
FEBE e 546/1745 (31.3) 141/1593 (8.9) 122/1493 (8.2) 19/100 (19.0) -
2| H 94/1011 (9.3) 46/895 (5.1) 45/825 (5.5) 1/70 (1.4) -
G #) 544/1745 (31.2) 107/1593 (6.7) 101/1493 (6.8) 6/100 (6.0) -
2 A H 54/1011 (5.3) 37/895 (4.1) 34/825 (4.1) 3/70 (4.3) -
RA &R PIE] 634/2655 (23.9) 242/2494 (9.7) 130/1493 (8.7) 8/100 (8.0) 104/901 (11.5)
28l H 195/1921 (10.2) 134/1794 (7.5) 61/825 (7.4) 1/70 (1.4) 72/899 (8.0)
FeTal )[A] 1071/2655 (40.3) 463/2495 (18.6) 319/1493 (21.4) 21/100 (21.0) 123/902 (13.6)
2 [a] A 364/1921 (18.9) 193/1794 (10.8) 111/825 (13.5) 3/70 (4.3) 79/899 (8.8)
W 1m] 1317/2655 (49.6) 834/2496 (33.4) 645/1493 (43.2) 25/100 (25.0) 164/903 (18.2)
2[5 H 515/1922 (26.8) 360/1796 (20.0) 238/825 (28.8) 8/70 (11.4) 114/901 (12.7)
GHI PIE] 1291/2655 (48.6) 844/2496 (33.8) 571/1493 (38.2) 43/100 (43.0) 230/903 (25.5)
2| H 514/1922 (26.7) 381/1796 (21.2) 203/825 (24.6) 14/70 (20.0) 164/901 (18.2)
PR GG 711/1745 (40.7) 267/1593 (16.8) 240/1493 (16.1) 27/100 (27.0) -
2 [a] A 172/1011 (17.0) 100/895 (11.2) 95/825 (11.5) 5/70 (7.1) -
T wml 353/1745 (20.2) 176/1593 (11.0) 164/1493 (11.0) 12/100 (12.0) -
28l H 83/1011 (8.2) 64/895 (7.2) 62/825 (7.5) 2/70 (2.9) -
G- =l 24/1745 (1.4) 13/1593 (0.8) 11/1493 (0.7) 2/100 (2.0) -
2| H 7/1011 (0.7) 3/895 (0.3) 3/825 (0.4) 0/70 (0) -

N=fiHr %t 6%k, n=FBLF1%KL

a)  TESTEBADARE. BUR. BEAS. JEAVER. IR BEUEK. B KL OMELICOWVWT, COV005 B TIZ I N S DELRBIRE ST
W THETEDENRH 722 LD, fFTI 5 COV005 RBRITERIN Sz, F72. #EIE COV005 RERD 23\ T
Exhiz,

WIEl SD et kI G5 (DCO2) DIEFFEAFRFROFBEIG L. AAIRE 44.8% (4,625/10,317
Bi) M OSFHRREE 33.7% (3,421/10,141 f5l) TH V. 5 b 1EBFE & ORRERNEIE SR D2 T2 IERE
A EFGORBEIGIIAHFIRE 36.2% (3,735/10,317 i) K OHEEE 23.0% (2,333/10,141 f5l) Toh o7z,

WJ[E] SD 22 VMR AEM] (DCO2) IZBW T, W OFREE T 1%L FICR B L- IS e aE
FRITE 27-1, WNTHIEHERERL KON 2 [Bl H BRSO T OFREFERE T 1%L, RICHBL L2 inBR3E L
DRFEBRD B 2 IEFFEA FFGITK 272 KOEK 273D LB Tholz,
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#27-1 BRIERAEMEE 28 ARICAFIB LT T B RFEOVT IO T 1% LIRS bh -k EFEESL
(F1[E] SD REMEAFAT R SER, DCO2)

i BB
TR AFRE R BEERE T 2 F | BEERE D 2 F 7SR
PT (McdDRA/J AT 2 [ERERE + 75 R 2 [IERERE

Ver.23.1) N=10317 N=10141 N=3944 N=5209 N=988
n (%) n (%) n (%) n (%) n (%)

T U F PR E TR 1471 (14.3) 902 (8.9) 91 (2.3) 811 (15.6) 0
SER 1278 (12.4) 872 (8.6) 120 (3.0) 656 (12.6) 96 (9.7)
5 P 1031 (10.0) 425 (4.2) 41 (1.0) 364 (7.0) 20 (2.0)
FEEL 982 (9.5) 246 (2.4) 29 (0.7) 214 (4.1) 3 (0.3)
%] 565 (5.5) 352 (3.5) 104 (2.6) 229 (4.4) 19 (1.9)
T 470 (4.6) 119 (1.2) 7 (0.2) 109 (2.1) 3 (0.3)
) E 315 (3.1) 172 (1.7) 2 (0.1) 154 (3.0) 16 (1.6)

5 302 (2.9) 167 (1.6) 48 (1.2) 119 (2.3) 0
i 236 (2.3) 149 (1.5) 31 (0.8) 104 (2.0) 14 (1.4)
UL 164 (1.6) 191 (1.9) 22 (0.6) 130 (2.5) 39 (3.9)
3] 162 (1.6) 64 (0.6) 14 (0.4) 37 (0.7) 13 (1.3)
A i 161 (1.6) 94 (0.9) 38 (1.0) 44 (0.8) 12 (1.2)
T 160 (1.6) 148 (1.5) 27 (0.7) 112 (2.2) 9 (0.9)
U 7 F o HERRATRLEE 142 (1.4) 171 (1.7) 15 (0.4) 152 (2.9) 4 (0.4)
U S 131 (1.3) 86 (0.8) 44 (1.1) 37 (0.7) 5 (0.5)
1 e SRR 127 (1.2) 135 (1.3) 40 (1.0) 74 (1.4) 21 (2.1)
A TN FRER A 109 (1.1) 71 (0.7) 12 (0.3) 3 (0.1) 56 (5.7)

e 105 (1.0) 137 (1.4) 3 (0.1) 134 (2.6) 0

e TR 92 (0.9) 106 (1.0) 1 (<0.1) 105 (2.0) 0

N=fRAT R R, n=FEEFIEL

#1272 BBREYEEERER 28 HEAICAKB IS S ERBOWVTRIOHT 1% LCRD O IERE L ORRERZEDOH S

I EAEER  (FE SD KEMAFFTHREN., DCO2)
Pogilet::d
FRA AR U MAE D 7 5> | SBEET 7 5 75k
PT (MedDRA/J el 2 [l ERERE + 75 R 2 [BHEFERE
Ver.23.1) N=10317 N=10141 N = 3944 N = 5209 N =988
n (%) n (%) n (%) n (%) n (%)
U U F o HERR LR 1261 (12.2) 796 (7.8) 53 (1.3) 743 (14.3) 0
SEIR 953 (9.2) 509 (5.0) 47(12) 440 (8.4) 22(2.2)
L 906 (8.8) 188 (1.9) 14 (0.4) 173 (3.3) 1(0.1)
7 PR 895 (8.7) 307 (3.0) 21(0.5) 281 (5.4) 5(0.5)
9 432 (4.2) 222 (2.2) 54 (1.4) 163 (3.1) 5(0.5)
B 415 (4.0) 91 (0.9) 2(0.1) 87 (1.7) 2(0.2)
HE0E 253 (2.5) 116 (1.1) 1 (<0.1) 108 (2.1) 7(0.7)
e 250 (2.4) 108 (1.1) 23 (0.6) 85 (1.6) 0
HEL 159 (1.5) 77 (0.8) 12 (0.3) 61 (1.2) 4(0.4)
VLR 117 (1.1) 38 (0.4) 8(0.2) 28 (0.5) 2(0.2)
B & 110 (1.1) 40 (0.4) 10 (0.3) 27 (0.5) 3(0.3)
U U F R ALEE 109 (1.1) 159 (1.6) 10 (0.3) 146 (2.8) 3(0.3)
N=fEHT R G045, n=ZEBLHI%L
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#1273 BBEK2EBEREE 28 HEICARR I Z T ERABOVFRI O T 1%L EICEBD b -EREE: OREEROH 5
ERERESES  (FIE SD REMMITREM, DCO2)

it FERE
TRBREE AHIEE P— RilEse v 2 Fo | BB D 2 T 77k
PT (MedDRA/J 2 [BlERE + 75 ARBE 2 [El R
Ver.23.1) N=10317 N=10141 N =3944 N =5209 N =988
n (%) n (%) n (%) n (%) n (%)

U T BRI 361 (3.5) 129 (1.3) 38 (1.0) 91 (1.7) -
GV 189 (1.8) 140 (1.4) 34(0.9) 93 (1.8) 13 (1.3)
5 PR 109 (1.1) 51(0.5) 16 (0.4) 32 (0.6) 3(0.3)
%55 103 (1.0) 65 (0.6) 36 (0.9) 23 (0.4) 6 (0.6)

N=fRAT T RBIE, n=FEEBLH L

FEEYT (DCO2) FTIT, FECIIAAIRE 2 ] (M RGE R Y e ONE R 2 £ O BrEW) | st i
561 (COVID-19 fitige, BHZMRE. BE, B AR OMEFOEMERR) 12RO b, Wb ihEREK
& DORERRIIEE SNz, REBOPIEICE TG FFRIL, AARE 0 B, RTHREE 2 FIIZFED b,
HEIERAFFZRIL, AHITE 108/12,282 1] (0.9%) . KFIEE 127/11,962 1] (1.1%) (2D B, WTh
DORET 2 FILL BICRBL U5, maEgk ORAIRE 6 B, XTREEE 7 1, CUFEE) | BREER Gl 0
Bil) . BEKR QL 0Bl | TEMESRE QL 06l | PalE Q#FL 06l | FEABE (2 #l
0fl) . HmMEIIEFER 2 61, o) | HEfMZeH Q. ofl) | EAKREE Qo ofl) | BERE
2% QF, 0Bl . RE QL 0Bl | BoshidEs Q61 0F) | KEE QB 16F) . BIRWE (2 4.
1B | RESREA Qf1 2461) . COVID-19 2 #1. 1761 | BiEaiE (1F, 26 | D% (161,
240 . AL o6l 24) . BAE (0fF 26 . EREERS (0F, 246) . EHRIER
ol 2641 | EFEs O, 260 . BuisE O F, 260 . NEAZE (O F, 26 . < BEETH
Mmoo fl, 261 . Jpr (ofl, 261 . EEES (6L 260 | REMAE (0#F, 246) . FEBEs
B 0 F, 240 . —iEMEREmIEE (0 F, 361) . COVID-19 ik (0, 441) Th-ol, THERHE
EDORBEBARNEE SR o T HERAFEFRIL, AFIRE 2 ] GEELOWMFRR) (TR3.1.2
KOVTR322ZH) | S REE2 B (B S g i OFHR) (2380 b,

7R HBIT T D EE ORI
TR BERT —F R r— VR OEEITEHIZONT

COVID-19 OH:FE 722347 FIZHB W T, U7z SARS-CoV-2 U7 FU OBRENRRDO LN TEY | ZD
#7212 ICMRAY | WHO' | ZE OB /' IXFFICONTON A X v AEEZAFR LT
Do ARITIX, BFN249 H 2 BICEHED [Hillan S v A L2 (SARS-CoV-2) U7 F o OFHiiIZE 3
5%z 77] (https://www.pmda.go.jp/files/000236327.pdf (&R H : 2021 4 H 6 H) ) ZAE L.,
RABRICEA L CEIZL T OB 2 T 2R LT\ 5,

15) ICMRA statement on COVID-19: International regulators pledge collective support to combat COVID-19 (http://www.icmra.info/drupal/
news/statement_on_COVID-19 (f#&figs8 H : 2021 454 A 6 H) ) . ICMRA statement on clinical trials: International regulators provide gu
idance on prioritisation of COVID-19 clinical trials (http://www.icmra.info/drupal/news/statement_on_clinical_trials (Fcf&HiEd H : 2021 4F 4

HeR))

16) TWHO R&D Blueprint; Target Product Profiles for COVID-19 Vaccines. WHO; 2020] (8 TWHO R&D Blueprint; An international

randomised trial of candidate vaccines against COVID-19. WHO; 2020

17) Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19. FDA; 2020, [EMA considerations on COIVD

A

-19 vaccine approval. EMA; 2020] JF
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® HYYETHY 7 Fr ORI OWTIE, AL UTRIE TR AL EEFHMEEE & U CRHli 217
IHDOTHY, COVID-19 DOFIETBHRIFIZ DN TIER & 72 DM FEEE S 5 20T 728 » TV e 0B
Wiz W TiE, FHIE LT COVID-19 DFESE TBIRN R A 2kl 3 2 B RFABR 2 Eli 4 2 LE R H D,

® COVID-19 O TORRENE « BRI K> TR D Z & U A VAR IR - REEISMAIZ L -
THRRDFREMEN & DH Z & COVID-19 NHEIE(LT 5 BEOEIGHAE - #Hililc K> TRES R D
LR EZ DL, SARS-CoV-2 T F U DRET 4w b« VAT OHWrIL, £5EH - Mok
IR TR D AREMEN S D, Fo, RIBEMZEROZIE)N SARS-CoV-2 U 7 F o O MER N4
PRICETHZ L 8BRAbND, ZDD, W CTHRIETHZNR &2 7T 5 72 0 O KB 2 R FER
BRI M SN 2B A IRV ThH, BN CTEKRREZ FER L, HARAERE B\ TT 7T
DENER OBV E G 2 MBI E .,

® VS TRIETIIRNR &2 FERHIEE A & U 72 KRR BRER R IR B S i S M 5 5 A1, [ENT
HARNCHT DIIETHNREZFHIT 5 Z &2 BN e LI-REEERRRERZ Ehiid 5 Z & 72<, H
ARNZBT DEFER LA ERT 5 2 B E LIZENEKRRBRZ EET 5 2 & Ty
BRGEND 5,

WREIL, LIT O 7RI KOV TR12 HTORMGHRER b E 2. AFOFEETEHZHONT, LTFTD XD
VI LTz,

BURE AL C COVID-19 OFIE T PR DR & 722 D3RR G027 o TR B3, FIE TR &
G JFENE & OBE T TIZ v b 00, HE 7 SARS-CoV-2 U7 F > OBIRARD LTV DRI
B LT RFOHNMER LBV DWW TIXIIE T BAZ0 R 235l S 7o a5 O OF G b O R
Z FERRBRAAE L LTI L (TR HBH) | 2hichnz TIEW D8111C00002 FERAEA D H A
NDORIEFENE R V22 MR 2 2 & T, BARANCB T 2 ARF O 90ME R OR 225 5, 725,
KETIE 18 LA LD Z R ICAH SD & 4 R T2 BHERE L2 & E OFIMELR L eMEE 7 T+
X & i 2 BB IAERUER (D8110C00001 #klR) 23 FEMiF CTh vV | 2021 4 4 HEIZA 2 D i &
DRONDTETHDZ 0D, RHFEOMIKRT —& /Ny r—UIZEE N2 OO, D8110C00001
FRER D RAZ DWW TR SRR R 2VF B IR, MR T 278 & Lz,

7R.1.1 WS4 BRI 1T o722 L I2DONT

G 1X, Mok 4 SRR O DFERIT 21T - TR O Y PEIZ DWW TLL IO L 9 IR L7,

OFA T 24T > 125 4 RBROBEIZ, 28D 2BV Th 5D,

AROFAFRATICE 7458k (COV0ol Bk, COV002 R, COV003 kK& Y COV005 #klk) DB
BUENE. WIS ENENMN L Gl SN DR CTh o722, b ORIl Sk, Bl
A F A NADNRT Iy JPNRRIZESR DD H DRI N T, AFIOAMEZ L0 BN iR
%2 & & AE LTRBFAIIT SEE S s, ApkaiTicon T, 20 = R Re | A5 EMA
% U'MHRA Eorssznznisesi, st [ uos o) &= )7 | ntto ot shn
Too BRBRICOWTIE, ll % OB O F AT X IR T, AR AL E AT 1 TR 3R BRE T REIC At 2
FhT DFHEICEE STz, B, DFERTRNCSRBROMITII TRV & & Sh,

37

REALT Y FRET A 1 TCF A BRARH_AFHURRIR 5 et 8



%28 OFEMRAT 1T - 1ol 4 RBOHE
AR COVo001 #kBxr ¥ COV002 7Bz » COV003 7Bk © COV005 7Bxr @
it [E] B3| EEs| 77U 77V 3FE
ERBH 4G H 2020 45 4 A 2020 £ 5 A 2020 £ 6 A 2020 £ 6 A
ES NI I it F it F it F it
BAFHH 1,1 11,/11 II 1/1
BT %%ﬁ%%%mmﬁ %%ﬁ%%%mmﬁ %%ﬁ%%%mmﬁ BRI R R
IR IR IR
ERE3E:S #91090 4] #912390 i 910300 151 #92070 1
BrEfiEiricE o7 18~55 7% 18 Ll b 18 # Ll b 18~65 7%
WBRE DA
fERERRC A BN (EREFEE R | RN (BEEHFE LD | HIV B SUTIEEGE O A
P SM@@%ZK%% Mmcwam%%
LTCWDAEEMENRE | LTWDAEMESE
WRRA 2 BE) VR 2 BE)

ERASE B2V VRN =L
D bRAN LT

CE@EEEZEOH D
#
CTTT 4 THT—,
I A V7 e D B

« ARFN L RS A
U7 F DL
XoTEALT SIS
RT7TLILF—FEBAY
X7 VX =R D
BETE

CHEERNaY P — L ENTWARWERIRER JREDOH 54

- METEZW S N S sl 3 A ARIER L < IZT 0BV O b b
CTF T 4 Tx—, MEREORER
c AHISOIBEERE D 7 F o DI L > TEALT D LR T LILXF KR
IET VX — RO OBEE

i, gL LRSI
M B % 5 7 2
ERAEA2) e AN

FAND BRSNS T2

COVID-19 (ZBdi# 9%

- BRETHEINE
COVID-19 OREF

© 2020 £ 2 HLIKRIC
FEEL Nk, eI
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~ paediatric adverse events
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KIE D8110C00001 #BR S & FEhti ' Td o 7228, FFEMNTIC G 0 3l & L T4 4 il 2 IR L 7B
X, 2D ORERAGEA] 72 SARS-CoV-2 Jiif T A E » T IZBlts &, REBROEE N IT L Tz
WThHDH, Flo, WTNOKEBR b A > 7 A7 4 — FRENRBRIKEE L LTEBL TSR TH
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® IE{EX(LAZIT S TWRWEE (il : COVO001 FRERD 3 #E, COV002 3BRD 11 #F) | i8I ChAdOx1
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e [E e ORINIZ 38U TR BIFED SARS-CoV-2 JEGHERITHE 5 TRAI 72 NRAT A FOBRSFEELBE L,
ARFN O IE R O 4k 2 BSR4 2 2 & NS MHRA . ONEMA 23U 7 F i FIC B9~ 5 e
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(DCO2) DFEFACIEASEIT T2,

® KHOREMT 1T 7 A NOFMIZH Tz > Tix, HIEl SD MM GAER DR F 123D X 34
ATV, BESAEFZ ML OER TREFEFRICONV IR MM S E NI 5 5
RAETHG L7z, 7238, FrEAEFFRIZOWTIL, YE SD ZRMEMHT st RERH D 5 HkiRE HiEIC
£V RREAEERPIUE SN HRE 2 YR SD FrEA EF LM 5451 & LU CREli L7z,

®  HIMEDKIREELCOWT, FENCE T D HRRBRO FEM aTREMES 25 BERAE U 7 F o 2 [
B, BIERED 7 (i) ROV 7R QER) SR, WIS T TR 2 [EEEREEE A R
LTV, WPFNORIREIZE SARS-CoV-2 2k 2 A SITE ENTE ST, SARS-CoV-2
JEHLR> COVID-19 FEIAED U A 7 BRI SUTRIITFBE L 20 EHERISh D 2 &0 BFERITIC T
DENMEREICHT= 0 | EEORZ S LcR a2 lBiE e LGB T - 72,

® ZAMEDOMIBELZ OV T, HFEEEHIB W TIXAMED K IREE & FERIC, BEOMIRE IS LI-fE
D—DOXMEE L U TR Wb Ty, eV AIT 9 B CIXFIERREE L 77 & AR % ERE
OIS 2 Z ENWEYI E BT Enh, BIRRE DY 7 F o 2 [EEERERE, BRRED 2 T
(E) KO 7R (2EH) SRR, WONS T T &R 2 [EERRED 3 BEC/T TR 217> 72,
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DFEMRITIC 31T 2 MO EEMHT G RE T, N—A T A RO MGG R T, LDSD XiZ
SDSD DIRERIRBAFE 2221, 2 [B] H #Eff% 15 H £ TIZ SARS-CoV-2 JEYLA 7 A L AL HEE ) S Tz
COVID-19 OEEFED 72 < | 2 [B H &R 15 HLAREOIBINT — % 263 248E & Siv. Ao 25T
HZE H 1%, TRBRIE 2 [B] B BAR% 15 B LARRIZHBL L, SARS-CoV-2 YA 7 A )L R AT HEE S L T- 4%
DOIEMBEME COVID-19 & iz,

LUF. ARWED FEFHHIZEI T 5 FHEIZ OV TRF 1T o 72,

7R2.1.1  FRMED EZEMT I SEM %2 LDSD Xix SDSD DML %I -EME LizZ LizonT

DR IS I 1 DA 2 E O B A2 iR HT % 5 4 LDSD X i SDSD O #fli 452 1} =M & L 7=H#H Iz oW
T, HEEHIIUTO L2 IZHHA LTV 5,

KN D FANDOFER T o S COVO01 R DA D H &1L, 4 L ¥ LN M & 4172 ChAdOx1 ~ 27 & —
U7 F BT DEERRBE RIS RN R TR OAEFRENE VAR TH D 1 LY
5X10"°vp (SD) ZEIR ST (TR6.1HBM) , F7-, —EBOWBRERECTIE 2 EHERARE S, 2 [
HoSMAELE LTSD UIHAEZENT 57200 25x100yvp (LD) 2SR S/ (7.1.2 1H, NatMed
2021;27:279-88) , COV002 kR TiX, SD XX LD ##ff%(2, 2B OHELE LT, SD ##f -
BRI SD LD Z e S U7 MR 12U LD 2 #FE 3 5 518 T & - 72 7% (Lancet 2020; 396: 1979-93) |
RERFER I, B UAWEAREORR Y BZREE Lz (115 HSH) | R0, SD, LD, SDSD,
LDSD & O*LDLD @Ak - HEMAE L (721 HBH) . 72, COV005s R THEK LARWVWHED
Y NH Y, FERAIC SD, LD, SDSD, LDSD & ONLDLD O fk - HEBNSAELE (713 EHEWO LS
HBH) .

