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Gradel 3(3.3) 5(7.0)
Grade?2 1(1.1) 1(1.4)
Graded 0 0
SR, BIE-NI 79 70
2F 35(44.3) 29(41.4)
Gradel 26(32.9) 22(31.4)
Grade?2 9(11.4) 6(8.6)
Grade3 0 1(1.4)
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P3065iER

AL INY O ABhiE
(2fffi-#2iE#kF=o0O0#%BA.1)
N=179
| CIB#ER 20BEER
IB=-N1 79 70
2{F 24(30.4) 22(31.4)
Gradel 23(29.1) 20(28.6)
Grade2 1(1.3) 2(2.9)
Grade3 0 0
BARFIE-N1 79 70
2 20(25.3) 19(27.1)
Gradel 18(22.8) 16(22.9)
Grade?2 2(2.5) 2(2.9)
Grade3 0 1(1.4)

n(%)
N=5F{fi 5% (BFHEEICRDFHIEUIBIED) . n=FIBHIEL N1 =HZBRICBL CASH DT -y ZRHUCHERER. £24=Crade 1M k&
ZIGEFEEEROT —YZIRHUCBRERBRELR(IND [CEDL,
) EEIFES B SR URIDRE (BERED) iR EREEEU.
HIM/ HARXIFER  BEDEEED AT, £1%6~36nBDHEBRETIFGrade1=5~20mm:Grade2=20mmiB~50mm:Grade3=50mm}3:
Grade4=x70— YV AXGFRBEHEREEX . £B3I71B~SRDEHEETIEFCrade1=25~50mm;Grade2=51~100mm:
Grade3=100mmiB:Grade4=xo0—Y AN (FRIBEM R BREER U,
EADEEENFEF . £%6~361ADHEETIEGrade1=38.0~38.4TC:Grade2=38.5~39.5C:Grade3=39.6~40.0C:
Grade4=40.0C#B. £%37 1B ~5mD#EE Cld3Grade 1=38.0~38.4T:Grade2=38.5~38.9C:Grade3=39.0~40.0T;
Grade4=40.0CBEEHEUI,
Z DD ERIRIGDEEEDFEIF. Grade | =5EE) 2B L. Grade2=F8) A5 h DD D.Grade3=A&E8 #1552, Grade4=f=2 5k
ZRNFABREEEU,

EEZ28HEAOIFFEEEER (BiRELORARB RS W) (FEFHEBIER)
1TEEXIF2EBOVINH OEER28BEDIHETEER (ERELDERREFSDY)

P3045K5%
AL D INv D R BhiE
(2ffi-&EiEHF=o01%BA.1)

N=179

ECDIFEEEER 2(1.1)
BELREESER 0
BRCICESIcEEER 0
PEEEUCAEESR 0
BEERIENG X(EFHBRPLIECE EEEER 0
Gradel3ll FDBEEER 0

ML EDIEEEREEERY 2(1.1)
Grade3ll E 0

n (%)

N=5HBI%. N=FIZHIEL

RREEBRICRBUCHSEAEERIF ABREIRENC(FFEUVEN OfcER. MFBCFEL TV CER IR EERBRCRER IFEEIRE U
EREEREUC

HERF LB N RETIDORBREL DB CER U,

Q) ERTAEEROREDEREZBO T FERLEEERN U ERRUICHERE



BB IMAEERARERSR (P30651H5R) (£ 61 B ~SmZRRICUIYIORE. ENRIR)

SEREAR P ICERD SN EREER (EEFHEHIER)

XWIFNHDERE28AMNIET I HYNF TRRET
BREEORRBHRZBODEVIENEREERIE. 55/17961(30.7%) TERHSNTc. CDIERERES
BESDD LI ENTIFREREERIE. 2/17961(1.1%) TRHESN, FRINUTIIL—T(F1#H)T
»olc.