COV002 RN DEDLNT — XKD & YIREERE 28 A% ORERIET — 2 1 3AHK] LD By &
SD BEffIF CHEIL TER Y | 18~557%. 56~69 i, 70 ikl LOWTHOEHAEMIZIB N TS, LD X
SD % 1 [m#Eff#4 O h PR lIE R & < BZe 572 o 72 (Lancet 2020; 396: 1979-93) , LI EX 0| wllnlHz
fiiz LD L LTCHEMROHLEITELT, IO DOHEREZMITIZE D 5 2 & THADO X5 & 72 D485
FHEPHER L, L0 RHICAEIES 7TV ZRINCTEDAEEENEED EEX T2 b, A0 E
P H Ofi#T TlX LDSD & U SDSD O F — & % & L7z,

BEREIL, WFEEOMMAZEEE 2 2 & ARA | [BIHEERER O RIERIEDORERICIE-SE | AR D = BT
RG2SV T LDSD % 4 S 7= 45 & SDSD & SN EM & 2 — o DEM & $ 55 m & LTz
ZLIXEEATRE L B 2 D, WEME —ODEME L TR Hho7m 2 & OZMPEIC O N TIX, JFEMRITIC
B DHEIER OGERMEORBRE LB E 2 T, & T#EwmT 5 (TR2212HESM) |

7.R2.1.2 FEFHHERIZOWT

DA fRNT O EEH AL, 18 ML LD AN Z %15 & LT, COVID-19 1263 25 FRHghFIZ oW TAKIRE
EXRIRREL 2T D Z LIk 0, AFIOENEEZFM T2 2 & & &, EEFMMEE I, 2 [0 HEERE
#% 15 HUARRIZFEBL L, SARS-CoV-2 YLD 7 A L AR THEE S AL FIFE DIEBME COVID-19 & S
foo FEFHHEE OBREIZOWVWT, HFEZIELLFO LI IZHAL T 5,

19) RT-PCR X (I Ot O RIEIEMR A I X 2
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@© COVID-19 DRIETFHHRL LIzZ iz T

SARS-CoV-2 7 7 F MGMfi % Al 9~ % 72 & D ERRFER O BAEIZ OV Tik, EMA & O FDA A3 3[rl%
W ICMRA OV —7 2= v 7 THEOHTI Y R/IZ LD 2020 4 6 AICEREICE>TH Y | FEFHMm
THH%Z [HEIEEZRDT, A CHE S COVID-19] &95Z ERHERESN TV (http/www.icm
ra.info/drupal/covid-19/vaccines_confidence statement for heps (i HEEEH : 2021 24 H 6 H) ) . =D
#%. WHO K O'EMA 76 b [AEROBNVE R 72 ST, LIciio T, Ay 7 A7 4 — RRPIZ K D ERR
Bk D 2T MR IR B 1%, BIERE A 720 SARS-CoV-2 JRYLA 7 A /b AR HERE & VT JE s
£ COVID-19 & &z,

72k, HEE@EME SARS-CoV-2 YL ITIR BN RIE L TV A RETIE e <, HEFMEHEC iaihfm
20N, E7z, HIAE COVID-19 JEFI DI DWW TH MM 2 Ehi 256, +o2il &5 5729
#ﬁmkﬁﬁﬁﬁﬁﬁ%%&ﬁw\%mﬁﬁ%?%éo@%ﬁét\%ﬁ%$%ﬁ®%%%%%#é:
CIIEETH D0, HIEE ZMb e VWEREM COVID-19 2 EEHMIEE & L2 Z SI3@Ey &5 25,

@ FHEXSRHEICONWT

HRWED EEFARIE B OFHlX R DWW T, ERKER R ON DR ZBE L, V7 F o4
FRERN IR B SN, VI F RO T 4y PRI Hli T 28I & LT 2 A1 B Bz
15 HoARE L3R E LTz, Z O OREILEIRT —Z IS O TIEARWA, WHO A X AD [
FELAGIE B OfFHTERICIE, WA D 14 BLLERRR LD HIC8BL LI lBRE Z & Oyl o
COVID-19 A XV "R EENLRE ] LORTHARVEHEZ TH, W THDHEEZ D,

® FEFHEB & SNz COVID-19 4 X FDEHIZONT

COVID-19 A X hDEFIL, [SARS-CoV-2 JEYLN 7 A )L A FHICHEE S, 37.8°CLL EDOFEL, 1%
Wk, SO, ERESUIRTEHEADOD RS L 1 SOIEREZA L, =2 RRA > MHEZE2ICL
RENTIEF] & Uiz, 7ed, BMBHEERAEDME & 72 o 72RO H & O COVID-19 JEk D F L H
DWNT I HIRERIE 2 [ B OFFE% 15 BUBETH S TZIEB O I, A X2 b & UTHERH Lz, ZOEEFM
HEIZEIT 5 COVID-19 DERARFER X, COVID-19 O A5AT ORI, *l@%ﬁiﬁ&wWH0®
HA RTA 2D WRNCHMAFIZ L DI HESVTRESNT- LD TH D, ZOEFOEFRIL, #lie
awm49ﬁ%@%ﬁk%%\%%ﬁ&@@mﬁﬁom%%ﬁ%ﬁ%ﬁ%#é@L%EE@Q&%QE
EHLTEBY, AFNCOWTRYE T Y 7 F o & LTI SN D TR M OVARE A 72 BB
HESNWCTTPRITHREERENML TWDEEXD, 7o, ZNOOEKIER (37.8°CLL EOFREL, 1%
k., B, MERTE OIS (X, ERIRAIC COVID-19 23 D AER & R Ed 2 7= DI &
T3,

@ SARS-CoV-2 BID 7 A VAR BN EEOZBIEIIERELZ A2 L2201 T
COV003 F5R & T COV005 3R TlX SARS-CoV-2 [EKYL D w7 1 )L A Z /722 W% RT-PCR OA&IZ L - 7=
M, Ay 7 AT F— FRED COV001 3Bk & TN COV002 3R A2 BRts L7-RRcit, M aEEKoMtE 114

20) Considerations for the Assessment of COVID-19 Vaccines — Points to consider for manufacturers of COVID-19 vaccines. WHO; 2020 2 OF EMA
considerations on COIVD-19 vaccine approval. EMA; 2020

21) WHO R&D Blueprint: novel Coronavirus. An international randomized trial of candidate vaccines against COVID-19. WHO; 2020

22) https://www.gov.uk/government/publications/covid-19-stay-at-home-guidance/stay-at-home-guidance-for-households-with-possible-coronavirus-
covid-19-infection#fsymptoms ~ (Ff&HEFR H : 2021 4 4 A 6 H) KO https://www.who.int/health-topics/coronavirus#tab=tab_3 (& HEFR
H 2021441 6H)

43

NEARTY TIHE_T A b7 B HRASH_ R AR 2 s &



T <, UA VAP ZENC O T OBREIEMRAEZ AV 5 03 Z L ICREN R ST, £D
fi g, COV001 7R & Y COV002 3R CTld, 18 flifHD RT-PCR EK T 1 FliFHD TMAVEIZ LY U A LR
FHRBWINEM SNz, ZHDOREETOT IO AT T — 3 A e S D DR RS ST
BY . AIREZRGAIZIT EMA O H iRETRZ B\ T invitro iZWiEE & U KRB A DO RAERE N H VS
iz, E7o. T O ORKEE K ORFEEE R +5312 80 (REE : 80%~100%. FFELFE : 93.07%~100%)
ZLEBETD L. UANAFRRZWN CEEEEE OISR R AL 2 T2 2 & DSARKI DA h R
ICBE RIET LB 210, B 2REERICLDFBREFRRICIOEL S Z & T E B2 5,

® COVID-19 A XY F OBHFEIZ DN T
HRIWEREM D72 COVID-19 A X2 M FEIIIFEMTICE En- BB L Tk, £
FEAMGTE B Skt o Pl B IS S < FIi A T 2 BT LA T o LB Th o7,
® BRI (BB %, B, XTI R DK 2B U o giis 13, BRI T —
LR L, MEIZIS U TC COVID-19 DR~ L FIEIZDOWTT RAA R &2 5 KR
N5,

® COVID-19 O E% 1T 5 BT LIZBICid, & MHEER WA & R O V3Fu)
XUTF DM, VR O R E O 720 O MR, A Z P A o RO Ofth o g R g
WMOPINESNLD,

COVID-19 O FIFHRCHABIZBI T 2 IHMOERI L, BEBRFITA X2 N OER K OHEE HIEIZD
W 113 THFE 57~60 D X 9 BN 72 Stz R OERERED 2 <. BT ORIUIIBNT,
AN S OEFRMRITEI T 2B BT M OFHEIC R & BN T AL ST
REMEIZ RV E B 25, FRHET 7B RICONT, 4 RBT T THEN DM LIz RARA » Rf
EEZESZE L, SARS-CoV-2 [EGLN T A )L A FHINTHEE SN BHRF 1T OV THANCER SN
FYEITHE > TEM T T COVID-19 BIEGIOHEFAL A TN TIH Y . £RBRE T, BB arEs —
BMEEHASIRTWD EEX D,

® UANAZERREOTDOBRERIUGELE LT, BRI E BB R IEERIUINEE LT

W3 Z EIZoNT

it 21T o 72 4 BTl ERE@D &R0 | B O FE i E CER SN T % COVID-19 728
O DIER D HEL L2581, BRI T a7z,

—J7. COV002 #BRTi, EREOZERYRBARERE O, Hrh sk o i il REES 0 U T, K
BEBHIC K2 1 o B I X 2BERRRIRERIA Tz, BB IR IR Z AT - 7o 1
BWTIERMNRE LI GE 1, TERE G T 29508 (CBT 2 FIE (COVID-19 A kpe, HZEaHg k4
FOBIBERIRSE) 12/tH) Z & L&, £7-. COV005 R TIE, RAMRICEKEZEET 5T, 5
[5] D L E et T e <N OY AT MERRIZ X 2 BEEN 22 i R ER B3 T ot 7,

FIH FTRE 72 VBIRIE DN e WIBGHIE I DWW T, Z O B L2 O % OFR-CHER o HBLIC 8 A K IE
FTRREMEITIR VY, £/, o ORBRITEFEALERMBR TH D720, IRBRIELISNOZER (EFI D EF
e ORERB T 1L O 7e ZE TE4E) DNAHIRE & it BB OO [ DSE B D SARS-CoV-2 [EYE ~DHEE D2 5. %
DEEITIERV, AT, B ORBRE TORBMHEER S &, FHEFMHEE OEZZTHZ LT D00 ED
DOHEZ, BERIEESNTMSLO T RARA v MHEZBERICRY, T—F %2R L7 LThaIn, LA
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X, KRB TR 2B A TEE —EBMITHEA I TEY . COV002 7 ER &N COV00S #BR TDHRE
B 72 AR B DS A K O A 2 BRIl B 28 % . % 7= REME IRV & & 2 B,

i

I

R IT, EEIMEIEEICOWT, LT X S I2HEr L=,

(il o A )V ABYEIAR D T 7 F 2 OFEFICOWT (51 3 4 2 A 9 ANKEEEEASE
&) | (https://www.cas.go.jp/jp/seisaku/ful/bunkakai/wakuchin_sesyu.pdf (&8 H : 202144 H 6 H) )
IZ& D&, SARS-CoV-2 U7 F o OfEHENNE THMan U A L AEGUEDRIEL TP L, SETER
HIEFOREZTEHMOMO L, fERE L THFR U A NV AEYIEDO EAMEDBLIEZX ) 2 &
EINTWD, BED SARS-CoV-2 XU T I v 7 DIRMEZ 2 D & ARAEA IX COVID-19 DIESE A
THT2ZENEETHY, BIEREZMGEIT 2 Z & CHESHOMENI LN bDEBE BN,
L7723 - T, PEOMINT O FEFHME A 2, JEEEME COVID-19 ORJEFIHZIR L LIz Z L3R Y Tho 72
EEZ D, kB, BIELPRZIRICOWTIRIKGEHEEE & L TRET S TnWs Z &b, 7R23 HIC
BWTHERT 2,

FERHlIE A (22T, COVID-19 A N2 FOERFRITL, EERRT A BT A FEOHEGERD & K& <
B oF ., AROFNEEZTMT 2ICH7- 0 RERIEIE 20 o7 B2 5, £12, FHEMIMIZ DN T
b, BURE AU CARKIOFIE TR A2 TN T 2125720 15 ABFGEN T L TIE2WH 0D, WHO O
A RITANCBNTHEEEHERO U 7 F o O TREER% 14 BELUEO VE 230§ 2 Batdk
ENTVEZEPHEE X 5 &, 2 B HBREE 15 AL & 30E Lo REEHE OFHEIZ DV T —E OB IT
AREE E 2 D,

SARS-CoV-2 &Y D T A )L AR R 2 W B OB IRR AL 2 VW2 2 LoV T, AR ThN
IEREFEEHR T 5, PRBREZITISOXGE EDRETHo72n, XTIy s FIZRAIRY Y
T U BRFE A 6D D BN B o T2 WS BR BR A IR LR A IR 23+ 0 ST S AU TN e o 7o R CUIE 50 |
R EHT, EREOBERORFRESE L E XD L. ABRIOFEMELZFTMT 2 ECRERMMEE 1372
SVnWbDEEZD,

COVID-19 JIEDHEEZKI DT DD T A NV AFHIGEZAT O MU H— LR DiERoERIE, JHHTE L
TRBOBPTEREST HRETIERNEZ X D0, COVID-19 OEFLIEHCBREICEE T 5 H1 L OEFEIC
VD, MY T — T RIEROEREZLETE I 552520 > LRUTEMEARECTH L, I HIZ, WTh
DR BT CRERAFEET 2RI TH Y . £, BEFNL. SARS-CoV-2 JEL DR K& NV E M
Tz RRA Yy NMELZBRICE RN 2SN LT, FEHMEEBEICEET HA N e LTHE
e, MA T, MANBRARZICIER O ERNE L INT-DIE COVO0l RO A TH Y | TDOEE L
FHEANBIEZ ChHoT-Z 2B E XD & AIMEOFMICE W TEEIIIZEAERNLD EE XS,
Flo. UANVAFRIRRA & T T D 72 D ORI IS Z 8 2 i AR ER B & REBhRY 7o MR IS ERU N IRAE
L72Z SN, BEBIMZARIBELECIE, A LV AZIRENED N H— L R AR A S0
BB VA NAFRIRENRFERMEIND OO, REAICEEFME ISR D A N MIEE LIES &
LCEHEINDDIE, ERSINTIEROH DGEIZROND -0, AHEOREIZR O TEEITIT L A
EhnwbortEZD,

7.R2.2 BHEMEDORERIZOWT

23) WHO R&D Blueprint: novel Coronavirus. An international randomized trial of candidate vaccines against COVID-19. WHO; 2020
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7.R22.1 WHBEFEREATICR T BEMEIZONT
AFID COVID-19 (25T D HZEICONT, HFEHIILLTFTO L 5 IZEHBE L TW5,

7.R.2.2.1.1 ¥ESMIFERRITICBIT 2 RIETHZRIZONT

DFAEFRITIC I W CEERHMBE A & Sh/z, 2 B H#fEE 15 A LIRRICHAE L. SARS-CoV-2 &G’ 7 A
IV AN THERE ST A)FE D COVID-19 FEIEIT 33 D AH| D VE O R % 32 29 (-4, H1 AT (DCOI)
K OFEEMEHT (DCO2) DWFHUICIWT S, SDSDHLDSD i S i Fa i A sh P i e G245 [ 12

VE DOl 95.84%C1 XX Mifill 95%CI @ T BRIZFHANHE Lf:ﬁaﬁé@%ﬁf‘é@é 20%%L|Elof:o 2!:
HOFPET PN (DCOL) ITBWTHREES 1L, ZOH[EfENT (DCOL) (81T DiflmITE DD FE
HEHT (DCO2) IC XVl E x5,

29 FEFMEEH : 2 B BEREE 15 HUARBRICHRE L% D COVID-19 HIEIZX$ 5 VE
o EEYT (DCO1) ROEEMRENT (DCO2)

AHIRE *f FRRE VEY

% PR % AR MK 1 95.84%C1] 9

N n (%) N n (%) LRl 95.84%CT]
DCO1 : COV002 & B+COV003 #ER
TR SRAE R 70.42
SDSD +1DSD. Lt 5807 30 (0.52) 5829 101 (1.73) [54.84, 80.63]
ITT 69.13
SDSD+LDSD, MuiF k& S814 31 (0.53) S83l 100 (1.71) [53.10, 79.68]
SDSD, i {fatE 4440 27 (0.61) 4455 71 (1.59) 62.10

[39.96, 76.08]

LDSD, ik 90.05
1367 3 (0.22) 1374 30 (2.18) [65.84. 97.10]

DCO2 : COV001 FER+COV002 BER+COV003 FER+COV005 R

TR SRAE 66.73
SDSD+LDSD, i iz 8397 84 (099 8381 248 289) [57.41,74.01]
ITT 65.65
SDSD+LDSD, ikt 8603 86 (1.00) 8586 246 (2.87) [56.11,73.11] »
SDSD, IfiF k&M 63.09

7201 74 (1.03) 7179 197 (2.74) [5181,71.73] ©

ERA

LDSD. i fatt 1396 10 (0.72) 1402 51 (3.64) 80.31

[60.77,91.09] »

N=REAT X GBIEL, n=FeHBHIEL

a) WBREE, B, A7 U —=U JWOFH (18~55 5%, 56~69 1%, 705%LL L) ZRFL L, BRI OxkE A7 k
B E LIeRT Y VERET IV

b) Wil 95%CI

FEHiEtr (DCO2) WD SDSD+LDSD ML S i fa A B PEMRHT R AR HIC 31T 5 A MBI+ 2 &1
SEMOERIIRIODEBY TH D,

FEMiERI D VE (25T, SDSD+LDSD ML SUSERPEAT MM R EM D 5 b HER T T v

DERFEF T, AANC KD COVID-19 (Zx7 2 FRIZNRIEBD bz, VE ORHEEEILT 7 o0
BB & ik U CRE OHERE TERVMEATRD S s, AL, SEE TR R VRS 2

Eholcled B Z biD ORAIRE CHAEMIG 9 UL EO#ERE OFIGIEHRE 71.0%, 77 PV 12.3%)

(TR2213HSH)  rd7 7 U A JFnE O H /3 8 (ARAIRE CHEREHIR 9 38 LU EO#ERE DOFIE130.5%)
TlX. VE Zili+ 27200 A X MEBN DI o 12,

Z O, Fhpil 65 Ll ER DN 55~64 mE, N EAALSNO AFETIX, VE 23§ 5720001 R
N D IR0 T, BEERBE AT AN TR, ERLSNOESER & FIERD VE 23558 bl
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£ 30 TRERIK 2 Bl BB 15 BLIRIZHREL L. SARS-CoV-2 BN U A VR ZHIZHETE S N I= TR DIEMEME COVID-19 DRBLIC
%35 VE ICET 2 HAEMORER (SDSD+LDSD M KSR SR RER. DCO2)

AFIEE (1) 77w REE ()
COVID-19 i & 1] COVID-19 feEH]|  VE [l 95%CI1] (%)
N (%) n (N) N %) n (aN)

=N 8597 (100) 84 (0.98) 8581 (100) 248 (2.89) 66.73 [57.41,74.01] ©

18-64 7% 7894 (91.8) 80 (1.01) 7901 (92.1) 240 (3.04) 67.15 [57.70,74.49] 9

65 L I 703 (8.2) 4 (0.57) 680 (7.9) 8 (1.18) 51.91 [-59.98,85.54] 9

Flin |18-54 1% 7062 (82.1) 73 (1.03) 7046 (82.1) 226 (3.21) 68.32 [58.76,75.66] 9
55-64 % 832 (9.7) 7 (0.84) 855 (10.0) 14 (1.64) 47.78 [-29.60,78.96] 9

65 L I 703 (8.2) 4 (0.57) 680 (7.9) 8 (1.18) 51.91 [-59.98,85.54] 9

PR Bk 3781 (44.0) 28 (0.74) 3701 (43.1) 101 (2.73) 73.19 [59.25,82.36] ¢
ok 4816 (56.0) 56 (1.16) 4880 (56.9) 147 (3.01) 62.01 [48.33,72.07] @

HA 6443 (74.9) 68 (1.06) 6556 (76.4) 202 (3.08) 66.17 [55.47,74.29] 9

A 872 (10.1) 6 (0.69) 820 (9.6) 10 (1.22) 4479 [-51.92,79.93] 9

NS |7V T 5% 320 (3.7) 0 (0) 285 (3.3) 16 (5.61) 100 [76.91, NE] 99
TR 1. 358 (4.2) 8 (2.23) 359 (4.2) 6 (1.67) -22.29 [-251.07,57.40] &

Z DA, 592 (6.9) 2 (0.34) 548 (6.4) 13 (2.37) 85.45 [35.32,96.73] ¢

HR[E 4427 (51.5) 33 (0.75) 4521 (52.7) 133 (2.94) 75.20 [63.71,83.06] ¥

S faE %;//;j]ﬂ_ 3414 (39.7) 49 (1.44) 3339 (38.9) 112 (3.35) 57.61 [40.73,69.68]
7 2t o) f
I 756 (8.8) 2 (0.26) 721 (8.4) 3 (0.42) 37.04 [-277.20,89.49] -0
it o 20 3056 (35.5) 34 (111 3102 (36.1) 93 (3.00) 62.71 [44.79,74.82] ¢
oL 5241 (61.0) 50 (0.95) 5156 (60.1) 149 (2.89) 67.70 [55.51,76.55] @

N=fifbT i 525045, n=%8BIBI%L. NE : Not Evaluable

Q) TITREIEANELTH Y hENT, KRB 126 ORI 1E, 7472 L 1) ROSHREE 13 6] CRBT 116, 7—%
RL2HD) FAFEDT Y —IZEEN TR,

b) N—RAT A O BMIZ30kg/m?, D M1ERE, MERERESUIFERBONT NN ZET 258 BV L L, T—X0D7k
WASHIEE 300 1] KONt BREE 323 Bl & £ Tuigny,

c) REBRES, B, X7 U—=2 JHOFER (18~55 %, 56~69 7%, 70l L) 2R+ & L, B Es4+ 7% > b
B LT=ART Y UERET L

d) AR TE L, B oxEE L7y VEKE LERT Y UERET IV

e) PEFEREZ [N & L7z exact conditional AR 7Y VIElFE T L

f) 1 97.5%CT

BRI, DLTF O X 5124w L=,

HESNOEA AT O hRSIEHT (DCO1) 1238\ T ., SDSD+LDSD I &Rt Zh AT 6 S 4E M T VE @
WIfH] 95.84%CI FRRIIFE 29 IR L7 LB THY . FIRICH L THANIRE SN2 ERE (20%) DY
PRI L HMETITZR NS DD, FDA DA RT A4 VETRENT TRIE 30%) b EEl->THSZ
EWEEEEZR D L ABRIOFEDEITRENTND EE XD, EHIZ, SDSD+LDSD Miif IS kEEA 2k
ITT fENT RSB GREH IE O B 2303 & T IEEA L SN BEREREIC LS < R 121 5 1 2iig
Hr (DCO2) & [FAER DT K OERE L 2 A B OER ST IZ W ThH . HEfEST (DCOL) & [FlERD
FERNDRE NI,

— I DEEINZ OV TR E SN IEF IR SN D720, KMo EHOFIEZ SOV THREIZT S
ZLIIREETH BN, IERMEOMAES (TR2212 EHE N TR223 HEBMR) 25ET5 &, sk
LM EEEITRR DT, STy 7 ORI FICB W TUIARAREREIC L 2% 7 ¢ v b B#fFETED L
Ex D, 1L, EHROKED S BT 7 U B IFEOEEMIC T D VE MMLOEEER & T
BEZ R L2 LIZOWV TR, TR24 HTHEM T 2. £7o. BHOERIZOWTREINTZAH D VE D
FEEEIZ DWW T, K[E D8110C00001 SRS D X 572 557 — % OHEFE & - CHEFET 2 LEN b 5,

24) Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19. FDA;2020, WHO R&D Blueprint: novel Coronavirus. An
international randomized trial of candidate vaccines against COVID-19. WHO; 2020 %5
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Fio. OFAMRITICER T 2 HMEOBIZMIRIZR 5 TR Y (DCO2 128\ T SDSD+LDSD IfiLif 5 i~ fa
PEA IR S G [ DO ARAIRE T 64.1+129.86 H CEAMEEEHERE) ) | BEOAET — 213G 6N
TWRNZ ED . ARMEOEHEHRIC OW TIIELERTEH b I RANMEL E LD,

7p¥, R, B HEEFEMRER], R OWERE L U A 2 (SDSD KT LDSD) BIDRFHE S >V T,
FNENTR223H, TR2213HL N 7T.R22.1.2 HTiEmm 7 Do

7.R.2.2.1.2 EIBEERATIZ BT DB RO RIZOWT
BRI IC BT B EMEDFERICHOWT, HEFIIL TFTO L S ICHH LT\ 5,

O WHHERZEIZONT

DEARENTIZ 33T 2 e RMEREAT R GR35 1 R L ¥ A 1T K B4 56RO SARS-CoV-2 2%}
5 RG22 31 12”9, SDSD+LDSD S U AT (RIS 1T 5 N— R T A URFIZIMLE I
RS REMEDORERE T, FIEMERETR 28 FICHAIHUAMMO EH-25580 Hav, 2 [ H#E#% 28 AIZS B
BAE 72 EHADFRD BTz,

£ 31 PEEMEATICRIT D SARS-CoV-2 33 2 HFFfM (2 =2— FU A VR E AW R iR SHTE)
(e MR REN, MERIGEME, DCO2)
SDSD-+LDSD SDSD LDSD
T 44 AHIRE f PR AFEE AFIE
N 2122 1569 1746 376
. /Ny 801/2079 684/1536 652/1706 149/373
”Jm el R GMT 60.081 20.817 61.266 55.162
=28 H Tl 95%CT] (5491, 65.74] [2025,21.39] [55.46, 67.63] [44.61, 68211

A — /Ny 834/2079 683/1536 676/1706 158/373

o GMT 180.881 21.721 174.773 209.516
%28 A (il 95%CI] [167.07, 195.83] [20.93,22.55] [159.73,191.23] [177.48, 247.34]

N=&Y 7 I N—TDOFEk, n=3Fliflk

NFER]D SARS-CoV-2 (%9 2 FFfiiffli 2 2% 32 (2R, T _RCOANFEY 77/ —FlcB T, &
A 1A RO 2 6] B #ff % 1 gl o B 235380 bz,

FMEE R D SARS-CoV-2 (ZkFT 2 HRIFUEMN A & 33 [ZR-T, 77 VL OWERE Tk, EELOET
7 U Jy FNE O#ERE & el UC 2 [8] B BERE % O PAEUAMG O GMT 2ME o7, EEOHERE &7 7
DN ORERE O O FFIHTARM O 21T BRI & O ITER T 5 AEEER H S (T R2.2.1.3 HEBMR)
77 U FIE OYERE TIEE WM RE OEIEB SN TE Y  ZOHEIIRPATH L L OO ~R—
ATA NAHAET D FHME T 0 F T A NV ZA~DRER, BIsHER | Fli#sesE (trained immunity) %
DGR 8 5 (I Glob Health 2020; 10: 020348, Int J Infect Dis 2021; 102: 577)
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(S TR REN . MERIGKEE, DCO2)

# 32 PFEMITICI) 5 ARERID SARS-CoV-2 IZ3 3 2 FFHiEM (22— KU A VR &AWz FRGuE k)

SDSD+LDSD SDSD
NFE illratinn] ARHIEE *f AR AKIE
N 2077 1534 1704
e /Ny 607 / 1665 484 /1173 474 /1322
2 Ezgﬁf& GMT 53.996 20.346 54.429
G (il 95%CI] [48.85, 59.68] [19.93,20.77] [48.69, 60.85]
2 E BB 10/Ngyp 632/ 1665 486 /1173 491/1322
28 B GMT 171.398 21.600 161.840
[ 95%CI] [156.42,187.81] [20.72,22.51] [145.54,179.96]
e 1n/Ngyp 96/ 158 107 /157 92 /153
%] I%l;fﬁﬁ@fﬁ GMT 107.630 22.167 107.335
e [ 95%CI] [81.15, 142.75] [19.97, 24.60] [80.08, 143.87]
. /Ny 108 /158 105/ 157 104 /153
2 [B] H Beflitk -
GMT 258.871 23.456 255.909
28 H [ {8l 95%CI] [207.95, 322.26] [20.31,27.09] [204.21, 320.69]
N /Ny 41/89 25/61 30/71
P EIEE 2 X
GMT 68.286 20.000 66.238
7T R 28 H [ 1 95%CI] [43.42, 107.40] [NE, NE] [37.43,117.21]
ey /Ny 40/ 89 24/61 29/71
2 258%@& GMT 152.788 20.000 148.913
[ 95%CI] [106.96,218.25] [NE, NE] [97.46,227.53]
. /Ny 16 /60 21/49 16/56
WIEl e % -
GMT 55.479 20.000 55.479
IR 28 A [l 95%CT] [29.33, 104.93] [NE, NE] [29.33, 104.93]
e /Ny 18/ 60 22/49 17/56
2 Eiﬁé@& GMT 196.745 20.000 204.227
(@11 95%CI1] [115.39, 335.45] [NE, NE] [116.37,358.40]
N /N 40/ 105 46 / 94 39/102
PR 0
GMT 69.766 23.833 69.403
Zoh 28 H (i {Al 95%Cl] [46.92, 103.74] [18.56, 30.60] [46.19, 104.29]
e /Ny 35/105 45 /94 34/102
2 @iﬁé@ﬁ GMT 180.728 21.017 172.054
{8 95%CI] [120.77,270.45] [19.02,23.23] [115.03,257.34]

N=%Y7 7 L—TOHl%k, n=aFMif%k. NE : Not Evaluable

£33 PFEMEITICR Y 5 EMEDID SARS-CoV-2 12343 5 FRWLEM (=2 — F U4 VR &RV R RisEsiriE)
(S MRS R, LRGN, DCO2)

SDSD+LDSD SDSD
S/ ifEs| T 7 PR AKIE S R AFRE
N 2079 1536 1706
g /N 499/1474 378/944 353/1104
#) %‘gﬁﬁfﬁ GMT 53.218 20.221 52572
S L8 95%CI] [47.67,59.41] [19.91, 20.54] [46.26, 59.74]
S 2 E BB 10/Ngyp 527/1474 375/944 372/1104
28 B t GMT 187.482 21.403 179.318
{8 95%CI] [170.26, 206.44] [20.45, 22.40] [159.49,201.61]
e g /N 217/495 205/486 217/495
2 %’?H@ﬁ GMT 61.870 20.752 61.870
S5 [ {8l 95%CI] [52.13,73.43] [19.71,21.85] [52.13,73.43]
> I F 10/Nayp 205/495 206/486 205/495
oyl GMT 133.883 21.091 133.883
[ 95%CI] [112.61, 159.18] [20.12,22.11] [112.61, 159.18]
s /Ny 85/110 101/106 82/107
2 8&5@1”% GMT 113.627 23351 115.361
M7 7Y (i1l 95%CI] [83.57, 154.49] [20.26,26.91] [83.94, 158.54]
S HFnE e /Ny 102/110 102/106 99/107
2 Ezﬁgﬁé@ﬁ GMT 275.149 24335 275.588
(il 95%CI] [223.86, 338.19] [20.73, 28.56] [223.01, 340.57]

N=&Y7 7V —T OBk, n=aFlif%k

51X, LDSD #2F4ER] & SDSD #fEM A2 — S DEM E L TRV o722 L OZEHEIZ >N TS
AT T DT BRI R OSSO RAE IS E AT 2 L 92RO, HFEHIZILTO XL 2 ICm&E L
7=,
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BFEfRMT ClT. BT & Sh7= SDSD+LDSD I i S fa A Mg e S 2 T, #I[E]
KO2EIH &S SD ZEfE S L/ (SDSD) &, #IEC LD Z##EfE St 2 M H IC SD Z#0E S 72k
[ (LDSD) &% —ODHEME L TRV FHEE Lz (TR2.1.1ESM) |, RIS, WEfELr o2
TIX VE B’ 7p o572 (TR22.1.1 HZH) 00O, ClIZEZR->TEY, /2, R oz 2R 0 TpEE
FRR T H L TWD e aind 2 & (T.R2213HEBM) Mo A0 ZEN PRI H &SR

LD THLZEERTZET VAT RNWEE X D, 7235, LDSD #EMII T X CIEmImE Th o7,

TR DR RIZ OV T, UBDE@%. CRBW TR 8 L FOMBRENIZ LA LRO LN
Ipio ey, BRI 9~12 ORI D AK] 2 BHEEFE# O Y 2 — R U A L AR FHT A X
$MD%ﬁﬂ%%I&UUWDMWﬁ%%IT%uLth(ﬂuszEE%%%)

bz &t 2 [BIBEIC SD # % %) 7242 — 2O EEMT R REM E L T2 2 &3
Thol-tEZ D,

FTo. BHEIL. AHIO COVID-19 FIAE TRIRNR & FAHUAAl oo BEEIZ >V TR 5 K 5k, H
FEEIILUTO L) ICEZE LT,

DR IC 361 T D S0P R X — S OHERE DA TR L T v . 2021 4F 2 H 26 AFRFAT, S5
FREMT S RAERNZ I8N T COVID-19 BHENFERE SNICHIRE D O B, ¥ 2 — R A L 2R Rgh & OV FE
7 AV ZAHRFGURM S RE SN2 DIZENEN A BIR NI FlOHTH o7z, Lo T, ZORLT
o EHITIX, COVID-19 FIE TRz R & AR & ORRIEIZ DWW TERD & 2 iftr 2 i3 5 =
CIEREEE B 2D, Lo L s, FIRAREZR T — % OFEM %2 £5> T COVID-19 ZJE T Phh i & i
A & BRI DN T 21T H TETH 5,

@ MfEMHEREICONT

HEE L. LTFO X 9B LT,

SDSD + LDSD {75 5 Jis Bt S P ARAT X G 4E H1IZ 35 1F 5 IFN-y ELISpot VEIZ K 5 S & v /37 B I
B 70 T MRS 2 ] L 7285 K. IFN=-y 2Ry MBS (SFC) DA [l 95%CL] 1%, A&
Kl ow)alHEFE% 28 H TlE 607.7[518.8,711.9]SFC/10° PBMC, 2 [A] H #ffi % 28 H TliX 421.6[344.5,516.0]
SFC/10° PBMC Th v, AAID 1 BIHEFEZIC T MIRUSE OFENFRO G223, 2 B HEREIZ LS T
RIS DO¥ETRITERD DR Do T2,

F£72. COV001 AR K T COV002 iR TAFKI SDSD DR 4 5% 1} 7= 4 BRE (238 1T e+ b A
VYBIRIZ K D S B LRy BITHER A T ARG ORI Tl AFIIE KON 2 [\ B % 28 HICEH
W Thl %A A A > (IFN-y, IL-2 }x O TNF-a) OHIINARD Shiz—J7, Th2 A1 b A > (IL-4 K&
OVIL-13) 13IF & A EHIINE, AFIEREIC S # /87 R F) 72 Thl AL O IRE DR Hilz,

MAEIL, DLF O X 51l Lz,

AF D COVID-19 FEIE T Bh 5 & RFHLAAR O BIEPEIZ DOV TIX S B 72 2 18 HUE & O A 2 22 &
ZZHbDD, FHREERICEOTWTNOMAERIZIBW TS, KA SD OHFEIZ L 0 5%IE RN
D HAL, 2 BEHERIC LY X675 FRHUAE D L2380 b,

LDSD it 5t GeAE N 35 W TAAI 2 [B] H Beffi 2 O AU 23 SDSD flbir et AL & e~ T RS E
o lboO, HHEEROEELZEET L P ERMIEEERAM CEHEL L TWEZ b
(7R2.2.1.3 ) | RHGEIZIBUVTARAIDO A 2 ME K OV 22 73 512872 v | LDSD #f#4£[H & SDSD
PREMZ —SOHEME LM L7722 LIZOWTREIE R -T2 b D EBE XD,
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72720, ERlomT 7 U ZEFEOFSEFICBW T, SRS 4 BOWBRE N KEH D2 5D THD
7= (BEFERSNE 5 BLLFAARAIRED 93.7%) (ZH B 53, MoOFAHEH & A TE W RIFUR M RO
LN EIZOWTIE, BRBEORE (TR24HZR) L E®, BEERTEHE DO &k S HHUINEN L E
LEZD,

7.R.2.2.1.3 HEEERIEEICRIETREIC OV T

PEREREIBE S DRI RAE T B DWW T, HFEE I TO L S ICHH L T 5,

AREGRBIR 7 0 7T AT, YPNTEEREIE 1 RO THET S TETH-o 722, COV00l kB 3 #F
BT D IEIRYEOFEAN T 2 [5] H OBfEZ IS RO ARD H it (TR6.1 HBM) 72, &R
BREHAAL IS, L0 KHUNC 2 BHERE ORI 2 R4 5 2 L BRE STz, £, RBRIEORER r—1L
DIEKR EWAT U CTAREERBR 7 v 7T ARREICIER SRR, 4 BT _XTT2HBED T 7 F 8
FED 72D DIRBRIEOHAG 3ERIE L, FEIZHEE OFRER (COV001 55k & Y COV002 5llR) 23884 31T T,
INBICERT DEIED T, FIEIE 2 [BlH OEEEOHEFERMIRIL 4~26 BRI OHFIPE Th o 7223, HEfE L
VAVICEDETIR WV EHER L, ERERRO R HEME —ODOEME U THITIS & Lz,

FEfRHT (DCO2) Wi D MG UGS REMEA MR S R 31T 2 /M (VE) ([CBIJ 2 HErEIR
MOFERIZ, £34 DEEBY ThHD, 4 B EOEFEMETIL, SDSD+LDSD MiL{F SOkt A 2 it
KGR K O SDSD i SUSENT S REM O N T ICE N TS, SRS R W E VE B3E < 2513
2R3 BT,

%34 PRAMRITICI 2 EEERIBRIO 2 [0 B 8% 15 H BRI L,
SARS-CoV-2 BRILN 7 A )V ZAZHITREE S A1% 00 COVID-19 DFEFIXT 5 VE (DCO2)

COVID-19 F&Hi %k
HAERIRR AFHE *f AR VE (%) iR 95 % CI (%) @
n/N (%) n/N (%)
SDSD+ LDSD i K it A ShtE T o SR M
4 A 1/206 (0.49) 3/203 (1.48) 66.56 [-221.83,96.53]
4580 E 8 T A 47/4312 (1.09) 90/4200 (2.14) 50.48 [29.56, 65.19]
WL E 12 LT 23/2308 (1.00) 92/2348 (3.92) 74.97 [60.48, 84.14]
1288 13/1771 (0.73) 63/1830 (3.44) 78.91 [61.68, 88.39]
SDSD IfiLiE R A S ATt S L H
4 A A 1/206 (0.49) 3/203 (1.48) 66.56 [-221.83,96.53]
4L L 8 A 47/4294 (1.09) 90/4183 (2.15) 50.48 [29.55, 65.19]
LI E 12 LT 18/1555 (1.16) 66/1580 (4.18) 72.64 [53.95, 83.75]
12 iR 8/1146 (0.7) 38/1213 (3.13) 77.62 [51.98, 89.57]
LDSD L& R A SRR e
4 A A 0/0 0/0 NA NA
4 L E 8 A 0/18 0/17 NC NC
SHELLE 12 LT 5/753 (0.66) 26/768 (3.39) 80.80 [50.05, 92.62]
124 5/625 (0.80) 25/617 (4.05) 80.78 [49.86, 92.63]

N=fEHT G5, n=FBH1, NA : #Z248F, NC: Bl
a) HEREREAREFE L, BEWIROMEE A 7y MERLE LIERT Y VERET V

PRI R O S e (PFngUAm) OFRERITE 35 DL BV THY . VE LRMKIC, 4 B BB
fIfE C i3, SRR R VIE & 2 B8] B #0% O PRt s & < 72 28R 23580 b,
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# 35 PFEMNTICEBT H BRI 2 [B] B #5fE% O SARS-CoV-2 (239 % HFIbi 44
(2= FyA AR EROVERFIFELSE  GuERERITSER,. DCOo2)

SDSD+LDSD SDSD LDSD
BRI R AKIHE <} HRRE ARHIEE AHITE
N 2079 1536 1706 373
/N 17/32 20/32 17/32 NA
4 B AT GMT 326.744 24.389 325.744 NA
(181 95%CI] [207.22, 515.22] [16.10, 36.94] [207.22, 515.22] NA
s 1n/Ngyo 359/818 369/674 356/815 3/3
4 ’Euf GMT 131.693 21.184 130.936 261.046
8 AT [ 95%CI] [115.98, 149.54] [20.27,22.13] [115.22, 148.79] [45.31, 1503.97]
. 1/Nap 274/775 170/557 182/587 92/188
8 ’EU\L GMT 213.815 21.674 215.953 209.647
1238EF L& 181 95%CI] [189.94, 240.69] [20.23,23.22] [187.10, 249.25] [169.37,259.50]
10/Ngp 184/454 124/273 121/272 63/182
12 18 GMT 247.973 23.035 272.323 207.145
[ 95%CI] [209.22,293.90] [20.57,25.80] [219.92,337.22] [156.34, 274.47]

N=%YT 7 N—TOH%k, n="EMisi%k, NA : %485

BRI, LT O X ol L7,

OFAFENT CTlx. B ERRBBR IR T 31T DAk 2 22 IR D> B F2ERICHERE S 4L 7 BB O Bl [ b 1 3kk %
Thole (KARE : 4~26 HF]) LoD, BEHERORRDERE —DOEM L L THIT S, KR
2, HMEMROER & & B2 VE, FRHURN & $I2 B3 2 m 235 &)%fmio AR THIIX, HEE
&V EG AR OB OV TR T RETho7m & B % 578, HuliZ SARS-CoV-2 V7 F D
HEAG DR D BTV D BUREEITIN 2 [ERI], AF#EB] O E T OFE RN S b RIRORER & F e
FERPBFONTND Z L aBiE 22 & HERFIRIC L DB +H0RE Lz BT AR OADMHEIZ DN
TRHli+ 5 2 LIXATREE B 2 5,

k. BREMRAE S OTEAKORE - HEIZOWTE, 7R6 HTHEm T 5,

7R2.2:2 BARANZBITZEHMECONT

HEEZIILL T L 5 I8 LT,

[E PN D8111C00002 #k5R D LE AR5 & STz FVS-1 R USBIET 64 & Sz FVS-2 TiE, A
FFEONT O 3R — MIBWTH, FIEER% 56 BOHL S ¥ U RV EHURIEER (R—RAF7 1 )
5 4 (5L EOHURM EF RSN T gEBRE OFEIE) 12 100% TH Y . DFERENT THOMNE YR E I AA] SD
% 2 [AHERE L7ZBRORER (99%LL E, 65 sl BTl 100%) LBk TH 7=, —F, FVS-1 IZB W\ T,
SARS-CoV-2 |24 % ¥ 2 — RO A LV ZARFFURISERIL. BARNEERE K OSNEANRE TEnEth
66.1% K% T 79.1%TH v . HARAYPEERZE TR -7, 72720, EWN D8111C00002 iAERIZZ I LT3~ T
D AR NEBRE Tl — i 4 BRI T 2 BRSO 2ol L, BFAIIT IS AN B L2 44 E
NERE TIT LD RWHEFEFR T2 B I TR Y . ZHITER L THARAN TIERO TR IS ZE =R A
REINTATREMED B D (T R22.13HBM) |

FEMEHT ISR & STz FVS-1 L ONBIRNT x5 & S4L72 FVS-2 IZ8 W T, HARABERF 12T 5 2 [1]
HEFE 28 HD Y 2 — R A LV AFFIFUAM O GMT [[iff] 95%CI] (322741 103.0 [78.9,134.4] &
' 98.0 [824, 116.5] ThoT-, —F., &M O EZMH T (DCO2) 128\ T, 4 LA 1 8 WA Oz
TR CAF SD % 2 [mlHEfd L 7= SDSD S MM et REEMNC 31T 2 2 Rl H M 28 HD v =2 — N
A VAR O GMT [ 95%CI] 1%, 130.936 [115.22,148.79] T&» v . [EPN D8111C00002
BRICHIT HEE I L CTEMoTe, L, AMEABRFICIIT 52 2 — KU A )V ARG 12
AN TR, HEMEERRE 4 L E 8 WARm DLW T, AH| 2 B HEEM% 28 HO
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v a— RUA VAR RGURGO GMT [l 95%CI] X, #EEKRT 7 PN TENLI 97434 [79.81,
118.95] X T¥ 110.964 [91.06,135.22] Tho7=DIZxf L, 7 7 U A HF1[ETiX 268.614 [211.63,340.94]
Thot, HEKROT 7 VN THLIZE L ER D8111C00002 B TR b MiTEL LTk, H
WA O HFIHURATOEVEIE 7 7 U A HRETH LA HFRUR IR SN2 L IC L2 b D EE 2 bk,
TIDDOFERIZESL & AHKISD @ 2 BHEREIZ L o THHE I N D BRI T, BARANESME
ANDORNZHH SN RENMIRNEEZ D,

FEREIE, RIS LT, UTFTOAEZHHA L ET, BARAANCBWTHARIBRSZ IS & RO
ERMERF LN TWD EBZ L200HD THMT D LKk, HEFIZLLTO L 5 ICHEZE LT,

O HEH D8111C00002 FERD FVS-1 Dk — h C (18~557%) (28T 5 GMT 282F— b~ D (56 ikLh
L) LHB L TR o 7B

FVS-1 ® 955, @adR— bk C Tidk, KA 2 [0l HEAER 28 HOD Y 2— R U A L ZAHRIFUAG O GMT [
%%%ayﬁMJBigmm]f%D\:T—bD®1MSMy3ww]kw&fﬁ#otﬁ(ﬂlﬁ
F 16 2M) | HEOVEH 2R — NMIREILIZZ LT, T2 DXL X NHELLEAEENEZ LN
720 FVS-2 OFERICHESLS &, ak— FC&UD@2EE§@%ZSE BIFDHY a— Ry A /VAHH
PURMG O GMT [ 95%CI] 124 107.3 [84.2, 136.7] } (1 90.0 [70.1, 115.6] TH V. FHE@MmE
&wﬁbf%%%fmﬁﬁm IERWHUAM RS bz, £72. FVS2 D9 bH¥ 7 =adk— b DI (56~69
) MOYD2 (70 LA E) 12815 GMT [ififill 95%CI] (X% 240 101.5 [74.3, 138.5] K11 70.2 [45.6,
108.1] THY | E#@Lﬁ W2 U CTHURIAME T3~ 22338 Hivic, L L., ERIOFUAMIZIZK
ERITHHOE VD BV, W 95%CLIZIZ AR — FHTERD RO LNLTNWDLZ LD, ZH GMT
DFEWZ DWW TR R ERIT W EE X bz,

@ 22 EEBEOHFHAMO LT (T —RF—F) PRDOLNRVEREN VD Z LIZONT
FVS-1 (81 f3) DfERICEES &, WIEEAET% 28 H HIZXT 5 2 [EIHFE% 28 H H O GMT O LA &
I, BLS & o7 FHURM K O FPTA M O WU oW T H/hE L BRlcadk—F C Tidb Tk
F LB Lo (111 HEEF16BK) . UL, B0 153 A&7 FVS-2 (234 #i) Tk
T5 L. GMT O EFREIEL, HUS # 27 BHURM L O FEURio Wiz >nTd, adk—h C %
GoT, PFEMir Bl SN b D L RRETH o 72,

F7-. EWN D8111C00002 FERD FVS-2 D 5 HLAKID 2 [BIHHEREZIC Y 22— KU A L AR FIFLAAmR O
T — AL RGO DI T EBRE OBIGPNL, BIKT 26.6% (41/154 ) THoT, —H. OF
BIENT (R—RZ T A VRIS GRIEER) (2B W T T — R Z =2 BN SR TR E DEIE
IE. IR T 17.1% (102/597 ) TH 7=, [EPN D8111C00002 &R, PFAMEHT & bio, 7 —A X —2hif

D LR o TR E DOEA i#mﬁ%(m~ﬁﬁ)&w@LTmﬁ%(%ﬁuL>fﬁ< B
%_%Eﬂﬁ@w RO LR o T2, BMIRCERMHIROEWNC K 2RO b o7,

22— R A L 2RI ORE L I T2 i @_A)T—ya/mﬁén a7 v A
kbfi+\ﬁﬁf%ﬁbfwt%@@ HEEDOIX S DX NI R E o722 &b (CV 2 34.7%
~56.7%) . —HOYWERE TARFIO 2 B HEREZIZT — A X = RB BN o T REMERE 2 b
7o EEE. DFEMATICB VT Y 2 — RUA LV AFRPURMIC K T2 7 — A X =R BB bhvieho Tz

25) FVS-2 OAFKIEE 174 B> 5 B, HRFEM2S LLoQ A EZ7R L2 b DD, KRBT A HE (RO HRbLAm D 3 5L
) AWz & 720 20 B & BRU TR 23T oA,
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WeERE DO TE Y A L AFRPUERMARE STV SFHO S S 4 F T, EoA L Z2HFHsio -
AN 5T,

@ RBRTUHEIROEREZ —H>DEMAE LTIHMET 5 2 & DY

[EN D8111C00002 75 0 Gt JFMEFTAfRE 2 DUV Tl FVS-1 (23S < RHT & FVS-2 125 < fi#tr
& DN ERZTRD 578, FVS-1 @ 81 #il& FVS-1 LISAD 153 B¢, adk— k2 Ll L= wibk
WERITELIL Tz, — RIS, SEIREICBE LTI, R—A 7 A VROEFZ B I - lBmE N
T > THiEERF R OBRERFOZEMEICER T 2 ARERRIE LD ENRBO LD, TEIREMMERR 4
S5HiEX D 9 H FVS-1 IZHEENTWZDEX 2 iR DA TH Y . 55 1 fsRIZBIENIEE FAL TV Rd o7z
M. T RTORBRERMR (BN T, IBRER OBRIKIZENZENOFIEEFICE > TR b TEHD |
FERRIEBRIESEFHE EE LT e o T2, T, PLS X U T EHURKE DY 22— R A VAR Rt RO M

EIE, Wb A —ORIEREBIC TRIE Sz,

UL EZEEE 22 & AR O FRMEFHGRERIZ2OV T FVS-1 & FVS-2 O TEWATRD b L FIA
X, EARERD T 7 L7 KL OIEEOIX D > X TR T 2 alietEn kb <. AlRERR Y K
XA TR 5 Z L2k v, X0 #EURMIRA R/ D LB X D,