-EETHEESERIE/17961(0.6%) ChRUEBD RO SN IR EEEFLEHIBT S N,

FEEEUCBERER(MAAE)(345/17961(25.1%) TERHSNTCHY, LWFNEEEREE BhEFUEH#R
TN

BRERIERD RIFHEBRP L CESICBERRIFBOSNIED O,
HFHISEFEIRNEEEER(AESD IEERHSNIED ol
FECICESCBEERIIEBOHSNIEN O,



2. ENlRiE

<REFE>

Day29 (GEnl%Z 1 BB EE#288) R D74 =7 O V#4BA. 1 R UIEKICX I P05 A
DEEFIE (FEFHEIRE) RO TIFILER (FEFHHIEER)
P204BRDPPIS-Neg*D&E& 6B ~SRICK T 5. P306EERDPPIS-NegDE# 1A~ SEIC
HB132Day290A =T OVABA.TICH T 2RFHFEMDCGMR(95%CI) 1F.12.052(10.526,
13.799)CH  BHEMORINEBEZELUIL (GMRDIS%HCITRAN1.0%Z LO>fc) . T,
Day29 DFEIRRICK I 2P FFUAE D GMR (95%CI) (F.3.036(2.714, 3.396) THW. . FEH1E
DORIhEEZ U (GMRDIS%CITBRN0.67%Z LOof) .

Day29D#=70VHBA. 1 ICH T DBHERDZE(95%CI)F13.0(8.92, 18.0) THW.FEH114E
DOREIWBEEZTIZUfc (FUIEARERDEDISHCITRN-5%% LO-1z) . Ffc. Day29 DIEIRIKIC
XY BDFUFLERDE (95%CI1F0.5(-0.7, 1.6) THY.IELEDHINEEZ I UTe (FUFRER
DEDISHCITRN-10%%Z LE>f) .

FEFHBIRB I ERICREUCHINEEZEmIZ U,
* P204ESROREREOPPISOSSBNMEZRICS ARS-COV-2BARLFV\ER




BB IMAEERARERSR (P30651H5R) (£ 61 B ~SmZRRICUIYIORE. ENRIR)

PPIS-Neg|C$133Day29m D7 = 7 OV #BA N MUTERMKICI T IR DRI RUTIAINE R
Z=o0V#BA.1

P30651ER P204itE2
RIS IV I REE ZINA DI\ RBRiE GMR
(2ffi-E=iFtk ZF=J0V#BA.1) (11 ESiEHK) [BEI95%CI]I® ©
N GLSMe b N GLSMe.b P306EER vs P2045IER
[EchiT (A9 5%CI] [FRI95%CI]
78] 792.1 65.7 12.052
Sl [716.5, 875.6] e [60.0, 72.0] [10.526, 13.799]
n/N % n/N % MSEROE
N (A9 5%CI] (MRS 5%CI] [AEI95%CI] @
&g 99.0 86.1 13.0
STt [97.2, 99.8] 2l s [81.1, 90.2] 18.9, 18.0]
iRk
P30651ER P20451ER
ZINA DI\ ABRE ZINA DI\ RBE GMR
(2ffi:-&iF# - F=o0V#HBA.1) Q=) [RR95%CIb O
N GLSMeb N GLSMe.® P3065:8% vs P20455R
&7 (A9 5%CI] [FRI95%Cl]
EnRL i - 47341 557 1559.4 3.036
[4328.0, 5178.4] [1457.7, 1668.3] [2.714, 3.396]
. % . % ABGER0E
DA (A9 5%CI] (A9 5%Cl] [AI95%CI] @
e 100 99.5 0.5
317311 [98.8, 100.0] S45/548 [98.4, 99.9] [-0.7, 1.6]

N=EFEBIEL. N=CPFIFUEINE D B SN IREREE

CliExX A, GLSM s/ "= Fi9iE. GMR#E T

) AMNEE TFR(LLOQ) FEDHZE. #TCIF0.5XLLOQDEHAL SN, E8 LBR(ULOQ) ZiB X HfElF REDEMNAF CEEWVBAICE
ULOQICBE®Z SN,

b) 7‘)1/5079@ CastssmEaER (P306) LU (CES BT/ MEEER (P204)) ZEEMREL. Findt (28 £ %618~ 1%, 2~5m) CHEL
ANCOVA