@ A SD OHE K2 EHOWTFNOBEREZ TV T HPRFUEM LLoQ i DHEERE H3 78D
nadzZ EizonT
[EIN D8111C00002 FER K OMFA T O EZfENT (DCO2) 1T WTAAI SD % 2 [H1HfE L 72 B0 4=
KOV 2 BEIHOWTNOBERE#ZIZIBN TS v a— KU A L ZARFIHUERAG A LLoQ A C & - 7o gk D F|
Alx, K36 DEBY Thoto, 2B, va— RUANZFFFUEMMIL, EWN D8111C00002 75k & UM
BT E ENT-TRTORRICHNT, F—ORIE-ER THIE S -,

36  [EN D8111C00002 REK OPF-AMEHT D BN (DCO2) 1ZBVTAHK| SD % 2 B L 7=BRiC
AER G2 B EOWTHOERERICEN TS ¥ = — 7 A A X PFifsiiiit LLoQ K Th - - EBE DEE

[N D8111C00002 A5k BEGfEHT O T 2ifighr (DCO2)
(FVs-29) (SDSD 1fiLi# SO AT S PERRAT % G 4EHT)
FUi7Zp LY Stz LY

n/N % /N %
AR 32/154 20.8 64/597 10.7

18~55 7% 12/73 16.4 23/428 5.4
T lin 56 meLA b 20/81 24.7 41/169 24.3
56~69 Ik 12/54 222 33/117 28.2
70 Lk 8/27 29.6 8/52 15.4
PRI Bk 25/99 253 33/308 10.7
E2gcd 7/55 12.7 31/289 10.7

BMI <30 kg/m® 30/148 20.3 46/496 9.3
=30 kg/m? 2/6 33.3 18/99 18.2

438 (£2 H) 32/154 20.8 12/123 9.8
AR | 6 E AR 32/154 20.8 47/283 16.6
6~8 ] ND NC 7/110 6.4

9~11 #H ND NC 4/83 438

12 ML E ND NC 6/121 5.0

N=%47 7N —70F4%, n="PFRIPLiEM LLoQ K Ch o I #E4k. ND= 7 —# 7 L, NC= HH¥T

a)  FVS-2 OAFIEE 174 Bl 5 5, PRHUAMA LLoQ (40) ML LEZRL7=b DD, RYEIRO PRt D 3 50
Th-o7220 BlZER<,

b)  RUEZR L AFIEERES 1 BIE L2 [EA & IR FPLAMA LLoQ K TH 5
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[EIN D8111C00002 3ER K OMFEFEMT OWTFHUICB W T S, 2 — R A )L AT FHAM 7Y LLoQ A
T o g OBIA T, HEElE (18~55m%) &L CaElng (56 MLl L) TE-o7=, OFAfRNT

TliE, HEHEHROLERIZ > Ty 2 — RO A L AHRFHUAAG S LLoQ AKiifi Th - 7o & OFIG MK T
T AHMEMMBRD DTS, PRAFNT Ol S I L CHERMBAE N 722 L5 | 4ElRIX Sy & B
FROBNZA/E A RE S (TR2.2.13EHSM) | ERSATHAGEWIT RV EE X DI,

PLEDOFEFRES . EAN D8I11C00002 3ER DA 2 Ak — MIB W TEUH S - AFI DGR, IR
MR ONEREFRELHEELTEBY ., BARARANZBWTCHEREOAMENETE L EEZ DD,

BekEIL, LITF D X o1l L7,

HFRIHUAMEOBREMIZITIX G SEDRFEOONDLZ EbEE A D &, Bon T BARAAERESROT —#
DD IT AR O FEIR A IR EE 72 26 & 2 23, [EN D8111C00002 7B TAH 2 [ H R4 1258 & 7= fnt
KM, DFAEMRITIC T 2 RER T 7 VL OHEFERIE 4~8 HOE L CE bz 2 (8] HHEfE% O
FERERESERLT, £o. BRARIREIZOWTS Eilnd LSO & RO PRIFUAAGo E5-23
RO BNz, £z, LS X v R EHFIROIGESED D H BRI THME A & [FERO R F D R S
NTWDLZEBEEEZD L. HRMNMIOWTARFIEERER ORIEILENMEN & KRE S ERLHAITRS
nNTWienwbnE&Ex 5,

Uboz & ROBFEfITICB W TEBEC AT OE O VE R OERMEOREIC K& R8s K
EFATREMEIL— D SARS-CoV-2 ZHEE (B.1.351 £##t) IZ KD ELZRNT (TR24 HSHR) RES
TWRWZ ExEFEx DL, Fhaibhd 18 Wl EO HRANZBWTAFIOAMETHIFRFCE L LE
25,

7R2.23 BEREICBIT3EHECONT

OFAFRNTIZ 3T D IS K D BT OFERIT, 7R22.11HK 0D LBV THDH, I
F DA ONT, HEEEIZUFO X IR LTV 5,

FEHEHT (DCO2) KEAIZIWNT, PRFEMEHT O A 2 O T BTkt G4£F  (SDSD+LDSD IfiiE 5 i b
PG ZIMERRIT S RAER) 1281T D 65 LA EDO RN RIED 82% & V7o 7= (RAIRE 703 51 K& OV
T 680 1)) #mfwéymuL®W%%ime@%g%@@éh\kﬂﬂ($ﬁﬁ@8wm\ﬁ%ﬁ
7 87.8%) DHERE OHEFERMINRIL 6 WA CTh o7, F7o., VB OBHAM CEAME - AR E)
1382.9+21.5 0, 2 I H#EHE 15 ALIEOBBIIRK CEAME AR MERE) 133491209 HTHoT,

SDSD+ LDSD IfiL i i B E A S PR 6 S8 M D 65 kLA E DR AR T, 2 [B] B B 15 A LI
\ZHHL L 7= COVID-19 JEFIE, AFIRE 4/703 511 (0.57%) . XFHEEE 8/680 ] (1.18%) Th -7z, £z, ¥
[B8] SD 1 {5 S BEMEA Zh AT XS SRR M D 65 mLl LD AIZI\W T, Bl SD #2Ff% 22 B LARRIZ B
L7z COVID-19 SEGIIAFIRE 6/945 5l (0.63%) . XTHERE 13/896 4] (1.45%) TV, 5 5H, COVID-19
(2B U 7o ABTIIAAKIRE 0 f, xEREEE 2 51T, HAE COVID-19 [FAHIRE L O IEE & 61238 b7
Mmool

PLED X 51z, 65 sl Lomin# Tlix, VE 27l 27200 A Xy NSO IR dr o 723 BREH
DOFER L —B LR RN RO bz,

F o, BFEIEATIC T 2 Al O T RIHUAMEOHER TR 37 D LBV TH Y | KR T & L CHRRRIR
DENEZETHIE (TR22.13EHBM) | TR TOEMBRNITE W CTAFIBRIC X 25 FRHUROFHE M
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RO LTz, EEE BT D R RPUAE I IE SR & bl U TRV MEA A FRD H 703, BRI T D
DOFTROBERMN 2 EWITIRATH D,

#37 BFAEITICEIT 244 SD % 2 FEHERE L7~ & & OFEEERI D SARS-CoV-2 iZx3 3 hfnHifafl D
(Ya— RFuAARAEROESRGESE  GERERITRER,. iERREE, DCO2)

18~55 7% 56~69 7% 70 7% LL 1
AFIEE o BRRE ARFIEE *f AR AFIRE *f AR
N=1287 N=962 N=250 N=222 N=169 N=131
R AT A n 549 391 133 127 56 58
GMT 2[% 112 2[(193 7955 20.0 20.0 20.0 20.0
1050 13, .95,
[l 95% C1] 2131] 2081] [NE, NE] [NE, NE] [NE, NE] [NE, NE]
wllaliE RS n 476 380 122 122 54 54
28 H 74.268 21.172 36.568 20.963 36.037
GMT 20.0
. [65.84 [20.27 [30.66 [19.51 [27.12
F Al 050 , , , , ,
ity 95% Cl] 83.78] 22.12] 43.61] 22.52] 47.89] [NE, NE]
EEE S A n 493 375 128 126 55 58
28 H 221.642 22.505 85.511 20.450 109.684
GMT 20.0
[200.80 [21.20 [69.72 [19.57 [81.14
1950 , , , , ,
[Fifiy 95% Cl1] 244.65] 23.90] 104.89] 21.37] 148.26] [NE, NE]

N=%Y7 7 V—7DOH%, n=fif1%%. NE : Not Evaluable

Fo. BARANGEEE BT 2 HRAPURMMoORERIT, SmE LA OEMERES B RNWEEZD
(TR222EZM) .

BekgIZ, IR X o1l L7,

DFARATICE EN T @i OFIEIIR S 5729, @l O EIC BT 2 AR K O I 5 2
TRV, FTo, ElE O ERIC I CRFIBERE % O R RHUAMNILZ VLA O 58 & bk LT
EEZRLTWEbDD, JFEMITDIZE A EOE i PRI 6 AT CARZHEMIN TR Y, #
TR R < 72 21 F EHFFHUEGEDS LA T H2HEMAEO b Tl EbEET HE (TR22.13 HE
M) . EEE BT S 2SN OER & RIFRICARFIBEREIZ L 0 hfnduikflin R T2 & E 252 L0
ZMThHDH, Mz T, BREE T, @il o & 2SO ER & THMENRR D 2 L 2R
THZETUABHELNTWWRWI LA HEX DL, BMELE D, 18 LOT X TOFEREIZH
TARBNDEIER IR CE D B2 5,

A (36 1T 2 ARFN DA NI DU T, P g C 0w M OV BUEFE i o o0 >k [E D8110C00001 7R
OFRAE R BB E 2 T, BAHTHIWT L7z,

7.R.2.3 COVID-19 O EELHHIZIFRIZ OV T

ARHNOBEIEALINHIZH R DN T, HFEE T FO XS IZHBI L T\ 5,

AR OBEFEACINHI R Z G 2 I12H 720 . EEFIZ WHO DOEFR (K 38-1, Lancet Infect Dis 2020;
20:¢192-7) ITHESEH 32 DL HIZER L, BIRUWZHE Lz, el LEORE (COV001 kM
NCOVO002 i&BR) Tik, IRBRFEM T E T ICU ~D AR & fHIEH & L7722y, BRAMITIC ST 0 ERE
RE D it 7 2 SBR[ CIRYE(L T 2720 ICU ~D APt B EF L. A LIRSS L E72 WHO DO EFE S
MU T DIER & LT,
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% 38-1 WHO EIEEIMRNE

BEOIRE R Aa7T
PG Y, A LA RNA O L 0
Sk BE DA HESEENE, 7 A /LA RNA Ot H Y 1
SEWEME, BT L 2
JEGENE, NBhOMLEH Y 3
ABE : hEEORER | ABE, BERER L GREEZ TS BROGA RIS EHT 5) 4
ABi, BRFRIE (A7 UIRE N =a—1) HY 5
AP BEDOREBA ABE. BE3EPE1E (Non Invasive Ventilation XiX@miiE) H Y 6
LENIFE RO TIFEE (pOy/Fi0, =150 X% SpOy/Fi0,=200) 7
AN TR 2E (pOy/Fi0,<150 (SpO,/Fi0,<200) X iZ ) 8
AT (pOy/Fi0,<150) K& ONAJEAI, @&Hr NIk ECMO 9
FT T 10
#3822 EHEFOESR
it 3] EF%

COVID-19 [ZBFH L 7= AR WHO OEJEEN A a7 4 DL

FHJiE COVID-19 WHO OFEJEE N AT 6 Ll L

COVID-19 {ZB35# U 7= ICU ~D ARz WHO O EJEE N A 27 7L 1

COVID-19 B3:#5F WHO OEIEE N AT 10

FEfEHT (DCO2) W5 D SDSD+LDSD iy S i B A ZhPEMEAT it SAEHIIZ F50 T, COVID-19 (2 BH
L7 APt e OVEAE COVID-19 (x4 20113 39 o LBV TH Y, EREINIZA XY MInThb
DIRIno TS AFIOFIMED — B LIS bz, & OMOMHTHHEM IRV TH AR O3
O—E LTHmNRD b,

39 COVID-19 (ZBEE U= ARt R OVESE COVID-19 (23 32 % (DCO2)

COVID-19 [ZBFH L 7= AR HJE COVID-19
BT = Y < B £ < FR

2;2; gg AFEE o BR R VE% AFEE . kf TR VE%

’ N n (%) N n (%) [97.5% CI] @ N %) N n (%) [97.5% CI] @
0.

SDSD+L | f 100
DSD. % 15 8597 0 8581 ? 100 8597 0 8581 2 [-432.68
3% E{wx (0.10) [50.19, NE] (0.02) g
JEREPE "

SDSD. 2 [ A 8 100 | 100
JilIREISR % 15 7201 0 7179 7201 0 7179 [-3742.53,

0.11 42.58, NE 0.01
GhatE | RO ©m L ! (0.01) NE]
. 90.92 100
HlalHz 29 1177 22 3
Any dose e 11794 [63.06, 11794 0 11776 [-143.64,
FRLLE (0.02) 6 (0.19) 98.97] (0.03) NE]

NE : Not Evaluable

a) FEEEZETEL, BBRES, A7V —= U TREOFEN (18~55 ik, 56~69 ik, 70 kLl L) ZBRIKT & Liz@hlbAR T v v BlifeT
JL

b) 2 BNEENENAFIFIEEREE 1 B KO0 BIZ COVID-19 & F&JE L=,

FEREIL, COVID-19 (2B U 72 AR M OVHE COVID-19 OB FIBUTIEF IR LN TH Y | Bl AT,
A D COVID-19 (2B L 7= ABe e OVESE COVID-19 (26595 AIMEILH S TR WS 0D, AF|D
FREALINHIZRICE L TRERBEEZA LS ELIMBIIBGOLNL TV ARNWEE R D, Sk, FloRmEN
BFoNTHEITIE, LEIDS U THERIBROES 2 RETT 2%, BMUIHIST 2 0ERH 5,

7.R2.4 EBEBRIZHT BHEIEIZDONT
WX, BARZEOIEE, E7 7V AHE, 77 U0, KESETHRE S TWDHT7- 7 SARS-CoV-
2 EBEE (B.1.1.7 %6, B.1.351 &ft. B1.1.248 Rft, B.1.429 SZH%E) 1ZxI3 B ARKHIOHNEIC OV THL
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L7z BT, A%HBT 287 R ERRICOWTHARAOFIMEEZ E DO L 5 ITRFTT 2 TETH L0
T2 L okdi,

HEEE X, LT LS5 IcmE LT,

T VAT F—=RFRFRRY 4 v FU—F =7 FRF &R L TRAFEGIZ BV T,
covoo2 &b asnE7F—2 QoA rwsa. ke v s F—2) WSS, BLLT RFO%E
BRI KE T 2 AR DA %M B OV % M 2 54l L 72 (Lancet 2021; DOLhttps://doi.org/10.1016/S0140-
6736(21)00628-0) , HMED EEFMORIR L 7p o724 R FTH > TUA NV ADOHIEESINBE ST
WHHEDD I B, 34 Ak (283%) 28 B.1.1.7 BEE, 86 4 X K (71.7%) 739F B.1.1.7 ZBEEKET
Hoto, AFIO VE L, B.1.1.7 ZEGKEKROIEB.11LT BRETENZI 74.6% [l 95% CI: 41.6, 88.9]
J O 84.1% L[iifil 95% CI: 70.7,91.4] ToH V| FEIL T\ iz, —JF, KA 2 BEfE S - g8 o g %
W2 FE T A L ARFIFURIATIE T, B.1.1.7 B BERIC A3 5 PR IE Victoria 429 (Zxf3 2 Hpfnt
KD 943D 1 Tho7- (GMT Lififl 95%CI] (X ZE41 58 [44,77] KON517 [424,631] ) .

Flo, v I AT H—RFRERDNY 4 v bUd—F—XT 2 RRFEE 8 LT TREHIIC BV T
covoos b Een7—2 CojE P rrs. ke v s F—2) CHESE ] BI3SIRHO
I BRI 64 2 AFN oA 8 M QM0 I % 54 L 72 (N Engl J Med 2021; DOI: 10.1056/NEJMoa2102214)

FHEREATIZ N T, ARAFED 2.5% (19/750 #) . 7T BAREED 3.2% (23/717 f5) (2 COVID-19 DF
JENFE O HAL, VE 1X21.9% L[] 95% CI: -49.9, 59.8] Th -7z, COVID-19 % HIE L 7= #5RE 42 5l
2B, UANVADEIERSNNG DI, 23D B.1.351 R Th o I BRE 1L 39 HITH D | B.1.351 ZFEE
WZx 2 AKID VE 1% 10.4% (518 95% CI: -76.8, 54.8] Th o7z, —F ., A% I - 45E O
& A= T A L ZPRHUASHTE T, B AR IS 2Rtz m L R BIED 5> B, 7TH#
K (58%) TIL B.1.351 ZRERICxHT 2 PRIEEATRD DT, 20 O S BRI TIX 4.1~31.5 {5 OIEHEK
THARD BN, L7zdi-> T, B.1.351 ZBRRIZOVW T, BIE~FEED COVID-19 1247 2 PifHizh R
LS TWZRWA, T Mifld=t =7 ORZZRISMEROBFEFTOMD Y 7 F AZKBIT 5T =20,
AFNE B.1.351 BRI X A FEIED COVID-19 (Zxt L CARBPEZN R Z R T/ EtEN H 5, HEEHE XHE,
B4 5 BRNEIE L TV D HIRICI T 5. ABERLEIE(GICR T 2 BT 27 — 2 257 2
FRIZOWTHRFFTTH 5,

P.1 %#t (B.1.1.248 &iff) (Z2W T, FIREZARIR Y RHINC Z OBk O RBIRN BT 2 Mt 2 FE a3
LEHETH 5, B.1.429 ZEHEIRICOWTIL, 2021 4F 2 ARERTREIZIB W THAT L TV 5 SARS-CoV-2
D 10~20%F2FE)S B.1.429 BRI TH -7 Z L )25  (https://outbreak.info/situation-reports?pango=B.1.429&
loc=USA&loc=USA_US-CA&selected=USA_US-CA (&R H : 20214 H 6 H) ) | KE, FU KW
~YL—"TFfiEH D D8110C00001 BRI D, B.1.429 RANZ DWW THINEIZRET A MO0 7 — 2 03155
WD FRIBEMED B 5,

F72. COVO0l iR (7.1.2 HB M) TAHFIZ 2 [BIEEFE L 7248 o mig 2 AT B.1.1.7, B.1.1.248 42
BRSO B.1.351 ZBBRITKET 2 PAFUR 2 HIE L7oRERIT, 3R2ED LBV ThoTe,

HFEH 1T, LT OGN T A VA LNERFE T 7 2 ER L TR, A% Lol k& Eiid 5,
® KHDKFAIRIZIS T D COVID-19 FEFI > & EHL L 72 SARS-CoV-2 BMER A7) & Hi g S A EERCL 31

MDIRTESNT= T ANWVAT ) DZONT, FRFIZELTWDT R BEROHEEZIE LR EE

26) Australia/VIC01/2020 £ : 2020 4F 1 A EOREED B A LRV ANZRIFFEEIC COVID-19 % 360E L 7= B3 O BHEE R U 7' b 45
SNT=TANARE, S X LRI S24TR BEREGT H05, WINCHRIT LT oA L ARK &SR X RS S HERI S D,
27) M7 7Y A IFED COVID-19 HiATH 1 IZBWTHE BT S 2 S 872 B.1.1 D614G 48 FLkk,
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WMo,
o KRBV, AR OHURRFTHIEIZ BT 2 HE SNZBEE b - T, FRFCHAT L T
574»x%@ﬁf&0%ﬁm\ﬁ%£ML R EROIERMEFRET D,
o THRRICKHT OISR EZ LT OTHIEE LT, MEMREESNTZY 2 — RUA VAR DFET A L
A% N FEMEY > £ A 12BN T, RAIOPEFREE ) SRS NGO, BE L 72 2Bk
T A VAT D HREE 2 R 5,
o KEKREBRICHOX, HEFI R OEEKRICB W T, BEL e bZ % (variant of concern, VOC) 12X 5
COVID-19 (2%} 2 AFN O ERIREIAZEE . FE VOC Rl & b+ 2 = & TR T 5.
Fo, URIZMA T, VAZEMOERE L TERKIZHT DT 7 F L ORBEBEITHTH S,

BRI, LT X 9l L7,

HEEEOMAZESE 25 &, IFAMITICE EN-RBR N Eii SN -HFcB W TER TH T A L
(B LTI, B.1.351 ZRKEAZRE , RANCOWT—EOAIMEIfFHTE L& X5, 72385, B.1.351
BRI L X, 5% I ERMERAEEDO KT 4 v MIOWTHERIET 2LERH D, £z,
L%M%K%ﬁfi?’ﬁiéhTw BRFLHBEH L T 2ERKIZONT, Kﬁ’ié@ﬁ%
PEDFHEA MR L THRUEIRFEHE b 5l TS M, IHMIE L. B Rm R G o n 75812134
BUTL U TIE MR 2%, WUICHc T 2 %8R H D,

7R3 REHEIZONT
7R3.1 HEMETaT 7 A NZHONT

g IX, DL T OB ORER, DA AT & OVEN D8111C00002 35k Tik, #5RE D%  \CHEREAL L Y
EHEOFERENRBOOLNZLOD, TOIFEALCITREIFEETHY . FEESRD LT
528, HNADLEMET 7T 7 A VICKRERZERITBO LN TWRNWI &ITMA, £OMMOFERSR
DFBLRILLF MR DI BRI E NS . KHDOLEMET 07 7 A4 MZONWT, EKRDO AR ET HE
KIPBREILRRD DAL TR &I L7z,

DA MRNTIZ 1T 22t 0 BB CRAE AR MR ZE) 130]0] SD & VEMRAT I RAER O AFKIFET
68913574 HLIRDID Z &b AFIFERR ORY O EMEFRICOWTIE, BIERFERIZT EHiE
THEHIET Z2LER S D,

7B, T AREFERORERRERMICBIT 2 RAEMIZ OV TIE, TRI2 UBEOH TS LITHRHFTZT

7R3.1.1 BRBBICBIT 2 H5EFERORBRN
O GrEmT

OFEIRITICRIT DA FEFROREBIRIUZOWT, BFEFIFLLTO LI ICHHA L TWD, 28, LIFT
1X. [W]E] SD Z2 MM xR D 5 LHERE B 5NN SN WBR3E | 2 ¥)le] SD FFE A & 5T
KRE L LT,

HE AL - AEICKHET DT & LT, BFAMIT O WA SD MMt S4EMIC BT D8 E A EF
LR OERERFRFRICOWTIHE AT > 72, #IE] SD FrEA 5 FRFMII G 31T D IR IEHER%
7 AR (BRI 2 72y, MR AR K O 2 [ B #fi1%) O ERFFROFBURDLOMEIL, £ 40-
1, #£402 KUFE40-3D0LEEY THoTz,
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F40-1 GrEfRITICIS T MR & b2V ERER 7 H MO ER EFRORBZRILOBYUE
(F11E] SD R A H R R, DCO2)

I BRBE
NELTE S AT B REERE D 7 T R D 7 T TR
2 [el A + 7T v REE 2 Bl AR
SR F L 2725 2537 1514 100 959
BEAEFS 2332 (85.6) 1835 (71.3) 1280 (84.5) 81 (81.0) 474 (49.4)
JRT DR EAHEER 2002 (73.5) 1224 (48.3) 968 (63.9) 60 (60.0) 216 (22.5)
71— FR3 Uk 52 (1.9) 19 (0.7) 6 (0.4) 1 (1.0) 12 (1.3)
BHOREAEFG 1991 (73.1) 1548 (60.2) 1066 (70.4) 65 (65.0) 417 (43.5)
7L — K30k 229 (8.4) 67 (2.6) 26 (1.7) 1 (1.0) 40 (4.2)

() FITEEY%
JL—R3LEDOERIL11.21HE 56-1~3

402 BRAMATICRT B IR HERER 7 A MORER FEROFEZRILOBHE
(%I SD ¥ E A EELFMEARE]. DCO2)

*f AR
TRRSE AFIRE SRR BENERE T 7 T R E T 7 F 75BN
2 [aERRRE + 75 AR 2 [aBERRRE
SR 2664 2503 1493 100 910
FEAEFS 2199 (82.5) 1642 (65.6) 1198 (80.2) 78 (78.0) 366 (40.2)
JRFT DR EAR EFSR 1845 (69.3) 1094 (43.7) 871 (58.3) 57 (57.0) 166 (18.2)
71— K3k 38 (1.4) 14 (0.6) 4 (0.3) 1 (1.0) 9 (1.0)
D2H OFFEREFR 1851 (69.5) 1342 (53.6) 968 (64.8) 62 (62.0) 312 (343)
7L — K30k 197 (7.4) 41 (1.6) 18 (1.2) 1 (1.0) 22 (2.4)

() NITEE%
JL— K3 EDOERIT11.2 THE 56-1~3 2R

#£40-3 GEAAATICIT 2B 2 M B BE% 7 AMOKREAFEROBIRILOBE
(%[ SD %A EELFMENRF]. DCO2)

xf R
TRERE AFRE o RRE BENERTE D 7 F o RN T & T 75BN
2 [eBEFRRE + 75 R 2 [eBERRRE
JI il 1926 1799 825 70 904
FEAEFS 1177 (61.1) 847 (47.1) 541 (65.6) 27 (38.6) 279 (30.9)
JRPT DR EAR EFR 886 (46.0) 498 (27.7) 375 (45.5) 13 (18.6) 110 (12.2)
7L — K30k 18 (0.9) 7 (0.4) 3 (0.4) 0 4 (0.4)
EH ORFEAEER 855 (44.4) 648 (36.0) 387 (46.9) 18 (25.7) 243 (26.9)
JU— K3k 40 (2.1) 32 (1.8) 8 (1.0) 0 24 (2.7)

() MITEIE%

7 U— K3 EOERIT 11.2 THK 56-1~3 R

JRFT R VR DR EAERROEEROREIIRDUL 74 THE 26 DEEBY Thotz, AFFECE TS 1
(01313 2 [0 B #6657 A O ERRFTOFEAREFFZIL B (1,739/2,725 #i, 63.8%) Kk OVEHHEM AL
i (957/1,762 5l 54.3%) TH V. TOMBEHEED 10%LL EOJRHFT O EA EHEGITEUE (315/1,762
Bl 17.9%) . Z 98 (356/2,725 f5il, 13.1%) MO (172/963 fil, 17.9%) Th-oTo, E/REH DOFEE
BEREGIIIET (1,445/2,725 1], 53.0%) &8 (1,435/2,725 fil, 52.7%) TH Y, ZTOMOFEIE G
B0 o2 ORFERFEFGUIMWIE (1,197/2,725 i, 43.9%) | B (783/1,762 B, 44.4%) | FEEN
% (591/1,762 i, 33.5%) . HEFE (568/1,762 B, 32.2%) . BEER (724/2,725 i, 26.6%) . Hls (391/1,762
B, 22.2%) MOFEEL (205/2,695 5], 7.6%) Thoiz, ARFIFEHZIT 2 RITR ST ORERFFGO
RBVEIGIE, PIEEERE% & 4 5 & 2 [8] B 8% O MR o T,

HIERE (112 HBR) ICOWT, ARIREICB T 2R ER EFLO R DITRE TP EETHY . 18
BRaegal e O 2 [ H MR 7 HRNCREO LN 7 L— R 3 U EOREREFRIIFK I OLBY Th-o
2o ABBECET D7 L— R 3 ULEORFILR OSSO EGEFRZORBEES T, PIRBEMEE & ik L
T 2 [B] B R CTHEL TR o 7,
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K41 PFEMITCBT 2IRRENE L2 B BEE% 7 HFICBIT 57V —F3 U LORERERS
(F1E] SD #EA FELKMER£H5]. DCO2)
TRBRE) e PR R % TRERIE 2 [A] H Bl
St FEE boichis
A - P o] e | BEEREY | TR —_ b ayi] eS| BEEREY | 'R
54 pic U F JF o+ | 2 [EERE is 3 T F sFv/ 2 [FI4EFE
2 [RlERERE Ay i3 s 2 [RlERERE 75 kR i3
n/N n/N n/N n/N n/N n/N n/N n/N n/N n/N
(%) (%) (%) (%) (%) (%) (%) (%) (%) (%)
JAFT
£tk 38/2656 | 14/2496 4/1493 1/100 9/903 18/1922 [ 7/1796 3/825 0/70 4/901
(1.4) (0.6) 0.3) (1.0) (1.0) (0.9) (0.4) (0.4) (0) (0.4)
TEHHE 9/1745 2/1593 2/1493 0/100 0/1011 1/895 1/825 0/70
NS (0.5) (0.1) (0.1) (0) ) (0) (0.1) (0.1) (0)
5 25/2655 | 4/2496 3/1493 0/100 1/903 14/1920 | 4/1794 2/825 0/70 2/899
(0.9) (0.2) (0.2) (0) (0.1) (0.7) (0.2) (0.2) (0) (0.2)
FeH 2/2623 2/2466 1/1493 1/100 0/873 0/1877 1/1744 1/825 0/70 0/849
(0.1) (0.1) (0.1) (1.0) (0) (0) (0.1) (0.1) (0) (0)
B 0/1745 0/1593 0/1493 0/100 0/1011 0/895 0/825 0/70
(0) (0) (0) (0) ) (0) (0) (0) (0)
75 8/2655 5/2495 0/1493 0/100 5/902 7/1920 1/1794 0/825 0/70 1/899
0.3) (0.2) (0) (0) (0.6) (0.4) (0.1) (0) (0) (1.0)
T 2/2622 0/2466 0/1493 0/100 0/873 0/1876 0/1745 0/825 0/70 0/850
(0.1) (0) (0) (0) (0) (0) (0) (0) (0) (0)
Tl 2/1745 0/1593 0/1493 0/100 0/1011 0/895 0/825 0/70
(0.1) (0) (0) (0) ) (0) (0) (0) (0)
P 4/910 4/902 4/902 4/909 1/899 1/899
(0.4) (0.4) ) ) (0.4) (0.4) (0.1) ) (0.1)
25
£k 197/2664 | 41/2502 18/1493 1/100 22/909 40/1925 | 32/1799 8/825 0/70 24/904
(7.4) (1.6) (1.2) (1.0) (2.4) (2.1) (1.8) (1.0) (0) 2.7)
FEEN 17/2588 | 4/2422 0/1476 0/49 4/897 2/1873 3/1765 1/813 0/63 2/889
0.7) (0.2) (0) (0) (0.4) (0.1) (0.2) 0.1) (0) 0.2)
RBEL | 61/1745 1/1593 1/1493 0/100 2/1011 1/895 1/825 0/70
(3.5) (0.1) (0.1) (0) (0.2) (0.1) (0.1) (0)
HgE 61/1745 | 0/1593 0/1493 0/100 2/1011 0/895 0/825 0/70
(3.5) (0) (0) (0) (0.2) (0) (0) (0)
BETE | 282655 | 7/2494 3/1493 0/100 4/901 7/1921 7/1794 0/825 0/70 7/899
(1.1) (0.3) 0.2) (0) (0.4) (0.4) (0.4) (0) (0) (0.8)
WE | 43/2655 | 6/2495 1/1493 0/100 5/902 10/1921 5/1794 0/825 0/70 5/899
(1.6) 0.2) (0.1) (0) (0.6) (0.5) 0.3) (0) (0) (0.6)
5 71/2655 | 18/2496 9/1493 0/100 9/903 20/1922 | 11/1796 3/825 0/70 8/901
(2.7) (0.7) (0.6) (0) (1.0) (1.0) (0.6) (0.4) (0) (0.9)
G 63/2655 | 15/2496 6/1493 0/100 9/903 16/1922 | 16/1796 2/825 0/70 14/901
(2.4) (0.6) (0.4) (0) (1.0) (0.8) (0.9) (0.2) (0) (1.6)
1B 62/1745 | 4/1593 4/1493 0/100 7/1011 3/895 3/825 0/70
(3.6) (0.3) (0.3) (0) (0.7) (0.3) (0.4) (0)
L 12/1745 1/1593 0/1493 1/100 3/1011 1/895 1/825 0/70
0.7) (0.1) (0) (1.0) (0.3) (0.1) 0.1) (0)
I - 4/1745 1/1593 0/1493 1/100 2/1011 1/895 1/825 0/70
(0.2) (0.1) (0) (1.0) (0.2) (0.1) (0.1) (0)

N=FEHT R I, 0= 15K
7 L— R3LLEDOEFEIT 1.2 HFK 56-1~3
FHRREFHNZOWT, AFIBECI T 5D 1 BT 2 8] H MR 7 HEOREREFELOREHIGIL, B
%1 H @A OER) N E L VRITA DY ORERFEFRORBEGIXZNZI 63.4%MK T 60.8%
Th T, AN OREAFEFRORBBEIGIT, KO VBHEHE 7 HE TICTS% A TIIETL, Z4ab
DHEBOEHFHIRITE -T2 2 ERB ENT-,
el SD ZRVEfRIT RIS IZ 31T D IR A e fdit: 28 H LANIZER D LT IR E A HFEFLR D%
BURDLIE 7.4 THEK 27-1~3 D LBV TH Y | ERIFFFEAFFRITEYVE TEIY 7 F R dbm L
TROOLND KR FERLE —H L TV, HFFFEREFRORIOITRE X IITEETHY, ZL—
R 3 L EOIFFEAFEFRORBBEIG T, WIREFEEZIZOWT, AFIFET 1.6% (166/10,317 #1]) | xR
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FERIRT 1.1% (116/10,141 ) (BEIERE D 7 F o 2 [MIBFERE 0.7% (26/3,944 ) | BEIERE D 7 F o
+ 77 B AR 1.6% (81/5,209 1) . 77 &R 2 [BHEFERE 0.9% (9/988 f4) ) | 2 [BIHEFERZRIZ OV T,
AHFIFET 0.6% (66/10,317 f) . RHHAFEAART 0.6% (60/10,141 1)  (BEIEKE D 7 F 2 2 [BIHEEFERE 0.6%

(24/3,944 B1]) | BIERE Y 7 F > + 77 BREE 0.5% (25/5,209 ) . 77 &R 2 [EIHFEEE 1.1% (11/988
Bl) ) Tholz, REBECE T H 7 L— R 3L EOIFFEREFEFLOBBEIAIL, YIRS & ik L
T2 BB BERE% THEL TR o 72,

FBIRFHIZ DWW T, ARAIBEC R T DR 2 b 72 W iEfi% 7 BRI O 8 B RO IERFEH EH5:
DOFRBENIEIL, TIEI35.5% (RFHRRE 24.2%) KOV 11.4% (RHIREE 10.9%) TH O | HIEIEGOE
FERIERFER EFERORIMOIIAAER L 7 HLANIZHB L T,

B A IRNT ORI G & SNTZEBRO 9 B COV001 5B & Y COV002 5 ER D — 3 DFE, I TNZ COV003
RBROBPRE TII, TEINT I 72 OTPHEGPFES TN (7.12 T, 721 HED 7.3.1
HZH) | WTHORBRTH THEGIILATEREREDTE TH o7, Mx T, HFoNiomiEo
HPH T, BEAEFRLORAENNIT VN7 2 7 2 OFH#EG 2% 00 s Clix TS5 2%
IR TR LR L TR 2 72 b DD ZEOMRITBENI TH o722 & M OARF DL 2T 7 7 7
AMEIT BT ) 72 DOTPRGR L TOHARARLER D ZE b ER D L. AR 2T DI
T BT 72 DOFEEERRET HMERIIRNEE R D,

@EMN D8111C00002 FRER

[EPN D8111C00002 FBRIZ 1T 2 A HFEHFLOFEBURDLZL, 7.1.1 THFEK 17, WNIE 18-1 KD 2 DL EY
Th D,

AARNCBT AR OREET 07 7 A MZHOWT, HFEFIZLLTO LI ICHHALTWS (FL—F
DEFRIT 112 HE 56-1, 2 L4 BH)

TVS OAFIBEZ BT D RFTOREAEFGITOW T, #EIIT 2 [B] B % O RFTO R ER EF RO
RS ITRE TP HEECTH Y, HE (FL— R 3) OFGL 2 6 GEFHPAER - JEH 161 & O 1
i, Wb PIEEFER, ak—F C) IO LI, ZL— N4 RFRONRhoTc, 77 BRE
TIEEE (F1—F 3) ULoFEGEGEED blehoT-, AFIBHCE T 2 BT ORKER EFL O EEE
F O BIEIG X, WIRMEERER & Philig U C 2 [ BB T L TR o 7, E7e. ARFIBEHICH VT, 70 5%
P bo¥7ak—h D2 Tk, ah—bF C I 7 amk— kDI LR LT, RATOREAEFEZROE
i FE e OV BLUEI & ME DN > 72,

TVS OAAKIBEC BT 2 25 O EREELIT OV T, HIEIIE 2 [0 B BEfE% O 2H O EAHERERD
REPITREUIPEETH Y, EE (FL—K3) OFGUT9F] GEEN - I - FHA%E - 57 - 58 -
PRI« L - ML 1, TR - RS - SR - MEEUEK 1 . TESE - hAE - MRS - BEE - MEEUEK 1 A,
FEEN3 fF, LB B LB AR 1B WL b PIEERER, ak— R C) @B b, S L—
R4 LLETRDO N hoTz, T RARETIIEE (/1 —F3) ULEOFERIRD N7, K
FIREIZ T 2 28 DR EA EFROEREE K OFBEI SR, PIREHE & g LT 2 [ B E#fi% oL
TR o7, ETo, RABEIZIBWT, 56 MLl EOWBRE NG ENL Y7 28R — bk DI KU'D2 Tlik, =
A— bk C LB LT, 25 DORERFEFROFIEE K OREEG MR- 7,

FeEAR HEEFL OB K OEIENMEICOW T, AR T 3B A D2 W R T O R E A S
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ZITE 4 3
g8 & O T A fkE BT 2 2
FIB 3 2
2B, AFITBOT, IRUHRIIRE R & LIS OBEIRSE DAL THE LT A28,
A% BT D BIEBFE R R AR TR T 2 TETH D, Fio, HERIEH I IR s 6

DAEFZWE 2 AF LIEEEE, @FOLEMELES & U CHEDOKIR 2 3 4Bl E 2175 TE
Th o,

PEAR I, e M OMRFLIR A B G TR S VT2 IRARGRER ) B 13BRS S, 2 E TOMARER T 72
SZEMEFRIZRON D20, EERARRERE UTRE L CTRIEREZICIFRINET 2 LE 1 HD &
B D, WK TAR SR S W T2 it O IEAR O ERIFPRLE IGE R O B BT T R s G b7z
raZiE, BNOEEWEOES Z a1 2%, WIS T 2 0ENHD LEZXD,

7R34 HREHERY X 72O T

ARFBRESL OBBHIR Y A7 12O0 T, HFEHIIUTOL I ICHHAL TV 5,

ARFN DRI EIEFE K O 2 [B] H 8R4 O Thl (2R - 7= CD4 i, 1gG1/1gG3 HiiR D%, K O FIHiAD
FUEROMTEZD L (TR22.12Q0HEEM) | AFKID VAED U 2 7 1ZFIEHITIEN EHERI SN S,

AENOERARBR CTIL, HEETREFHEFR (114 HEK 61 ) L LT, V7 F U HERICEET 5 MR
FIR B OYEE (VAERD) 2 5T U 7 F U EMEIC B4 2 A (VAED) Z30E L, [ MEZINE LT,
VAERD,/VAED %, EHIHI ORI Rt 2 MERges i, W ONC SIS IR~ 2 IR . S8 SCHIE
PERTZE . BEFEMEIAUE SCRSE TR T B D IR B O FAEJE K OV B R ZA L O Rk 72 BRIRSEIR & E#%
L 7= (J Gen Virol 2016; 97: 1489-99) , VAED DEHINEICH 720 . IRERIH Y ERIL, COVID-19 [ZB8§
LT Y — R, BRI ICU AN, MR, FEREBR OSA 2 A CEORRRGAE, BRFRTE
DEE, NLIRER OB i & OMLRR A OR REFELZINE ST 2 X SRS T,
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GG O 2P YA R AR W T FEENT (DCO2) Kixi T, COVID-19 DHEFRIC
B4 % JAGE (COVID-19, COVID-19 JifiZe, COVID-19 M%&) OFEHFIE L, AF 1561 (0.1%) 1%
xF FREE 36 51 (0.3%) & bhile U CEMBAYIZ D 7nin o 7z, £72, COVID-19 O EE e FEHRORBFIEIL
AFIEE 2 1], xHPREE 21 51 (COVID-19 23 17 #fil, COVID-19 filiZe 73 4 #]) T -7=,

F72. VAERD #5972 VAED IE, EA T X&EAEFSL (114 HEK 61 2) & LTSN COEMFFAT
% XITBGERFE# TR LT D, S C oMl FF Al ST BGER e #% 0 B RS (&I : 2021/1/1
~2021/2/28) 12H-3< & VAERD &% VAED O H3EMEIT 43 41 43 - TH Y . 2D 5 L DO
HlE 28 . HEEEIL39BITH o7, WAL, Mgk 31 . Milizk 3 4. COVID-19 Jifi%k 2 {4, %S 2
PF, SNt Re N AR ERE 2 1, LIRS 2 v 7 TR PR A 1 R ROVl I 1 T dh - 72, 18/43 il
DEJFIIFET Th o7z, 8/43 il COVID-19 BEAEMM: (WIEHfE# 2~26 H) T, FLTIT 461 THY 5
KX COVID-19 fifigk /fifififizs & s Sitz, U7 F o BMICE#d 5 COVID-19 RED X A I 7R
VAED,VAERD OFHilZ LB /2R IZBT 2 EMA RO TV b 00, FHliZ{To 72k, 2h b o
HWEHIL VAED XU VAERD O JKEZRILT 5 6 D TIHRWEFZ 2 b,

BUEE S Gl A%l E VAED,/VAERD O BEME I RIE STV W20, BB IIAE L Z X 5,
LU 6, ARFIBEFEIC L Y VAERD 24T VAED 23 H4 28 LOBAENH 572D, RMP 128
WCEBERBIEN Y A7 ICRET D,

AL, HEEE OB Z TR L., 7272 L. KA ‘%\ﬂgaan 2OV TIE, RIS & e
SEWSAOERZEGO THEBRIE L, H2midisGoncaa RN E st 2175 2 L %HE
MLEZD,

7.R.3.5 AN A ERFFRIE UIRERFES O REMEFRICONT

R 1T, MM 1T DR Al ST RE IR e % DO 22 BRI OV T, BLFO X S IZ@B LT
Do

2021 4E 3 A 27 AEEE T, AANX 78 7 [E KT WHO (233 TEAEAT IR 5T A& TR 2 B ST B A #A o7&
WERGEL TS, [ 2 A 28 A £ TIZ 116,952,960 [BIHEFESy A3 M SN2 EHEE S D, 2R HAE
(E i) oA I3 2561, 250 10.8%. EU9.5%., JLk*0.4%., = Ofh (EE, 4 —A b
FZUT, XA, XEF A A2 R*¥E) 7193% Tho7c (KMIHFEED T A L A/X— M F—TH 5 Serum
Institute of India DHFLH])

WS T O FF AR TSR e % 0 B3 GREWIM © 2021421 A 1 B~2021 422 A 28 A) |
BWT, BEREL LUESNREZAERER \ﬁmnﬁ(%ﬁmmmﬁa%ﬂummﬁﬁfhb\_
DD HITIL 374 M, EERAFFRIT4L121 4 (BEH 32,652 . KH18,469 1) ThHho/z, ZhbHd
IBEHTAREAFEFRZICONTL, TRI2ED LB Tholz, £7o, M|, fim &k OVhRIZBIT
HHEFERRIZONVTIE, TNEHNTR332, 7R333 KN TRA25HDO LB Thotz, B, FHO
srtsgE o ccps Qo A B RG-S L=,

5 LA EHE SILTFE L OWNERIZE 50 D LB Thoto, FELEHITIE 125/236 B3 80 mklh Lo &iln
HThote, £z, HUEBIOFRE LT, BENE, 7 LA /L, 1BIEEZEM MRS, TR, M
MAFRE ., FERA., Bt OREE, DR, LHEME), T, 1BMEEERE L OV fLE 2 'R O
FESUTIREE & LTl STz, 2D OREERES O RS EE O mlig IR RED H 58 T
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bole, BiREE T, MERTBHEOLEMEEHRND, IOV TIREDH DT D/ F — R ED
FLROEMIRD LN TWRNEEZ D,

WEIMT I B A FF Al AT RE IR R I G DN TR DAFIORE T 4 v b« VR T 7 74
MIEDLTRIFTHDEHZZ D,

£ 50 MEHBLERRTEHRIC S LA ERE SRR ORNR
(ARG : 2021451 5 1 B~20214£2 H 28 A)

soC PT (MedDRA/J Ver.23.1) 13
P Dk 17
AL P T S
B IS 13
Ik Mg it 5
HESIE 5
1 150
—i% - EFREER L ORGSO REE 1 B 8
FEEN 6
ZESRHE. 7
; COVID-19 13
FRYE R L O 4 BUE Wiz 10
R NI A E 7
. S V% DR 8
STz T B B N \/\/ gsﬁ% - =
R g, MOERES X ONERR b 2 5

KRS 1L, VESMCI1T DA EF % T ELE R B % DL AMEIERICOWTHER L=, B, AT
HEFEGIZOW T, 7RI, ElE I L OVNRICBIT 528 FFRIIOWVW UL FNE TR3.3.2,
TR333MNTRA25TEO LB TH 5,

TRA4  FRRANCEN T R OB BRI 5 BT O\ T
7R4.1 BRRAALERTFIZONT

AENOEGEEIINLETFIZON T, I F O X 51282 5,

2021 4= 4 H 6 HIRFR T, AFLTD SARS-CoV-2 DIEGLE$L D FAFHE 485,085 #il, FEL-HEIL 9,246 Hi
Th 5 (https:// www.mhlw.go.jp/stf/newpage 17903.html (Ff&fEi® H 2021 -4 A 6 H) ) , MIERE 25
DIEREFHNLZI DI EHER S D, FARBIORYENT 20 K23 B2 <. RWT 3018, 40 1%, 50
RONEIZZ WS, FETHE B EIEE L 60 LI 22\ (https://www.mhlw.go.jp/content/10906000/0007
16059.pdf (Fc#&hER@H : 20214E4 H 6 H) ) o

SARS-CoV-2 BRFEHN & FIE £ TOEMRYIENIL 1~14 BRIT, @HEIT 5 BRETEIET S Z 1A% WN
(https://www.who.int/publications/i/item/modes-of-transmission-of-virus-causing-covid-19-implications-for-ipc-
precaution-recommendations (FF&FERH : 2021 4E4 A 6 B) ) . F7=. JERDFIT D H1H HIEGLMEN
HY . FIENDM G RV OGMEN W Z ERTHTREEOFR E SLTWS Fiflae AL
JEYYIE COVID-19 23 D F51 & (55 42 i)  (https://www.mhlw.go.jp/content/000742297.pdf (Fxf&esB H -
20214 H6H) ) .