C)IDRIKICN T BIFHHEIFCMRDERI?5%BCITR>0.67 £ LT, 4 /0K I 2B IEEGMRO@RAI 5% CID TEE>1.0D5& &£ Ulc,

A)F=ZIOVRICH T HIL M —I V(E-5% HEREEDE () A 7)\woXfhE 2ff Rk 4 =00V #HBA.1)-R) (7)o ZEhE (11
feiRi%) ) DERI? 5% CID TBRE>-5%] EERTES Nz, SRS I SIS 1Y — T /13-10% FAINEEDZEDMA? 5% CITE>-10%) ERES N,

) N—2 54 VB (FE &) OFFMEHLLOQK G CHo/cBaELLOQFEH SLLOQM 4L EICZE(E LLOQI L TH OB AIFNR—R 51
Er Mo 4B ED_EFHMESNHBE EER U YIRRERIOTFMIBERIESN COVBEWEREIC DOV TIE. FERZFI DSARS-CoV-2iaE
IR THoIBE  MEMEZLLOQDAEL EEER U (CNSDOHFEREICDOV T FEISZRIOTIAMRELLO QR EE HEUIC) . FEI FEHID
SARS-CoV-2EHERDIEVEEREIC DV TIE BMNEZFIDSARS-CoV-20 B R =R % ZRIDSARS-CoV-2U4REfEREL CERL.



<zZHE>

g 7HE OB R UE S OIS ERIR
BFrES ERIRIDDFEIRAR 269/ 53961 (49.9%) T F5i AR DR
EEMSTERIRIDDFIRARZ$265/53961(49.2%) T, AR DR

EER 7B OB R US4 OB ERIR N

FTHTHoI,
FTHTHoI,

[ Ty

P3065t5%
AILTINY T ABHE
(2ffi-E2T#k ZF=I0VHBA.1)

REBIRMG-N1
2fF
Gradel
Grade?
Graded
Grade4
BFRESEBIRG-N 1
21K
Gradel
Grade?2
Graded
Grade4
EiE-N1
=7
Grade3
Grade4
HIBE FEIR-N1
=7
Grade3
Grade4
BERR.EEEE-N1
ES7N
Graded
Grade4
U2 INERRE-N 1
=7
Grade3
Grade4
2RMREBIRG-NI
2K
Gradel
Grade?2
Graded
Grade4
FAHM-N1
7N
Grade3
Grade4

N=539
539
371(68.8)
253(46.9)
99(18.4)
19(3.5)
0
539
269(49.9)
236(43.8)
27(5.0)
6(1.1)

0
539
243(45.1)
3(0.6)

0
539
35(6.5)
2(0.4)

0
539
31(5.8)
3(0.6)

0
539
34(6.3)
0
0
539
265(49.2)
165(30.6)
87(16.1)
13(2.4)
0
539
39(7.2)
3(0.6)

0



BB IMAEERARERSR (P30651H5R) (£ 61 B ~SmZRRICUIYIORE. ENRIR)

BAfE-N1 274
ES7N 39(14.2)
Grade3 3(1.1)
Grade4 0

HE5-N1 274
=7 88(32.1)
Grade3 5(1.8)
Grade4 0

BAPSfE-N1 274
=7 34(12.4)
Graded 1(0.4)
Grade4 0

BENE-N1 274
2K 25(9.1)
Grade3 1(0.4)
Grade4 0

B /IELE-N1 275
=7 22(8.0)
Grade3 1(0.4)
Grade4 0

EBENI] 274
=7 16(5.8)
Grade3 0
Grade4 0

R E-NI 228
2K 121(53.1)
Grade3 3(1.3)
Grade4 0

EES-N1 228
=7 47(20.6)
Grade3 0
Grade4 0

RARFIE-N1 228
=7 52(22.8)
Grade3 1(0.4)
Grade4 0

n (%)