AFLTIX, 2020 425 H 7 HIZ SARS-CoV-2 {2 K D EYEDRNHE - IR THUA N A TH L L LT v
EVNERE L L TR EINT, 70, T XY A XV TR ORRE - Sh RO CTHEHAFRETH D |
Z O, ERBLS TITEREE RIS U THFHEERES VLA TN D (il am F 7 A L R EGYE
COVID-19 ZHD TR & (BB 42/ ) 2. T ODIRREIT > ThEYLE R, EAEF K OB FIm
LCW5b, £72, COVID-19 & DRERERITHAL N E 2> TRV, —EBORGEE TIL T A VAR
%t WGEEEE, R, FEREEE, MRS OEIRNEIET S & WO @A b H S (Open Forum Infect
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Dis. 2020;7:0faa507.doi: 10.1093/ofid/ofaa507) , AF TREGLEEL DM TR Y | EFREHIA O -l L
TWBHRILTHHZ &, COVID-19 ZHRIET 5 &, EIE LT DIRIF LR D58 LHH 2 L E2BE 2
% &, COVID-19 DIIETRLIIMMD TEETH 5,

(i o A )V ARYEIAR D T 7 F 2 OEFEICOWT (50 3 45 2 A 9 ANBEEEEA 55 #
) | (https://www.cas.go.jp/jp/seisaku/ful/bunkakai/wakuchin_sesyu.pdf (&8 H : 202144 H 6 H) )
kb é, Hlan AV AEPYEDORIEL TP L, ECESXEEEORAEL TEX LIRS L,
FERELTHMan T U A NV AEYIEDO FAJEDRIEZ KD | Z &RV 7 F U BERO AR E ST D,
AFTIX, 2021 2 A 14 HIZ COVID-19 O FRix B L T EGYE TV 7 F & LTaI T 4/
W (77 A4 =B Eth) 23 TSARS-CoV-2 (2 X BEYYED TFi) DORIHE - R TEREINTNDHHD
7, SARS-CoV-2 JEHDHIML, Fref) CRUERBYSER, R KITITIC L 5 IR KOS RE~ DR
BORE S, WNTHFHEDO U 7 F LRI E S MG R OREN S  EEMEEO Y 7 F o Ol 7 it
ek BTN

ARHFNZ DN T, HESMIFEREAT OFE D COVID-19 OFAE TR R R S 41, [EN D8111C00002 55k
COFE AT & [FIFREE O My R RHUm O EA- BRI N2 b, BARANIR L THEERD COVID-
19 OFIETBINENWHFETE DL EZON (TR2 BR) | LMK OERMEIC OV THEBOAIERIC
HET LMEIT RV EEZ b (TR3IZM)  RAFEL ORI O A MK OV ML B Ll %)
FIFBFEETIEAHATHY (TR2 LY 7R3 ) | ZRRICHT 2 ARBOFNEIC A HEETS 5
(BR2ZM) L OO, AFIOHEFIZL Y COVID-19 OFIE T2 RN HFF T & ENOIRIEE O
ZoRnD b0 LIS,

2, AANL 2~8CTHHERETIRAITH D Z b, BAMCAATHEA S TV D EEIMEAS
TINVE LT I F RO RREISE TR T 7 F 2 OB & RSB S FRETH 0 | IS,
Bl X MR EICEB W T RINRIEGSE T T 7 T 0 2B 2 DR NI AR ETH D, LN ->T, A
W< OV 7 F UoBREASY CHRENARE T, BREICEDBEREOABARI T 5720, AFIX
COVID-19 OiAT FIZHBWTY 7 F oz N<RET 2 Z LIZHIRT 2 &¢&Z 2 6D,

LLEZEBEE 2. AHFICHWT, COVID-19 (IZxT 5 TRV 7 Fo & LT, REIEERBSGICRMET S
BEIIbODILDEEZD,

7.R42 FERREMIIH T DERICONT

AFKNOBGERTEHZITIE, AR CHAAN OGN Do Tk 2 IRIEITIE 2 A3 5 NI S
L2 EDBEISNDTZO, BEITLLT O & B0 KBk R L ISR 2 I WD TG 21T - 72,
7.R4.2.1 HEREEZETIA

RIS N TSR G & SO MR KR O s & U, By, 2 MR a R i, 8RR ik
. 2 AUBESRIN . il E . BMI 30 kg/m?* OB, REOHERENK T LIREBERZT LA TS
(https://www.cas.go.jp/jp/seisaku/ful/bunkakai/wakuchin_sesyu.pdf (E#&HEs8H : 20214F4 H6 H) ) , W
. ZNOOHEMEREMOEREZAT 2H KT 2ARFOHEREICHOWT, BLFO X S IZHHA LT
2o

AR TR G & SN D EMREM TR 2 AT HHIT. RHl 2 L 2BEof 20 LD
LRMEIZBET DR T — 2 1T E A EHELR TR, AFIO—FHOEKREBR T, X—ZXA7 1
RRIZEEAEE B R O i (DR R (BT R OV OO DI E R B2 S Te) | FEUEREE, 2 BRI
KON BMIZ30 kg/m?) Z AT 5FZMAANTEY, 2o OERCBIT 2 AT EERER TR 5
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NIZEGE TR R L R%E T, ZatE7 a7 7 A VBB L Tz (T.R2.2.1.1 HA T 7.R33.1 HSBH)
722U, WARRBR CITEEOKRBE AT HWERE AR Liclod, FEMEMEE, 1BVEPAZEMEImEE A, 180
BT E IS AR K 2 e R ARiE A A DB E S, EEOKREEZ AT HEMICKIT 2%
T4y b URZTaT 7 A THER ST TVRUY,

F iz, RHN OB TIIERIN SN B R RREOE TIE, —RICT 7 F o T TR TRE e RO
AR MOZEORBIZEDETO Y A7 BEW, —F, BEORERELZATLHITBW TR, R
N IEE RS T U7 F U OFIIWIT D EBEZX LN IEIHEEOR G 22 -850,
FIZISBEPEEZ AT HEICBN T, RERICERTDORNE LR URERIS P ARBERIC L VFERESH
DIEINIRFTHY . KAIDOLEVEZOWTHELNA TS T —XEIRENTWDL b0, BIED L Z
AERKNOREMNT 0T 7 A VP —RER E R D 0D BT U AFHFLATHZRN,

IO DOF AR 2B LI BEORAMIZ DWW TR, BEEIRTERIC S 5] X ke X i HRINEETT O,
7235, COV002 3R K& TN COV00S #ER Tl, EFICLE LTV D HIV BBHEE 2 xt4 & U, itk &
OLZEMEZRFI L TRY . ZOMEBIIELNRERBTL2TETH D,

BT, LR O L5 I LT,

AN B W TSRO R L SN D EMEREL AT 58 IR ZHERE LT & 2 ORIER LA
PEIZOWT, AEIFFESNZEBRT — 2 Ry r— VG ENDERRBEN OB LN T — XX RS
NTn5 (TR2211HEKTTR331EHSH) . —FH T, 2 b OEMKESEIT COVID-19 EIELD U
A7 RAE SR Bl a oA L ZKYYE COVID-19 ZMOFF1& (BB 42 /) ) . b DR
BELAZATHHTILCOVID-19 DFNEETH D Z 0D, AFOLEMTEWNEEZLRD, ix
DEEORGSUTIREBERE 2| T L5077 4y SRRADO Y X7 % L[ 2 LW SN 56 10K
PR INLS DO LBESIND, LIci> T, BERTEHE O A SUIBILEMIE, BIE I ORRRR
BRIZHT 2 HIV GHEE ISR D IEWREN D EEREE LG T 2 NI 2 RKFIHEFEIZ DUz 72
RSO NTZHATIE, NIRRT 2 BERH B,

7RA4.22 EERE

HEEH T, ElE T 2 A BRIV T, UTFO X5 ICHBA LTV,

2021 £ 3 A 27 HERERTC, AANX 70 HELLETEREINTEY . TXTOET 65 bl LO RS %
Fe 18 L EOFIZI T D COVID-19 O FPhzis & L TRABINTWD, 72, WHO b b 65 5%
YL EoOE g %25 iz 18 Ll O AIZEIT D COVID-19 O TR 7= OREEN LS 2 BrY & LT
BRABEHFFA 220 T\ 5, Zeds. KETIE, 65 bl bomilng 2 &t KHL (30,000 B2 L) DERIK
RERNFERETTH Y, HERE D 23 %L LA 65 ETH D,

7R223 HKRO TR332 HTHF L7z LBV HFEMHT L OEMN D8111C00002 38Rk DA & &K U
BT — 2 R OVMSMEIR e % DL MRS RO . AREE T 1B W T L AEREIfFCE . 22tk
IZOWTHEEARETH 5, mlnd X COVID-19 OEJE(L Y R 7 BT E W TH Y | BIfED COVID-
19 DBAFEICBW T, AFNTEEH O COVID-19 FRER U 27 2RI 5 & o ARfEd Lo B E +
FICRTETEDOEEZX D,

BEtgIL, LN X oI L7,

81

NERET Y TRHE_T A b7 B RA SRR LR 5 BE &



TR223 HIZBIT OO LBY | AANTmEEHE IS b ANEITIRFTE 5, £72, 7TR332 HHITKIS
HRFIOEBY | @E CORENT 0T 7 A VI OER & KX 2370, AEFZORIEEIL
<, FEmind & i L CRilnE TS LR OIEEMENMNERERITRNWEEX D, £72, 65l LD
A 1L COVID-19 EIE(LD U 2 7[R+ & S G = v F- 0 A L ZEYWE COVID-19 2D F5| & (5
42 0) ) . AIICRIT HEEHERGLE THY . COVID-19 DTN EETH D Z b, KDL
EEWEEBZI NS,

7.R4.2.3 HEIR R ORI

4T s S OV LA AR D B R BRBR CIIR R BRI ST, R RRBR FEHE T O AT R K& OV Z 4
J D@ AEMEIZ OV T, TR33IHEICEH LB TH D,

FIEER I, 10 R OMR IR )3 2 ARIBEREIC DWW T, LT X 9 IZfB LTV 5,

IIRICARIZ R L2 EOT — X IR TWD D, Tl TR L TV D AlREEO & 5 4otk
TIERHA R OVR IR O P RAEERE L OF SIENERMEE LE 2 LB SN DEBICORERET L2 L) LiE
BEMUE 21T 9, AFIOAFR EBERBRICB W TREROBRRITFRO b TWenZ Ln (5.5 5H) |
ﬂ%ﬁﬁbfﬁ%%%@h®ﬁ§@ﬁﬁ@@%h@ék%ﬁéhé%ﬁ_ﬁﬁfé_k17%5%150
Fio, RIFICARNZHERE LI L EOF—Z 3RV a2 E 2, [T LA KR OB
DEWEMEEZZE L, RILOMe TPl Z2 e o2 L) LEEREEZIT,

MR, 7R3 ETORFOLEEE 2. HiFEOMBHE T/K LT,

7R4.24 BRRYE & B 0HUREEE

HEEEIX, UTO LI IZHALTWD,

DEAFRHT ORE R TIX, A NMERAT I BSR4 2 361 £ 2 [l B 8% 15 A LR COVID-19
DOFIEEK T, SDSD+LDSD HB5yH M TIIAAIRE 0/264 5], *FHARE 3/284 i, SDSD ¥4y £ CTIIAHKIRE
0/246 %, HIREE 2/271 B CTH - 7y BEVEIZOWNWT, _R—=RA T A UHFICIESBE T - - 98RE (R
FIRE 366 5, HHREE 387 B) (ZBRON D, N—R T A L EEOMFREROER LM T, RIS D%
Bra7r A0, WRIEREAFERFRO T 07 7 A VR OEEEIZOWT, BRMICEROH 5721
RBOLNRD 0T, o, X—ATA UOMIFBIREEIZ LV | REREE SHREEOM CEE A HEFL UL
HEHITREFEFRORBEIGIZONT, BRIICEKRD & 2 REHEIEEED bt o7,

OFA it O EZMAYT (DCO2) DOFER. MGG OPERE 13, #EFERTORE R TRV LL DR
PESRIE A LT 2hy | ARAEERER I PRIPURM O RIBZR5FE 0330 b (&S .

WREZAE T T T A b T B3 DS Fipil 2R D s &



# 51 PFEMATIZEIT 5 SARS-CoV-2 IZ%d 2 FFubifEf (V2 — KU A VR &AW RFRHUESHE)
(e fE AT R R EER . DCO2)

N—Z T SDSD+LDSD SDSD
FEVELNI B E RFH AFBE < HRRE AHIE
RN N 2122 1569 1746
s /Ny 801/2079 684/1536 652/1706
#) gﬁf‘ﬁ GMT 60.081 20.817 61.266
bk LI 95%C1] [54.91, 65.74] [20.25,21.39] [55.46, 67.68]
= ey /N 834/2079 683/1536 676/1706
2 Eiﬁ;@& GMT 180.881 21.721 174.773
(1] 95%CI] [167.07, 195.83] [20.93, 22.55] [159.73,191.23]
e /Ny 26/43 25/33 25/40
2 E;?‘f‘ﬁ GMT 1484.921 122.801 1473.330
o (iR 95%CT] [959.00, 2299.27] [72.66,207.54] [934.07, 2323.93]
7 — /Nys 26/43 21/33 25/40
ol L GMT 1004.487 124.464 1026.915
[TE 181 95%CI] [648.43,1556.05] [69.87,221.73] [652.15, 1617.04]

N=%&Y7 7 N—7DOH%, n=sFlif%k

SARS-CoV-2 JEYLEIEA EH- LT\ Z & ROMIEE A CTam U A 78 H (BERIEFE KO =
FEHE) O 16%H 75 SARS-CoV-2 (ZXT HIMIESUSHMETH D Z LITMA, ZOFISITRBULR D 7 F
VERNERINDECTER LFTDLETREINDZ EEBETDH L (JAMA 2020; 9: 893-5) | BEIC
SARS-CoV-2 |Zx7 % m W HUil 4 A3 2 gEFEH 123 T b ARFIEAEIZ L 2 5fE BUS O FFE DS I 6E
HDHZ EIXEERIIALTH D,

7RE ARFND 2 FHEREIC L D RIEFIEOHRI R EINTND Z D, FEMITOXIG & 72572 43K
BRIZFBW TR, FIEHEEREL I SARS-CoV-2 LA T A L A FHIZERD DAL HERF IC DWW Th, 2 [BIH
BEFEIC K 2 B P 72 RS A IR T 2 720 2 M BB O MR LRI Lo 7z, &RBROBLE T
. WEBRE S 2 [B] B BEREORIIC COVID-19 % 384E L 72354 T BHEMEME T SARS-CoV-2 & D Tk
HTHLBETH-TH, —EOHMARZ LT, ZOWBREITEN B TON-IAERIED 2 [0 B #fE 4
DT ENHREL ST, FEIRITICEBWT, R—ZX 54 U CHLIERISEMETH D . 74 )L ZFHIC
il £ 7z COVID-19 OHITIRBRIED 2 [B] B2 2 1T 7o R E O BE, 2D 1% AR (KRFEE
89/11,319 Hil, xHEEE 102/11,291 1)) THY . ZD H b 2 [Al HEEFLIFEEIZ SARS-CoV-2 D FFEYE 3 GR
SITIRERNT N2 v o 72,

1%%% T, N=R T A OMIGEEIEOPERE LTIV \T@‘i@%ﬁ%ﬁ%‘%l &R U Tt Lo
ROHLNTNRNT & MOFEBICAR DR S U5 BRI TR AT Mg 2 2 R84~ 5 @335
EI’J“C (ERA ANy LY N @EW%%L%:E.BIJ’?MN%’TE%%@@X#%#E[&ﬂk%?‘é%% TN EBZ D,

7R4.25 /R

AKHFEDORIKRT — & Ny r— I N 238 & U BIRERBRAGE TS TRy, ThVE TOM
ST O/NEASOARFBEFRIRIUNC OV T, BHFEFIZLLTFO L S IZHA LT\ 5,

AENT, WINOET /NGRS OARITERS L TR 53, MRS % IR o/ a0
I%T&éoLﬂbﬁ@%\@%%E%%%uﬂ&ﬂ%ﬁ@mmukmfﬁﬁﬁ%kLT%m%%ﬁSM
HFHRESNTEBY, ZhBIFEIMERATH D EHE 2 i, W5 I ERBIRIGE, A THE S
TTbDE—FH LT\, SHLLERESINTRIRKISITER S22 DLEBY ThoT-,
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# 52 WESMEEIRTEHIC 18 BAREO/NRIZBWT 5 U b Sh =BG (PT)
(HART : 2021461 A 1 H~20214£2 A 28 H)

SoC PT (MedDRA/J Ver.23.1) [ B HIE
Bl FIEE R 5 5
T 16
L 27 16
M i 9 5
—i - BHREERS LOERSEHM | EELAIER 6 3
YN Y 48 3
7 29 1
PR 6
S 2TV 10 6
(=YY 9 3
3] 12 6
FEEN 59 24
JRYLEFS L OV hE A TN 5 2
ks R O AR Rk b RAfim 13 7
75 P 16 11
VU JE g 10 3
TR R P FRENED F 13 8
[FIEp 67 35
BERLE 7 3
PRE% 10 5
MR g, BEREs X OMthR R ik 6 1
e R 8 3
g3 X O F AR ZITIE 10 4
il A IR 5 3

BUEY 10— ST, 0~18 /MR % x5 20l 48 | A iciB~ o AN & Bt 5 - L & HiE L
LCHIRZHED T Y . AMTHBNTHRATOME « ARSHEREFEAH O/NEBIRIC SV Ttz
BT 2 PETHD, BB, A v 7 A7 5 — FRFEE, 6~18 B0/ % 5 RICAFH 2 HEHE L= fro%
Ao & RIS A R B BB & B L T B,

BEREIZ, IT DX 51l L7,

KBTI 1T % SARS-CoV-2 D/NETORYLIRIIC HOWT, BHANERHEEES RO H AR IEFRZEEICL D
&, COVID-19 [FHHAIIE T, Z< OLEITRRELE L L2NWHDOTH Y, 2021 42 H 23 HEER
T, ERIZEBWT 10 kil o/NEIER 1 0 A, 10 mARO/NRIZHK 2 77 A2 COVID-19 [IZHEE L TV D
DIETHIOHEIT72 N &, KOV HARNLEEN LI/NEHRBO LN ODONT A HIRFIZEL 5T
B L7 2 &R ST D (Bl a v oA )L ZEYE O/ NREIEFNZ OV T ) B A/NERS
H A IG5 72 . http://www.jpeds.or.jp/modules/guidelines/index.php?content id=129 (FA&HEFEH : 2021 4
4H6H)) . ISEERMO/NTUICAK Z M L7z & & OF MR OLENMEICBT 5 BRRB IS D
NTHHT, B A CIIEMIICAH OB Z HER S R &SGR TITRhnWeEE2 L, — 5T, Litols
0 ARINGEIE LT /N BEO LN Z Enb, AR E LR Z Ehm L, /NEICxd
DARFNDOF IR NLZRIEZOWTHRF T2 Z LIFEETH L EEZ D,

7RA42.6 BEIAFEELTT ) VANARY Z—8F (V7 Fr, BETIHRARLSE) 2EHL
=&
@ A 2 6 HBERERFOHL ChAdOx1 X7 Z — 58 SARS-CoV-2 FIRICKT B 5B I RITTREICS
WT
REEFIL. LD LS IZHB LT,

&4

NREALT Y TRHE_T A b T B3 RS S HIRGRICAR 5 4

3
™
=
]v



COV001 FRERICIBWNT, ARAIZ 4 BRI OBEFERME T 2 IR S - giEfis (10 #1) O$HT ChAdOx1
A7 —minfusi o gefE [ERFE] (%, #IEHEREE 28 A H T 506 [321,1246] | 2[5 H #f#E % 28 H H
T 432 [181,622] TH V| 2 [0] HEEFEL 2P ChAdOx1 X7 ¥ — HHFIHUAM O BEINEERD H - 7=,
F7-. 2 [BIHEAER% 28 H H O$t ChAdOx1 ~ 27 Z —HFnguifii & 51 S % /37 HHRMm XX S # 37
ERr A T MRS Z OFEBAVE 2 it U7 #E . 2 [0l B #&fdi%% 0 SARS-CoV-2 Hulill k4 2 S s &1L ht
ChAdOx1 X7 X —SfBIZ L DB T E A EZ TN EARB N, B, 4%, DFEMIT Ok
JEPERRHT T AL 3 T HHL ChAdOX1 X7 Z — W FHHED S AT O 5 3 E TH 5,

@ B’ERIZAEFPNDT T ) TANARY Z—8F (V7 Fr, BEFREARMLE) 2EALLEC
AHN 2B L2558 OB IMER R MOV T

HEEE L. LT X S5 IZFA L7,

AR OERKT — 2 3y r—VICEENTRAERD 5 5 COV002 BRI DERRRER Tl @EICT 7/
DANARY B =T 7 F O EZ T2 L0 HWHRE 2RI L, FEMITcBVChilEIic
ChAdOx1 X7 Z —T 7 F Uk LT Z & Db HEEOHRE (COV002 FERD 11 #) 134 L7Z, L
7ol T, PRAIRIT O AR B 1%, BEICMD ChAdOXl X7 X —U 7 F o IO T T ) 7 A L AN
7B — R R LT 2 & 75%6%&’%% CARAN a4 L T2 5 DA MR V2 2MEIE R Th 5,

—J7, COV002 7Bk Tl [ZARAKILIS D ChAJOX] X7 X —DU 7 F U R LT= 2 LNy D

IR L7z 2k — b (11 E}ﬁ) % ETZD LT XV SARS-CoV-2 HUFIZ x4 % S I Z ~ Dt ChAdOx1
N B =GN RIAET BT L TV D, 11 BEOHERE K QN EIZ ChAdOx] X7 X — U 7 F o D
FREED 720N 18~55 Ik DHERFE 1T D AFI AL 28 HHOH S # /37 HHuRh (GMT [95%
CIl ) 1&. TNZh 132.1 [54.55,319.9] KTr214.10 [156.26, 293.36] TH V. 11 FEOHEHRE DOHL S ¥
VRTEHURME R T NAR D o T, LN LN D 4 B OBERERI N CAK 2 (8] H BEFE% 28 H H OHL S
L7 EiRM (GMT [95%CI] ) (1%, EHE4 679.5 [399.4,1156] & Tr627.88 [475.82,828.53] T
Y HERE ORI THEELL Tz,

bz et RElZ 2 BT 256, BEFOH ChAdOx1 X7 ¥ — @RIl LA BIXIF LA L

ZATIRNZ EPIRES LT, LTe o T, mEICAAILISNO ChAdOxl N7 2 —T 7 F o a4 LTc 2
DB DHESDRAMERIIATREE B X D,

HREIX, LR XL 9 IHT LT,

HEEHE ORI 2, o FMERRAT R 585 12 38U T SARS-CoV-2 (2%~ 2 FRFnfL iR ffi 23 2 [a] H B
BIZHEIML T =R —hEPFEOONTWNH I EbEiE x5 L (TR22125M) | 2 RIHERE%ZOD S
B RGBT BRI ~DHT ChAdOx1 X7 X — 50 3 i@“%ﬁ% IREHTHDLEEZXD, -
72U, $t ChAdOx1 X7 ¥ — i WARKIOGNE, G FE K OV I KAFE T BB 5 IR
bNHZ L. e, BECARLSNOT T ) A VAR H—BIFK % fi Lf:%‘ (ZRET™ 2 AT O B
BRIXIZE A RN L2 E 2 5 & BIEBGERICHHI SRS IERINE L, =R ARG N5 6
Wi, BINOEEMEOELR ZET 2%, WUNIKHIGT 2 0ER’H D,

7.R.5 %hEe - ZhFRITONT
5RO ZNRE « 23 1%.  TSARS-CoV-2 IZ X B BYYED T & STz,

&5

NE BT Y TRIET A kT8 R DA IR AR 5 s



BEREIL, DFEMENT OFER . AAID COVID-19 (ZxF3 2 F80E TPIZh A3 7~ S, [EN D8111C00002 75k
OFEFR. PFEMRHT & RIFEE O Mg PRy o ERA SR Sz &b, BARNCH LTHFEERD
COVID-19 OIIE TR FITHIFF CE 5 L L (TR2 BIR) | ZEMEICHOWTARFNIERE AT HE & )k

L7z (TR3IZBM) . LENn-T, [HR oS 7 (LA (SARS-CoV-2) U7 F L DM+ 5% %
77 1 OFE#, KGR D SARS-CoV-2 U 7 F o B OMLDEYUIE 85T 7 T O%hig - R EE B E 2 5 & |
AFNDRNHE - DN FIT. HEEREOREE - IR DO LBV, [SARS-CoV-2 |2 L D BYED T & ET D2
& DN & L7z,

7R.6 M HEIZOWT

HFERE O Ak - AR, @, A, 0.5mL %2 4~12 8O Z B\ C 2 [RIFF NI B
b, | LT WWE,

BT, DUT OB O, AF O HELEOCHEE T1E0.5mL % 4~12 HE ORI Z 50 C 2[5
WNICEERET 5, | L322 L&l Lz, £, HEAKOCHEICEET ZERICE VT, TR
FNZOWTERRDOIRE/FGLHT-OICIT 8L EOMBA BN THERT 2 Z ENEE LY, | &R
T 5 &) &I LT,

AANDO L - HEIZOW T, H M C Oigim & OBUE FEH H o K [E D8110C00001 7R 0 8 ik S
B E 2 T AR L7z,

7.R.6.1 HEKRUCHREREIZOWT

AFNO B ORI O EIZOW T, BHFEEE I TO L3 ICHHAL T 5,

AR OB TIL, B2 58 ANBIRFE23HBLT 5 ChAdOxl X7 ¥ —U 7 F o K OMMOFELOT 7
J A NARY Z— (ChAd63 X7 ¥ —5%) U F L OEBKRRBRIZBIT HLLTFO X 9 ek Rz kST
ik - AEzEBR LT,

o FEAN—ZanF U A )L ATH D MERS-CoV DFERR ANA 7 2 37 H &2 3819 5 ChAdOx1 X
7B =07 F U HCTE THFEBTIE, 3 HE (5X10°vp, 2.5X10" vp KT 5X 100 vp) DFFAfh
MDFE S, WTNOHETH 1 EEFEZOAFMEIRGTHY . X TOEMEE T 1gG bUGITHE
SRS AL, B 28 HICAmMEIZE L7 (Lancet Infect Dis 2020; 20: 816-26) , 5X100vp O &ET
IR RHUES I L2 3, K VIR RETIEN—Z T4 U DO L NREEINTERD b -7z,

« [MU7T7y h7x—28ii 2 AW R 58 NBIET 28T 5 ChAdOxl N7 X —T 7 F B
AT =25, 5X100vp OFBEOGEFRIENEWZ &R E 72 (PloS One 2012: 7: 40385,
Vaccine 2009; 27: 3501-4 %)

o PERRERIEKICOWT, YIREERGICREY 7 F o 2 BINERT L LIk T T ) OA VAR X —
WX T 5 MBI EED Z LT 5T % (Zabdeno: EPAR-Public assessment report.
EMA/323670/2020. 28 May 2020.1) 23, 77 J UA VA SHER NIRRT U7 F AL AREFED 7
F oo 2 AR TH, ML ONEME 0 SO O 7 28 B8R S A, 2[R #% 0 S8 (i) -2 HLiAm 23
1 [EIBEfERE D) 9 /512 E5F- L7~ (Lancet Glob Health 2017; 5: 324-34)

2 PFAMRATICE Tz 4 BBRIC DWW Tid, 281735 COV001 38k 3 BEICRB W TR D 2 [[]

HoBM% (4B (ICREFMEOREATES Hitz72® (Nat Med 2021; 27: 279-88, Lancet 2020;
396:466-78) . K7 v /T AEKRE L T2 EBMEZITH 2 LEBNRE SN,
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BrEIX, LR O L5 ITHI LT,

OFA AT O £ B2 RN x5 & K 7= SDSDHLDSD i SUG BEMEA I MERENT 6 RE I B\ T, AFKID
AHMEN RSN TEY . SDSD IME KSR ER PN I G FIC B W T H RO R REN TV D
(TR22.1 HHEBM) , FEREATICIBWT, SDSD LA L& LDSD LY A U R RBEICE D - 7- 2 &
IZOWTRKRERMBIT R o722 (TR2212EHZBM) bikEZ 5L, AAlO 1 [HH7- Y OHEE SD
ThHDH5X100vp & LIz T, 2T LML - ARETHZ L ERYLEERX D,

728, LD (2~2.5X10" vp) 1225\ TiX, OFEM#NTIE LD OB N2 RGET 5 B CRBEI S vz b o
TliE72< . LDSD % #fE S =i B COAMMEOTMIT, HEBRWZRAEMNT OFBIE S a2 &
EsEZ D L. HiE - HRICEIEDRNZ ENHEEITH DL B2 D,

7.R.6.2 HHREMHIRRIZOWT

BREEIR A A~ 12 B L RE L2 &IV T, HEFIIUTO L I ICHP LTV 5,

OFARNT O 4 R BR O TRBR S F il CHUE Sz 2 B oo BRI, 4825 12 EFE & 3B &
OERE L U A U CRIg > T, s (DCO1) K OEZEMYT (DCO2) DOfERICHES & B
BRI & D IEFNE R OV M E~DOFBETHE L= L 2 A, 4 AU ELoEEEREcAIIMEN SRS Z &
DHEGR S, S HIC 4D 12 W E TOH lf&@%%@kﬁ_#w2@9§@%®$ﬁ#%ﬁ
B EAT MR b7z (TR222 HBM) , o, IFEITRERICE O TLEMEOBREITRHIZER
DHITWRY (TR3I3ESM)  ERLABE 2. AANT, 4~12 BREOMIFEZ W T 2 B NNICEE
2 2 &) & Lz,

7R, ARFNOE ERIE AT A ST B E K OG- & KRR 72 ST BERMNZ BV T, AHA
OEFEMMFEIINTNG [4~128] LHELES N TS, WHO IIAFIOHEMRREEY [8~12# ) & L CHE
$FL TV 50 (https://www.who.int/publications/i/item/WHO-2019-nCoV-vaccines-SAGE recommendation-
AZD1222-background-2021.1 (Fcf&MEdR H 12021 44 A 6 H) ) . Ziud, EEMEHT (DCO2) KD SDSD
135 BOSEEPEA N HEREAT HR A TD VEIZHE S b D EEZ b, M T, WHO IE, EIZ L > T
U7 FoMREFREEIZIBA N D D L WO RN G, HEEMEE R T U2 T U OMEEICHIRN
HOHETH, LVES DALY 7 F U ORBIEREITS 2 ENAREICAR D Z L BB E LT, IR
MkEZEIR L b DL EZ D,

BT, ABIOEKT — & Ry r =& NIV T, IRBREMEHEEICR T 2R L
O EIBRE% OHRREORE GrAMM) KOBERIL, W ONIHE D & o BEEFIER OFEEEIC A %)
PEFRMTSE G & ST BB OV TRELE L7z BT, DRERGEICE £ 472 3BR TOEBROBAEMR O 570 %
AT EIORD, HEHIZLLTO X D ICRZE LT,

PERRRE = & O PRI OEFERIFEOE, WONTHEZ & 0 BARE G & OVEBRIC A MR 5 &
SNBEIE, RSBOLEBY THoT-,

BINIAF OBAE % 1Bl ET 5 TETHo 720, PARERE 3.1.3HESM) LT COV00l K5k
3HECBWT 2 [aH o#fE% (4 B (CRERMEORARD bhz/zd (TR6.1 HEBMH) | KT
077 AT 2 BEATT O 2 ENRE ST, BEREMRICOWT, ABIFRTVANAY 7 F % T
HHNDH LI, HEREHBAEWITREEOMBENEGEDL ZEPRINTWNDEEDD, %< OREYE
FRED 7 F 3R A 4 B & LTSN TS, Lo T, HRMKIITOBRITESHICRE S

HETELU I FUBREOEANGE LW EBEEE X Wi CORFINRRVRY | PR 2

&7

NEZRT Y THE_T A b7 B ARASH_FEHIKGRICAR 2 s #



] H R OREVER) 70 IR 2 4 B LFE LW B X Tz, ZD72%H, COV002
AR ICOWTIL, EREMRE 48] ERE LT
BT, 2 B H RS AR E DL, KOt D
EMARARERR Z L2 < "AIOME

<2 COV005

— 5T, X0 RHICERE L 7o T TZREBREEIC
BICEY, 4 BAMET2 B BEEFEZTITHY Z

ﬁﬂ?ffj ié;@ﬁw\/n

AR D — O

R ewiE EORIBEIZ XV Sk rl eI RO & RIE LT,
£53 PABITORRLE Sh7-3B (COV00l 3B, COV002 3B, COV003 B K X COV005 3ABR)
R OEPA D8111C00002 FRABRIZB T HEEH = L oEIEREZ OEERROHES
FRBR TR SEME S E I BLUE S BefERE (SDSD+LDSD A H R 5L DEEENT O AT X R 3K
ToHERERING (FFA HEp) SHPERRNT R G HE [ D I | (&#D) (SDSD+LDSD A %) A
XIS T0) IRSEE 35
COoVo001 i (7~10 1) 2c, 2e Bk 30 4 17 51
4L E 2f, 2g, 4c, 4d K 930 il 724 13
COV002 438 (4~61H) 9-al, a2, 10-al, a2 2000 11 1592 1)
4L+ 4-cl, c2, 6-b1, b2 K 9450 15 6615 31
COV003 4~12 3 (4~14 ) Ic, 1d fix K 10300 51 6753 f31)
COV005 438 (3~5H) 1,2a,2b 1970 31 1477 31
EWN 438 (2 H) ERaNE 256 15l
D8111C00002

F 7o, UEERAT OB DT R 52 & XL7- SDSD+ LDSD IfLji5 5 i Bt A Zh M et S 4E I 38\ T

KERORBRIZB T 2 AT 4 D LB ThH-o7e,
i [Treatmen W Control (N=8581) O AZD1222 (N=8597)
z 30
H
T 20
%
E
T 10
0_

o 1 2 3 4 5 6 7 8% 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29

Dose schedule (weeks)

Number of Subjects

Control: n= 1 0 201 2599 1069 302 230 491 519 484 591 718 478 196 195 186 100 32 27 44 45 38 14 12 3 4 0 0
AZDI1222: n 0 0 0 206 2644 1055 354 259 511 484 466 580 730 480 194 175 157 106 30 21 26 49 30 20 9 3 2 1
Percentage
Control: 0.01 0 001 234 30291246 3.52 2.68 572 6.05 564 6.89 837 557 228 227 2.17 1.17 037 031 0.51 0.52 044 0.16 0.14 0.03 005 0 0 001
AZDI222 0 ( 0 24030751227 412 3.01 594 563 542 6.75 849 558 226 2.04 1.83 1.23 0.35 0.24 0.30 0.57 0.35 023 0.10 0.03 0.02 0.01 0.06

(DCO2) EETOMEMITASREN (COV01 RER. COV002 RBR. COV003 RBRKEL T COV00s RER) 12BIT5
HERERRR L OEFERI# (SDSD+ LDSD & X iRt A Zh AR et 42 )

4 TERY

MR IL, TERE s HRICBOWTEREIEO EIRZ 128 & L-FHm 20T 5 X oKk, HEEEITLL
TOX AL,
88
RERPTY T T A b TU R0t R RIC R 5 W &



FEFRIRR OO _ERRIZ DU TIE 4~12 TR OFEFERIFE T 2 8] H B 21T > 7o 5568 O ARAID VE Ofif 51
KON 12 A2 HHMEMBICET A2 ERDPIBEOLNTWDZ EommAE FICHEE LT 12 HEEHREL
77

GFEIRMT D =B A MMEOfENT T 2 R RIfENT (DCO1) OfESRN 5, 2 [FHfE (SDSD XX LDSD)
BT To_— AT A REO MG SRR I 1T 5 2 Bl B EfE% 15 H B LAREO VE [ififil 95.84% CI]
1% 70.42% [54.84,80.6] TV . KA COVID-19 (26T 5 FRIZ R MR Sz, £7-. SD % 2 Al
fi L7- (SDSD) #¢8r+# %M K& O SDSD+LDSD IfiLif KSR 20 ITT fEHT R RER O Wiz is T
HIAERD VE (2 EH, 62.10%% T 69.13%) DR SILTND Z &b b, ARIFNTORERNEAT B
TW5, 5T, SDSD LIk SGSERMEAT N HEMEAT 6 SAE M 2 6 5 & 2 BEAERIRR 4~12 B Ot T 6
VE [#{il] 95% CI] 1% 60.86% [36.61,75.84] & —E LR/ ELNTND,

72%5, SDSD+ LDSD i SRR IMEMHT ST R (DCO1) 1Z361) % VE 1Tk % HEFERIRE D 52
BAPRBHNTIRNT LTS R o BEFEMIRY 12 WM 288 2 72356, HEE S D VE Of@ERNME T35
T URME ST, YREAENT T, BERERIRE 30 B0 100 HE T 1 H Z &I, & B EICSK UCHERERIRR
NZDRBULETH TR EZ G E L TT— A N7 v 7B K D EIEAE T 2 1,000 [B]3jE
L. fitH L72#EA2S VE R OVEOEERM AR (K5) . BER%H 12 BLARIC WX, EFIEL
WRIEIZIA U, BRI NIEFICILL fao Tz, £ 78, BRS T 12 828 2 5 B g o224
BT a7 —2I3EoTnhenetE I TNnD,

100 A
90 1

80 4 ._‘._'ﬁ“/m.‘/\r/\
— i —
70 S ~

60 1
50 1
40 1
30 4
20 4
10 4

Vaccine efficacy (%)

£ 10000
<
N
o 5000 1
g
-] 04 v v T T T T
'
30 40 50 60 70 80 90
Minimum time between doses (days)

X5 BERERRCBITS VE (BRE) ORZRENT (SDSD+LDSD IR is Bk A i &£, DCOo1)
FH : VE OFRRAEOME %2 OfE, AR : it Lz Py fEofi, MEE T sE BRI 95% CI

S BT, lE] SD MG RIS BEMEA PTG &t 5e & L 1RBREEW IR 22 H LARE 2 [BIH
R E CITIIE L 72 COVID-19 FEE BT DU TERERBYITIRES LT, BB I 0)R EEAE 2 22 A 75 2 [
BOH#ERECL L, 2B HOBEMEZZ TR o e lREICONWTULT =2 7 > b4 7ReE, FBRHIL R
XX COVID-19 DRI E TE Lz, W% 22 HvD 2 [MH O ETO VEIZE 54 DEBY T
&Y . SDSD T X2 &K D 2 [HHFETE T D VE [Miff] 95%C1]  (63.09% [51.81,71.73] ) (DCO2) &
RIEETH-oT-,

&9

SEAET Y TIHET A 7Y R S SFBURRICIR S s



#* 54 TRBREEPIEIEEFER 22 H UM 2 [/ H 8 £ TO COVID-19 FEERIIZE3< VE
(FE] SD s RIS SRR RER. DCO2)

AFEE pagiishiss

15155 9335 9312

A2 M (%) 32 (0.34) 82 (0.88)
VE [i#if1|95%CI1] *! 60.99 [41.37,74.05]

*] 0 RBRE S, B, A7 U —= U JHEOER (18~555%. 56~69r%. 70Ul L) #AF & L, B oz 47 v v &
¥l LR Y EIRET L

Loz s, 20 BT 4~12 BER CEREAREE Z 21,

HREIZ, LR L 9 I LT,

AFNOBRAFIZENTIZ, N7 2y 7 ORUT T, EEOBRKRERZ FRICET S, 5o Fik
(ZIEDEARFNONE - HE% 5 CREGHE D FERFAE S 2 L2z, fAIOMAECmIRIZLE S i
BR2ND . FERENC, DFERRITIZB W CTRBI OB N E DR R L 7o o T FIZ 31T 2 BEfE IR I XA KR
T3~28 W LIEFITMRIAWN S D L x0Tz, Fo, HREEMOA Y 7 A7 4+ — FRFX, AA| 2 [ R
ORFEMRE L TUY 4 HZHE L Wb oD, DR Tk, AAZ 4 B2 EoBfEMiR cHfE L
T BRI OIER AR VE S LR 2 AR RIB SN T D, Ak ThhiE, kv KkiEbsh
T AR RIR CARKI O A IMEZ REET 272D ORBR A FHH, FETREThHomeBEX 0D, T
w7 FCOBRICHES ERRo X 5 filfRE2HE 2 5 & PFEMITICE /- —#H ORS00 £t 12
BRLC ERROFEER 72 Z L1300 a B b LEX D,

DA RATICI W CIE, BEEOD K 5 ITkk % 7o B R b CAK 2 BEf S NI E DIFEL TV D H DD,
ARHIFEDK) 2% DR 1T T 4~ 12 HOHEFMFR CHEME I TV D (K4) . SbIZ, A0 E
BT 65 & S 4L72 SDSD+LDSD IL{H St R tEA ZhPEARHT R AL HNT N 2. C, HEfifbE 4~8 WA TN 9
~12 HOWT O ENCBNTHEABIOFNEI RSN TND Z k(ﬂuzzﬁﬁﬁ)\lm
DMH@%M%%®HKA%%% BWTH 4 ORI CAMZ BT Z LIk 0, JFEaMiTo
EFEMIR Y 4~8 W DO/ EER] & RIFEE O FFHUAHGF 6 TnDd Z & kam3@%%> NiAONA
K%%4~uL@%@ﬁ%f@ﬁéhk%%%ﬁl BT D LM BRI OWTERER & s
LTRERBRIIRD N TRV & (TRIIIQHSR) ZikE x5 &, HEMMHREO EIRE 128 &
Lkif\%@%%%rqumjkﬁé CITFRELE B X D, B AED LD/ T Xy 7 ORI
TIZBW L TE LT EMENCREEZFET LI N FE LV EEB 2N b E 2D L, 1218
HBZDEREMREZRET D 2 LI oW THEMIT R EET, AFNCO W TCTAE - ARICED BN
PAEMROHPE T2 FIOEMEZIT) ZENHEETHDL EEZ D,

7235, E D8111C00002 #ER TR & AL 7o FAIHUAMMI L OF G ARt OHEFERI R 4~8 1 D FR /LR D
FpLifli & [FFREE CThH - 7= —FH T, PREfITIcBs VT, W*mﬁﬁﬁfi%6%®®@@ﬁ%%@VE
DAY EE AT IZ I THEREIBR D IE R AT FEV VE 28 ERT B A RS STV 5 2 & Pffiisfh
_ODT%H%@@ﬁﬂmbBﬂé & (TR222EBM) HEaEx DL, KANZONTRRKOBHE
ZAF LTI EIR 12 28 2 20 C 8 U EOMRZ W TERT 5 Z L NREELWNEER D,

7.R.6.3 BEEXREHMITONT

KRENOFEFERI GAEHFRIZ OV T, BEIILL T O X 5 (2l L7z,

RENOEERT — X X r—VIZEEN DR CTHANS G & S lBE oFmiE, BN
D8111C00002 38k T 18 mklh [, ¥EFh COVO001 7R T 18~55 7%, COV002 7B T 18 5% LA £, COV003 3
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BRC 18 I UL KT COV005 FRABR T 18~65 i TH o 72, 55~65 DAL 65 i LA Lo & oy
FHIERONDH OO, 7R223H, TR332EHL N TRA22 HIZE T 2MFNEEZ I E X2 &, KA
OEFEXGAEENT 18 LA EE T Z WY & & 2 5,

LLEX Y AHIORER OCHEICBEBT 2 EEICB T, BEilgs & LT IARIORRIT 18 Ml k
DFIATH, | LT 22 &l EEx 5%,

7R.7 BUEERGEHR ORFIEEIZOWNT

HEE 1T, AR ORGEBGERREICOW T, UTFO X3 ICHBAL TV,

AFNOEWT — 2 25T HARNDLEMIZHOWT, BERAGRIFE TICE LN HERIIBEENTH
%NS (TRIBM) | RAIOKRKER 12 VA% E COREMERFT L2 E2HME Lio—i%
AR A 2 ET 2 TETH D, AR, THan U2 F o o5 5GP O =R
(mAR— FaRd) J  (BFn 2 BEEAEITEHER A F LA M e Bl - ﬁ%mmﬁﬁw%%ﬁﬁ
BUORMEMERFE 36, A TEGIEL : B ORI G L 705 U 7 F 1220 T4 10,000~20,000 ) |
T B HEREE D 5 B, REOEAER 12 7 H%E TOBBFHE~DOSMIZ Hiféﬁmfmwﬁﬁ
FEL, Yavl - TF74 7% — RENMEEOMREFLNIE, K ONT 7 F o B O MR a5 B
5 (VAERD) Z&TeU 7 F U B O BT (VAED) 2 ZaMMFtFmEes L TRET 5, B
flid, ARFIORMEERE 28 Atk (JE1T3 2 adh— NEEOBIEMIMK T H) OB H O IR 12 7 A
% (11 BAM) LTHTETHD,

F7o. REIOEKHER TR L eMEERBE LTV, GlE 25 COVID-19 O HEfE(L U A
TMENEEZONDEMEBEZAT HE (TR33.1 LD TR4A2.15M) E2x%IC, A% DL 4
PEZ IR 2 FrE AR A (B - ARIPIRIEAE R (1 B H) M OIR~&EME% 28 HE T) &3
T 5 TETHD, HETEFEIZONTIE, dRERD COVID-19 DEIEIY A7 BEHNEB X B
HE~OHERBFNIREIND Z LD, TR RetEOBLR b E 2T 1,000 B (22T GES]
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https://media.tghn.org/articles/COVID-19_AESIs_ SPEAC_V1.1 5Mar2020.pdf (Fc#& s H : 2021 4 4 A 6
H) ) . BB OB FRIB LIS X, K61 DL BV EETREAEFRSL (AESD MR EI N,

£61 HEEITREAEERE
Bk AT A =0
BHFHE  BEIRERN R AREERIEZ 70T 2 e AR L EWVHRARDFEES EEY Y — K ThDH, Th
DITRF S, B AR RE B M O TEN R, WONCE i E UL EME L L L CHEND AREMEN D D,
KTV NV JEBERE : ¥T v NU—JEERET R ER B TH Y . — IR EATHERRE & L CER D

ATREMED D D,
FRFESERY SPEHAEERAE B (ADEM) : ADEM [ XUT T B2 & OREAF OS2 2B — I Bl L Tt

5 DD JIE e OWBE D ARG & T D, ADEM (3R b RAICIIVNEENTHRET 5,

Z DDA R b FICHB L7z (BMEITHENE) 8 OGRS (B, L OU®, PRk
T ORSEHR, AIDBEL, RERIE) . KM BEIREREREE . AT SILREE . IArHEs. IMTERER .
BT RER DA N2 b 5D WIFZ DL ORI e ERIE S

MARPE, (AR SRR R ORI A HEA > b - — I8P 2R R R E | B $ v, BRI, EHin

i HEL, RO, OB, FREONIR, BB RN 2 1 5 T EHIRILACIE, BLOM, e S LRI
%P 5 MBERIE & L CHLN S FTREMED B 51 2 |
LR i/ BRI LR B (D 72 < TR BB C b B, /MR O IE W REHHIE 150000~450000/uL

M2 MUK E ORBICE 2 MEORIE (MER) 2RHHETIEFICHEEST L —T
TH74T7F%v— g TRATIAMBBIETH Y, 2BFICHETT S, TEBICEMOBZR 2 LE L
THEEREMEGNTIGE L THEND WREERS D,

U 7 F BRI B A MR SE BB O #E (VAERD) : VAERD DOFJERET 1. FE T RHUA M OGB 4F B ER I hnsE
PR Y ZFED Th2 O THIRSIS Z 75T 5 U 7 F L 50)E SOSIZBHET 5 (Vaccine 2020; 38: 4783-91), VAERD 1%, 3§
BRI < EAEOMRARH SR, WA, K& KHIEMEMZ . BAEMERE TR O 2 Hn S & 2 F o
B % FE JE T OV B2 AL S IR & 72 BRI IR & U CHNL D ATRENEZS 5 (J Gen Virol 2016; 97: 1489-99)
BIER) 72 G0 dE M TEVEIREE - MRRtEE MO Z b 2 F5 i & 35 B CRBEERIEMREBRO 7L —7 9TH Y | B O %
DORNOFEITEE SN2\,

a) BIBEEE (V7 v 79h, 7 a—90, WEERIBR, EEEERR) . HFEE (B aEEng R, B omEife, Bt
PEFREZS , JRE PR LIEIRE 20) . RENER (7O Y U0, B CREMERIRIRE (BAR A& Te). | TR, 7L —7 A I K
TR A REE (LA RKEESRERE, SR, BRI (AFAREEG D). RAERAMBRESE, YV o~FEEs
s, 23U, SREERIETE, MRS RMERE R, BEY v~F, OFAMERGHER DT LA MEGRHZ &M EAE, TRiE %
FHES, SOGHERIHIR (T4 # —EWGR) ROKRSCAIEREBEIRIR &2 & Bk, 2 ) 7~ b—T7 A, £ MEE(LE), #
RRAEDFE G FE R R OBE GERYMEMNZE . IMEHEZR. TR, MRRBEIAS) & aERErEIMIr i, B,/
RAERE (COVERISE) 2 GTMMREES, I 77— 7 4 v X —EERAONEOMBE L2 ETLX T 2 - NU—IEGER, BHIOENE
BiBEES R = 2 —n XF— ZREER = 2 —a XF—ROH 7 n— g /a7 ) VIEICEE T 5 SR = o —n XF— 2 G
G R = 2 — S F— RO RS | 2 e, RARERRANY b T AEE, Fra L7 o— HapRRRk, R
HHEHR, A — b - T3~ MEBEREZSOEEMNEE) . REEE (MEREE, REE., BEREEROESREEREETH
DK EREE, ST T~ h—F A, MR, EA 7 =7, REER., T, BE, AU 0— MEGEE., S%FEEE) .
Mm% (ELENRG & OIEEEIIR 7S5 o AR TEBIR K 2 & T Rl & o g 2¢, HA &% O 33/ NMILE O i 2% FEEirE SR Bk,
JIIGESS ., BEMESIIZRME R, v =/ F—RHEE, Fr—27 « A T U REGRERE (7 LR —R3EEEM S %) . N—2 v —IA,
etk PAZEME M A . BEAEME M AE 28 I ONFLAF TP ERRIRE HLIR G E M AR (XA THRB) , ~/ vk - v o= T4 VERBR, X—F = »
MEBRE, BMERBRTEINE R) . Eoftt BU) CIREPUASEGER. B B EEnEgn, B OEMREREE R (IgA BiE, Sl
HEATPER BRI A8, BEMRERIR 28, FEVEBATAME R ERIRRF 8 L OV A B o B 07 ABTEMRERIRE K 2 G te) . H OB/ O
JE. B OENI/MORAE, 7y RSATF v —IEBERE, FRRMEMRMEE, BEEn, 11/ —B&% $raf F—v R v=—7
VUSERRE, AT 4 — TR - Vg Y UNEERE, S E DRk