N=3T{H 5% (BEF B8 CROFHALIHIE)  n=RRHE. N1 =HZBRICEL CASH DT -5 ZREUIREBREY. 24=CGrade 1M L
HERAESEROT Y ZRHUCBRERBEL(ND(CE D

U \ERE IR RSB R URIDIRE (BERED) FElR  EREER= U,

IR RARXISER BEOEEEDFEIF. £%6~361BDHEETIEGrade 1=5~20mm:Grade2=20mmi&~50mm;Grade3=50mmia&;
Grade4=x70—Y AR GHHUEEERXR . EBI71A~SEDOHEFEETEGCrade1=25~50mm:Grade2=51~100mm:
Grade3=100mmiB:Grade4=xo0—Y AN GBI R BREER U,

EADEEEDFEF . £%6~361FDHEETIEGrade1=38.0~38.4T.Grade2=38.5~39.5C:Grade3=39.6~40.0T:
Grade4=40.0C#8B. £%371B~5FmD#EETIFGrade1=38.0~38.4T:Grade2=38.5~38.9C:Grade3=39.0~40.0T;
Grade4=40.0CBEEEUIE,

ZDMORERIRNDEEEHFEE. Grade | =& C B L. Grade2=/F8) a5 h DD D.Grade3=RA&/EE #1525 Grade =25k
ZEXIFAREERU,



BASFMBERAREER (P3065H5%) (£ 6B ~SmERRICUTYIORE. ENRR)

SR 280 DIFGEREER (CIREL ORAREFRSY) (FEFHHER)

P306:t5R
AINLTINYD ABHE
(2ffi-E2iF#kF=o/0V#BA.1)

N=539

ETCDIEFEEEER 13(2.4)
BELBEEER 0
FEICESEEEER 0

EFEUCEEER 3(0.6)
ERERIERYX(EFHBRPIECE EEEER 0
CGrade3ll EDEEER 0

18 EDIEEEBFTEERY 13(2.4)
Grade3ll E 0

n (%)

N=3T{Ef%. n=FERHI%

IRREEBRCRBEUCIMSEASERG ABRERENC(FFEUEN OfcER. R CHFEL TV cER MR EEER CEER XIFEEARE U
BREERELU,

BE T2 RERORERE N ZDBEL TREUR,

Q) EBEFEEERORSOERZEOT FEELEEERN M HULRRUICRRE

SBREIE P ICERS SN EBEER (X EFHEIER)
SNSRI 28 YE T — 5 A TR RET
BREEORREGRZEDBZVIEREREERIF. 121/53961(22.4%) TRHSNTc. D35

BERBEEEES Y EHMESNIIFREREERF. 13/53961(2.4%) TROHSN. RELLH5NTC
SERIE TR RERXR. ZMZ (BF26) TH ol

-BERATERFEER28BLEIC?/53961(1.7%) (RSUA IV AHKEZ XK (26) . hERX. NS
AVTIVIVY DA ) RRBRE iR RSD AU RRRZ, BiK, R MEES) R BERE, 7T /AR
EX (F161)) TERHESNIH WINBIERELAER LK SN,

EEZEEUCEESER (MAAED) (X EE®R28BREIC81/53961(15.0%) TROSN . CDS5EER
RERED EHIBENTZDI(F. 3/53961(0.6%) ThHofeo

FREPIENY/ RFEHBRPLEICESCBESRERHSNBEM O

HFFEIREFEER (AES)) FEER28HEIC1 HITSRAIH N SR SN HER28HLIRE(C
361 EAERRE 26 B FIE 1 fl) TROSNc. COSBZHARITEERREEEES ) EHBiE NI,

SETICESEBEERIIFTHSNLGD oI,



BN/ MBERAREEER (P205585%) I \—bF,G GENIRE)

KEREZ/NA T NI ZfHE Qi EFEH A ZTJOVKBA) DR TIN . BEF—IJELTHBEALTVLE T,

5.4 ;BN SE1/MAHRRPRENER (P20555%E8) / \—MF,G GEIISE)
GBHFT—%)

LU OB EFEROER (57— Hyh7 7:2022F48278) TH D,

<sARiE>

=[5
FOE

ik

FEFFEHIRE

FRELFE

BN/ MAREER (P20558R) (EMEHR, HERESHEERD

SENSBEEUTRISA TNy I A (M~ 4 ST0VHBA. 1) EEB LI E = DRE RN
RURSHETMHT 5.

DERBEELTRISA N7 ZF5E (1 2iE#) 100ug%20E. EilsE @EELT /Y
A7 Ny 28 (SR S0ugEERE LT 1 8Ll ED B R O I IR 1

BN 1 OBEN 54ME < £BH3H BidE# BHATIRE U aBIIRE20E8E UTRINA TNV TR
v (1 B2IEE) 50 g (37761, /N— RFEH) ISR\ TNy O ZfhE 2ffi: iRk 4 =70k
BA.1) 50 1 g (43761, /N\— N GE¥) ZRPPEiE U Tz,

» Day29 (ENlf%&Z20B#EiE%28H) D4 =70 VHBA. | RUREEKICK I 2 hFIFiiED
AT (GMR)
. Dso&/Z?E%,;-E(Dz“EGDW%BAJ (ST B PFHA DT ERDE
E 1
 EiE%/HEOBAMEROES MO ERIR
» BIER 28RO/ EREEER
o HERHAEPICROONTERBEEER. 2EEZEUCAESER (MAAE) SHBRPIEICE-ST
BESER NUFICEEIXRETEESER(AES)
BRiTREE
o RADBFIMRER (FAS) JAREDBEZZ S -2 BRE
o BRI ESCES U RRREFITIRER (PPIS) (FASDS 5. SHES NIcAED/EERE
DEEZZT . ETENGFEERT - ICHELERIFTERERBSTEE D O DERFEEEDEL
WERE
* SARS-CoV-21R&E M Da8BRE ES (CES Ulc B RIEFEITIRER (PPIS-NeQ) :PPIS
D35 BNRERIDSARS-CoV-2RBH IS M TH oo KERE
o TR NRERGREDBEEZZ I -2 WERE
. %%%ﬁﬁﬁé‘l%ﬁﬁﬂ%%14%525”&5‘55—“—9%?%19%7’:2%@1%@*&%%%0)2?&5%%
P205 SHERZ /N4 7\ T AEiE (2 il : &2IFE A =70% BA.1) 8D Day29 O miEH A
DEAF (CMMERVUTFLEERZ, P205 HERR /N 7/\w T Z#HE (1 il : &iEHK) B D
Day29 TESNIEELKT DT EICK>TIHEL. #BlT BT EE LT,
Day2? OfnAffiz it BE . BEH (AN INVIZAEHFEQ M BFE& F=70V%
BA.1) ERINA T NI RihE (1 1 : FIRHER) ) ZEEZNR. it (65 MR 65 L) RU
ENaRaOnAfizRZEE Ut ESE ST (ANCOVA) EFILASES NI AR/ _F
F{E (GLSM) ZBWT. P205 SERR/NA 7/\wJ R fh:E (2 fiffi : &2iR#k. 4 =704 BA.1)
2D Day2? ® GM Z#ELT,
GMR I3 ANCOVAEFILNSESNTE GLSM LEICK>THEL. Wi 2™l 97.5% E%8
XU, 927.5%Cl) #z&HUr.
ifmEgzbT:L‘,{"F@iE%‘IEEZ’%&U@ﬂ"IEELE7&5?157“:‘9“:tl:J:U\ BMEERIEL.
LML
(1) GMR (RINA T\ T R (2 ffi-#SiRik /A =70V% BA.1) / ZINA I N\wI 28E(] i
RCiEAR) ) DAl 97.5%Cl TBR= 0.67
(2) FUARERDZE (RN T\ D ZAFHE (2 i : &R F=70V# BA.1) —R/IS1 TN\
2 Z85E (1 il - #&2iEEE) ) DRl 97.5%Cl FR>-10%
=0V BA.1 [CRT 2 EHMESE
(1) #=270V#% BA.1 (GMR RUMEMERDECE D) RUEEHK (GMR [CEDL)IC
BVTIELMHNRHSND
(2) GMR RINA T\ T ZHHE (2 ffi-#SiRMk /A =70V% BA.1) / ZINA I N\wI R8E(] i
FIERR) ) OFIEl 97.5%C| TEE> 1
zZl
HERIRIGDENZIRL . £ TOREMFITE R M NREDZA V. FERIRINDERIF
RHERIRINZE BT NRERZRAV . TN RIGFEERE . SERIR N (BFTERU25MH) |
HREESER. EELEESER MAAE BRPILICESLBEER. NV AESI Z282TD
REEIEE DOERPRETHEIC K ARET LTz,
AES| DT RERFR COBERDAEREEEEMIC K B5HEZRWTERU. Fic. fEhR T
ELT MESINE AEDTOT S MESNIZEHNICE T MedDRA ZEE## &R (SMQ) R U
IDERIREDERD CDC working case DEZIC—E T 2EAZE (PT) (CMQ) ZRWVW TR L.