11.5 COV002 RERKZ X COV005 RERICEWT, VANAEDERMEDERVICIVEHELY bIEAED
ARNEREINT-EE (CTD 5.3.54.1)

COV002 ABRD KNI, Bk Ak oZnEEE<bhs [ ts v 2 27— vxxo
Bl chvoney AR FOEREE (BIGEE L gPCRE) (SEVRH Y | A L AKT-O
HIEMEIZK 23 50 ENAET D Z ERH LT/ >72, MHRA & OiEORER, COV00l Bk & OHllE
HEO—EMVEZHERF L, BBREICHEOHES ERIZ HEZHEE L2V L 5, COV002 R CTITWOLE
BECERLIZVANARFOEHEEICESHEZEH T2 2 ENEEINT, TOME., WLEEE
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W72 5X10"%vp (QPCR IETIX 2.2X100vp) OHEZRIRT H 2 & L2po7ond, BEfE Lo icds 1T
LRSS DOFBEIG 2 COV00l Bk &l L TR o 727280, SOICHAELZE 2 A, TOLEEEZHW
T R TIZINA DR Y Y L~— b 80 12 L TSt FsAEC s = Lo L, [

owrpEo—Hwory ~ ey - || IR0 <2 sErsschsboory v
N— RSO ABKI2MBREENTEY ., RY V_— b 80 [ TWILEZHIE SE D720, 7 A L AR F D
FEAR KA STz, Z O, COV002 RERO —EouEgE (1. 2, 4 KOS BEO—#F) Tk, N
A T ORI ORENBRICAHRESN T, BRLEZARD 45%0ABMER I, 0B, RY Vv
N— [ 80 X, BENLT T ) UANAR A ERZENESEDLT2OORMAE LTHEHALTEBY, Z2hbo
fEIOT v D TERINEERBEORY Y L_— K 80 28, WA|IMNWE & LEMICEEE KITTZ LTk

WV, EDT% ., MHRA KT DSMB 72> 5 OEGR%ZF T, qPCRIEOF B OHTEE TSN Z Enb ., ZDHO
SD M EOFREUTIX qPCR {EZ AW -HIEME T 5X 100 vp & 72 5 HEZBTINT 2 2 L BT I N7,

covoos #E T, Il &Y aPCRIETRIE S 7= AN & A b AR TR D5 KREAf S T
BY . WHIO—EHOWERE (2a KT 2b #) PEEME X VIEHAEOEREZ 2T Tz, YixFgiE, §
e (TANZERBH) OBMKRNRRECZVHBALZbOTHY . TRA I KL Sz qPCR 14
RO digital droplet PCR (dd PCR) #:% FIWT A 2 i e Lz & 2 4, [ o
vy T8 PCRIFIC L 57 — 2 I3HBE LY BIBKFHI ST, BT 7 D Y R &
@%%@F% FHETHEONIEICHESE hoRBRTo SD IS T HENE LN D X 9 ICHEHE

WS o,

Uboz &t DFEMNTCIE, AFIOKHE (SD XX LD) 122\ TLL FONHHEE AW THHES

iz (111 ESH) |
WS B ST gPCR IECHIE L7z 5X 100 vp % SD &%, ZHUZiE, £30% (3.5~6.5X10" vp)
OHFIPFHOBAINEG E D,
qPCR ¥ CHITE L72 2~2.5X10"vp 2 LD &9 5,

EREDO X DT, OFEMENT OISR, — o OHERERE (LD XX SD) OHIcRe D ERT k%
HOWTHRESNTEHELHERINIERE DT EN D, HEEE L, BRI CHEH Ik %2 ®r 5
3 OORYETHRAR D 3 SORBEFHICEBWTHE L b oo, FRAIORIENE,[REMEZ2HER L TRY,
HHRIF D SD FHRICEIT D T A N AR AIRE, 7 A L ARAH 720 ORRYANIC SOV TR EO TR D
HAILTWARNZ LD QR2ESM) | BAIOGHT T IEOLE T, 5 A IR R AR O A2
TRAET LW ET LTV,
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SRM3ES H 13 H
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[ 2 4] NEZALT Y THHE

[— fix 4] auF A LA (SARS-CoV-2) U7 F > (BIGFHIBZ VI NVT T ) UA AR
7 H—)

[ 3 %) 7 A b 7B RS

[FHEEEH A TM3FE2HSH

(W& 55— ]
MFEED LB,

1. BENE

L O OB OBIBICH T 2 FEEOMIEIL, LT0 LB ThdH, i, RKEMHHROHFME
F. AMBIZOWTOHEMEELL OB LHEICESE, [EEDERERR SIS T 5500
LOFEMIZET ] CEAK204 12 A 25 BT 20 #EH 8 &) OHUEICLY ., 54 LT,

@F& JIn

11 BERT —Z Ry r— R OEREFTEHZDONT
W (1) o TR RT — Xy r— U K OERSTEHITHOWT) OBMEOHINNIT, EMEE XY X
X,

1.2 F¥MiconT
BT, EMEE LY, #E5 (1) © [TR2 AREICSWT) OBBEOHIE 2 X fF 5 E /I

Mz <, UTFTOERNHINT,

®  HIMEIZH N DEESTEHIOWT, HREMBOFENH 5 & ORHE T, Fid 72 BERE R I 23 5E T A
ITIER < EE B LTz b CARAIOAGNED LM ATRED & KT L 72 D5 2 & k595,

® B.1.351 ZRERIZKIT 2 AKID VE B35 TRV ATEEMED 8 D & L 1E, ERHRIEHEH ~w b gt
TOMEND D,

BrEIX, DLEOBEMZEDOERICOWTHEEIRZEL, HigZI3@EIcdsd 2 5 2E%E Lz,

1.3 ZEeHIZ-o>\T

131 #4E (1) DIBRORKMNEIZRT B8R & & 0Bk oW T

Wi (1) o 17.R3.23  iMAetE, MARZERMER OMRRIMAEMEA X2 b IZon T, i (1) ERCIRE
DORRINEEZ I 1T 2B L OO (2021 424 H 9 HIRER) X FRED LB THY . FHMH#EICI W
TIE, HEEMEERICONT 132 QHEDO BV EMEENGERANH SN,
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RS, WSS IR FE 1 IS S Av 7o Ak, AR ZERR I B ORI ME A~ MBI L 72 RN 2
JEIZBIT AL RO LBV THDHZ L EMR LT,

2021 =4 7 7 B EMA 1%, AAIERERE (i MR 2 fF O A2 2360 TENITEE S D AMEERH Y |
ABNORIS S & 3% LAFK L7z (https://www.ema.europa.eu/en/news/astrazenecas-covid-19-vaccine-ema-fi
nds-possible-link-very-rare-cases-unusual-blood-clots-low-blood GRf&fERSH : 2021 -5 A 11 H) ) , 7272
L. i S a7z iige & O MR D O A G O IImO TENTH Y | BIEDY 27 X0 b, MY
7 F LY COVID-19 & PRI 2RI T 4 v FOTGR ERD & L, HEERRICRENT, @
B SIVTIEBIDIT & A 1T 60 AT D 2T, AAIWIEBRED S 2 BRI L TWens, U R7
HAIFRE SR o T, T b OFHEIL. F43 A 22 A £ TIEINORIEMN#RE 7 — % ~X—2 Eudra
Vigilance (Z# 5 S 4172 62 1D CVST & 24 BlOPlEFARMARIE (FIRMIARE, PRI ARE ¥ 25 Te)
DL E2—[ZES< DO TH Y | HiLRE R TO EEA KOS EITI1T D AFIBFEE 1349 2,500 T A TH -
Too M/ 20 MARTBELDB X2 ) D A=A L E LTI, U7 FUoEREEGEORERISITE Y | ~
WY EBEGINTEETRO OIS HIT IZEP LCRERGEEZ SN TV D ARERSH D & i
7o

7o, 44070 MHRA 1T, KRE LTU I FUERBICL 2R T 4y MEED LS RY A7 %
ERIZ DD, FEEITENTRDOOND ., M/ 2 £F 9 R E D MARITOW T, AFH| & D BE ) R
STz & nFR LT (https://www.gov.uk/government/news/mhra-issues-new-advice-concluding-a-possible-link-
between-covid-19-vaccine-astrazeneca-and-extremely-rare-unlikely-to-occur-blood-clots (F#&fERE H : 2021 4
SA11H) ) , F4H3 A 31 BETIZ, ZEIZBW TARBIFEFRERZ ICE O DAV I/ IR &2 £ 9 e
79 PlERE SN TR, FFMIT RO LB ThoTo,

o T9BID DB 44 FIHIIIHIFAEZ D CVST TH Y | 5% 0 D 35 B3 M/ MEJDE & £ 5 2 Ofthd
TH 2 ME TOMRIE CTH -7,

o BYE28 G, MESIHITHY  FERIE 18~T9 K Th o7z (7272 L, MLk T, BEL v Lkt
HIFEFEE 30N> T72)

o T 196 CEYE6 B, LM 134)) THY ., 9B 11 BIE S0 AR, OB 3 F1IE 30 AN TH -
2o 196D 55 14 B ML/ MR E A £ 5 CVST, 5 B3 L/ MRIBUE £ £ 5 fLARE Td - 72,

o T BIFT R THAPIEEERER IR LT,

MHRA [TFERHIRZF T 5 2 S IFHELE L7 & L7y, [RIRFICFEH S 772 The Joint Committee on
Vaccination and Immunisation (JCVI) O A7 — h A > N Tk, AFEREIZIVESNLDIXRT 4 v b

(COVID-19 (2 £ % ICU ABEDTBh) EWAERIR Y A7 DT o R A E 2 30 mAil O ERERL A (T At
DI I FUaHERETHENFELNE N (https://www.gov.uk/government/publications/use-of-the-
astrazeneca-covid-19-vaccine-jcvi-statement (Fc#&fERSH : 202145 H 11 H) ) ¥,

7%, A4 4 A 9 HIFRT, WHO KOV [E TR BEDHIl IR 72 < A DO HEFE A HERE S T2 23,
—HEBOETIIAA OB G 2 30 sl k. 50 sk, 55 AR, 60 milA L, 65 A BT 70 LAk
DHITHIR L, —EFBOEITHERED T2 A% L T\ 5,

BRI, LF o X D L7z,

29) TEE JCVIIC LD AT — M A ME, 202145 A 7 HIZ, SARS-CoV-2 DIEYLIRIL, AFKILSNO D 2 5 OFIFA ATREMES 2 H % %
40 WA OFERNIIMOT 7 F o 2T 5 Z M E LWEICEE Sz (https:/www.gov.uk/government/publications/use-of-the-ast
razeneca-covid-19-vaccine-jcvi-statement-7-may-202 1 /use-of-the-astrazeneca-covid-19-azd 1222-vaccine-updated-jcvi-statement-7-may-2021 (&

TERRH 202145 A 11 H) ) o
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WS O S o0 E CTRUEAR B 1T W TARAIFERES 2 @M LA ARtEA X P BSEHFEBLL CTnD =
L EOHRIITEERERAIZEVIRCICEDIEFAGRO ONDH Z &, WSMNIBIT 2EmEL B E 2 |
AT CEOERZRBISOSIZHENT TMARIE] ZEEWET 2 0ERH D5, i, Wi STV 5 e
O IR RIS E 2 fED 2R WEEFI R OSETH S e STV D 2 & AFIEFIE I MARIE A FEBL
TOANZALIREMH SN TN EELZEBETDH L. TI/IMIBAEZ £ 5 IARSE] ICIREY
T ONMARAE ] (2R L CTHEEME S5 Z L@ & &2 D,

— 5T, WANRGEIR R IS STV D I IMRIEAME 2 £ 5 IAREIZ DWW Tk CVST F DRI E
NRELLHY, IO 0EIERRE TREINTNDZ L, AU VOFHAEOZEE L LWE
WHEDBPIEIZ 2> TETWD 2 &b E 2 AARERZ ICIMBRIEORINHRE SN TNDLIE, Th
OOMMBIEDONE (FBEEML, #Im5%) . BB (X ITARAHEER S 2 BRLUN) | EETXEE
R, ZWRIREICBE T D BEFICOW T, B SCEUTIEMICB W TERIRET 2 0N H 5,

BURERUCIE, MAMNERER I3 T D ARAERE S O 5 (R, FlE) TR 2BdH 0 | RHIFERERS
(ZFE 8 BV D MARFEIZ DWW THERI, B tElnE, BEREO Y 27 KFIIRESh TR &
COVID-19 I XD U A7 (X SARS-CoV-2 JitATIRIL, FlEIC Lo TR D B HbID Z LS5
FZDHE EFEORMERN, FEERBIOY AZIZOWTHWNT S Z L IEREETHH LB 2D, —FH T, AH
DWW TR AR BRBR I L 0 I8 R WAERE O THIMEDRRD 5T 5 Z £, SARS-CoV-2 U
JF R L > THRONDEIRRX T 4y hEe ERBOIV AT ONT U RAEE 2D & AEOEGRIZIB D
THERISCAEMR OHIR 2 5% 1T 2 Z L 133 Y) Tld72 < . SARS-CoV-2 OJifTIRIESAKILAN DD 7 F 8
FEEDO R FREZR FBUTIG UCL BB ARA OEEFER R 2 it T 5 2 L 5@ Y L & 2 5, SARS-CoV-
207 F %, [ PRAEERERAR . DIl o a7 A L R ERYE 4R B BEREO TR S EAE ) 5
ICESENNT I F R T 0 7T MBI BRI RERET L ENAETHDLZ LD, TOF
TARIIZIBT DAKN OO R BRI GUC DN TR TE D b D EE X D, 2B, REI OB R % Flin
ICHEASEHIPR L TO B ESCHEREO T 21T > TV D EICE W T b ARFIO KGR X3 A Al O xh 5 4 28
FLTWeuy,

Fio, AAOREIRTEHZICIT, RREEPRET HiE. ERNLZAMEERITEEO R ¢, ENICBT
B ARFIBERR S O MARTEFROREBIRMC YL ELR DY A7 KT, AFERL AT 5 & HORFEE 2R
ST OMENRD D EE XD, AFIREIRTES O EKSZAMVEETIGE I\, AR & o ENE
WEEDN D MARYEA N FRVRE SNTZBRICIE, UEFERO Y R 7R FFHIZOWTOFM A FTREE T2
fHl (BEY R, IPHEE, B, &7 —42%) ZIE L. B R EEWE O LEMEIZ OV TRETT
DMEND D, Fio, ERBAREL 722 X o1, BIEPRCEFE L oEgIc OVWTHET L, 1FH
I R OGN AR DRI A M2 2 2 ENEETH 5, BIIEHGEE 25T O — il Gl A K& OV iE
AR EIC B WD THIMARMEA XY MZOWTHETT 2 Z SITHEELEEZEX D200, HLOFKBED
KESZHEZDHE, ZROOREICTBNCTHZ ML A HE 2 IRV E B2 o b Z b,
B, BEFEDT — & _— R 5 [N BRI OV T, BTt b &0 TRATT 2 BERH 5,

132 EMBEICRIT 2 REmITRIERICOVT
O&rEeTr 7 7 A4 MZDONT

HE#H TIL, FMZE LV U ToEAN NS, #E (1) © 1TR3.1 ZeE7Ta 7 7 A4 o0
TJ OFEOHIBNI ISR S L7z,
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FrEAEFR, HHEAETFROL IR T ICHATL2AFFRTHY . »OoEERERD
PIRVTEOR BRI Vb o0, R EMFRICE L TIFERSRON 5720, @Em) A7
IS LETH D,

glE S EW - A OFBRINESFHE S B ETH 505, KRBERET L E TITTEL R,

QERTREFEESR - BIUSIZONT

HAWE I, EMEE XY, 130 EEOHE (1) @ [TR32 FEHITRESAEFS - BINUL] O

HEOH|br 2 SR 2 B RISIMA T, U TFTOERS SN,

AFNBEFRLL M/ IBAME 2 £ 5 MARIESD CEAUCTK Z 5 2 & A ST b, AFIBRE%
(ZRBD DAL D M/ IMRIBE 2 £ 5 MARIEIZ DWW THE, ~ XY UEHEE TR 55 HIT & Ok
OFPMERFER S TRV | HIT Uil & LT S5 v IWGE 4 K- (PF4) 1IZx3 280K 2 % <
DEFETHRD LN EDOHREL H D (N EnglJMed 2021; DOI: 10.1056/NEIM0a2104840, N Engl ] Med
2021; 10.1056/NEJMoa2104882, N Engl ] Med 2021; 10.1056/NEJMoa2105385) .
R S D AR PEFRFEL L ORI D . YEFEROIERSFLDBD DNTERICEE L RWIRE
Fik B ZAE~RY COER) SRS/ TETRY ., 2 - 1BFRICBET 2 IR OER L OE
WBG~OIA | A OMIEI & - T, AFIFEFER I MARMEFERAFEL L T HEUITZE LIsET
HIETHET DL REFEERZ D EHZZ D,
RANEFES O MARIED VU 27 BRI TR | RS OMIRD HBL L 2 BRICE N2 E21T 5 2
ETCTHEO TN TH L EE XD,
EHEBLS IR T 5 2 L3O TENR CVT » CVST SCWIBREFIRIMARIE AR BT\ D Z &y
5. CVT 23 DMarm 2 5 & 92 ERTCEUR O 2 H 4 5 &4 2 AN, WIEFEIR IARAE D 4))
HIEIR T 2 IR & 2T D I LA NEHE CTH LA A B E E A~ DO IF ik L EEME LS ML TH 5,
FRIMARAE (%) L CEEITON D~ O3, ARFIBREZIZER O b AR iE O pfe 4 b
X5 ATREMEAS @AY, BRIN SR CARBIBARZ 12380 DL MARFE I )T B8 & L THEM ST
HHE T 1T ) I RERIEIIAH CIHRBEISIN ChH D, F7o, HIT SLEOBRAE T IEICOWNT, &
[ Ak D ELISA 15T B 7 i 3G D e WAl & 5 (IR U < COVID-19 TBi% HiY)
ELETT ) IOANARY Z—T 7 F 2 Thb Ad26.COV2.S #EFEM%IZMARIENTRD b /- BHFIC
BT, A THREEH S TWD T 7 v 7 A0 HETE TIE HIT HURRETH > 726 D D ELISA
ETIEBETH 72 & OSTIHRHENH D (N Engl J Med 2021; DOI: 10.1056/NEIMc2105869) )
AR FEFE S OO MARSE DOYERED PRI, BRI &Rl T, B PO R & o 1T/
ThHYH., ZNODKRHEHERET L5 ENEETH D,
BRARBEISUSOEIZIENT TIARAE] & afEMICEEHET 5 2 L2 X0 ZRENONERO MARIE -
MARFERIEZ S Z L B LS DAMENH L, —J7, TG &0 o ke & Fe#E3 il
MR 2 23 A R hEEED T oNTITe b | BEICHEON<GELH D L Bbh s,
ARFNBAEL O ML, —MAIZ COVID-19 OFEFE(L Y 27 MRV E S HEFEICHIAEL, 2
ORAETDLEEIEL LD Z LD, A TARANZERT 272618, AT 50 OFEMHIREZ DT 5 2
LR EHB VLD EEBE XD,
BURE S CARFIBERE L O MARTED U 27 R DFFE STV RN & B E x| Kﬁ@% (ZHREBE D
HIPR 25T 2 Z S AFIEE) TRV & W O B O BAE, K OARFIDNAGE S BRIZIE, /U 7 F 4%
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71 77 MW TARF O e R G OV TRRETT 5D 2 & IETEE & W 5 B o FLAE | X BRAE
TE D,

® RFIEEAEEL DIMARTEA N T, AR 10 TN 1 AREICRAET LHEFEICENRA R T
HHLEEZDLDOT, BARNTHIN S ITHH LI RE S SICHEBERELZTT O Z L3R EE 25,
BLEIRTER OTEF B - FHlTIE. BFADOBFEDO T =2 X—2HH L T, T —F =D
R 2 M 2 Rt L TE LU,

ﬁﬂ%@%@@@é%Nyﬁ’%#5[%%$%A®%%%ﬁ O W - TRIEFES O VERRIZ DV T
Bt L v (BEiC—E oD% W IR IR OIERIZ DWW CHIA Z A ZH W20 2 LW TE D |
SBIEETEE KOV %&%@#@L FE 7  IRFRZR N B K OV R # o Mg 2 255D 7
WEBA L, HEOHIENIIEMZRIC L SRS h,

BERRBISOSOFEGS & LT NI/ IMRIBAEZ 5 fAeE] i< M) &322 &Rl
b5 & LT OHWTIZOWTiRam 22 4L, FEMER LY . RAMERE & B0V 72 < —EH O ARSEIX
BZDbDEEZLNLN, JA< TMARIE] SIEEMET S Z IR0, RABEREEZICE X723 TD
MARFENAANTEN T 26D E SNDAREELIBRET25OEANH I N, B, BEELY X 7E
PGS RIXEERRFE SN A2 & LT TI/MRIBAEZ £ 5 IARE) %2, EEREENY X7 L L
T TARE | Z2ZNENRET S5, NI CEOERZEIFINZE WL [eiE)] & L THER
Maje U7z BT AHIBERRR (B 2R i MRIEAME A £F O IMARFED GE O H LD Z & O CVST F DR T

FENRMARIENRO HINLD Z & ERIBUET 2520 L, BRI O MBI ZEIC XV 3k
SNz,

BURE R CIEAHI OGRS, FRE ORFB DFIBR 258 1T 5 2 & IFai ) Tlevy & U 7o ol
W, BRI, AR FHEAICH T - T, A%Uﬁ%/§@7m77A@¢f%@ﬁE®&ms@m

2 AT B E 2 TRV U R S0 3R E S D ATh ﬁwmmk%szw ZORBRITIE, K
FEICBITONELZBEIND LEX D200, M@ CHIN B R AZMUNINE L CEERIC
ENUIEWEBIA L, BRI OHBIIEMEEIC L XSz,
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ACE2 Angiotensin-converting enzyme 2 TUUET v AR 2
BMI Body mass index (NS =R
1 Oxford K7 GMP By i %
CDC Centers for Disease Control and | 7 A U HIEF FPHHEFHE L X —
Prevention
CFR Code of Federal Regulations HFATEOH I
ChAdOx1 Chimpanzee adenovirus Ox1 F LN —T T ) A A Oxl
CI Confidence interval {548 X M
COVID-19 Coronavirus disease SARS-CoV-2 (Z X % YLiE
CT Computerised tomography aL v a—HERY
(0\Y% Cofficient of Variation EhREL
CVST Cerebral Venous Sinus Thrombosis | fip4#fRiT M AdJE
CVT Cerebral Venous Thrombosis A AR i
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DIC Disseminated Intravascular FEAE M 10 A5 PN R ] A i
Coagulation
DNA Deoxyribonucleic acid T A% U AR
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EEA European Economic Area RN 9% 5 i 3
ELISA Enzyme-linked immunosorbent o0 | EVE
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EMA European Medicines Agency RN 2= 3 4 T
EU European Union Y ONPENES
FDA Food and Drug Administration KEE W EK M
FiO, Fraction of inspired Oxygen UON =3
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International Coalition of Medicines

ICMRA Regulatory Authorities AL =4 ) B AL
ICU Intensive Care Unit LRI E

ifu Infectious units JEYL BT

IFN-y Interferon-gamma A B —Txaly

1eG Immunoglobulin G fufE ez G

1L-2/4/5/6/10/13/18

Interleukin 2/4/5/6/10/13/18
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PBS Phosphate buffered saline U AR K
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PE Pulmonary Embolism Jiti ZEFRIE
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sgRNA Subgenomic RNA 747 ) I RNA
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SV40 Simian Virus 40 VIT AV 40
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TetR Tet repressor MEB®R Tnio FT AR v EEkOT T
A7V T vy —lisT
Thl1/2 T helper cell type 1/2 1/2 B~ )L 3—T i
T™A o agonmediated BEGRER AR LT B (DFED)
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