* RT-PCRIZERUSARS-CoV-2XIUA ATV RERIEGIAZAVCIUIFREN WV FNB2IE

&



<te&EFEtE>
Day29 GEN%Z 20 BiEtE#%288) a4 =27 OV #BA. 1 RUIEHICIE T 2 hFHiF

DI (FEFHEIEER) R UL EROZE (FEFHEIEE

BN SRR DA N O FE st CREUCERKICH T DCLIM (95%CI) (& RINA T IN\w D X fh*
ffi-kiFk AT OVEKBA) BERUR/INA T NI ZiniE (1li#SilEe) 8 TlEDay29 TZENZEN
6422.3(5990.1, 6885.7) 5&1r5286.6(4887.1, 5718.9) .GMR(97.5%CI [£1.22(1.08, 1.37)
THY RINA T INy D ZERE (ISR BE O T 2 R/NA T N\ ZEE QffeiFvk /4 =70k
BA.1)BEDIELHM (97 .5%CITBRN0.67 LU E) BMREES 1,

FZI7OVKICH T BIAEMER (95%CI) (& AINA TN D RhE Qffi: IRk /4 =70#%
BA.N)BERURINA T NI ZERE (1 {fi:kIRHK) B TIEDay29 TZNZEN100%(98.9,100) XU
99.2%(97.2, 99.9) FUAIREERDZE (97.5%CN1F1.5%(-1.1, 4.0) THI  RINATNYITR
BhE (1l TRHR) B O T B RINA TN T AERE (2ffi IRk ST OVHKBA. 1) BEDIES 4
(97 .5%CITRRN-10%%Z L0O3) MREES NIz,

FZ70OVKICHT BGLSM (95%CI) (& RN TN D ZAE 2ffiiEilRik /4= 0#%BA. 1) 8
ROZINA TN T 2% (il #2RK) B TIEDay29 TENZEN2479.9(2264.5, 2715.8) KU
1421.2(1283.0, 1574.4) .GMR(97.5%CI) [E1.75(1.49, 2.04) THY . AINA T IN\v T ZhiE
(1825 RK) B ICR T D RINA TNy T REhFE (2ffi iRk /ST 0OVKBA. 1) B DB
(97.5%CITFBRN 1 Z2 L@ %) MREEE N, BRICREUVCREFIBICE D E ., RRR MO EE5TH
IRBRZTERSINT,

PPIS-NegIC#13%Day29 =D 4 = 7 O #BA N RUEIREIKIC K T 5P F0FA DML KU
MUFISERDZE

F=o/0VHBAN iR

I\—=hG IN—HF I\—hG IS—hF
AL GINIGAREE | RINA O INy 9 RBEE| RN D INY D RBRE| R INA I\ ABhi

(2ffi-Emk . | (fE-&Rw) e | QEEEE | (fE-EEF) S

FZI0VHKBA# ZZU0VHBAN)E
N=334 N=260 N=334 N=260
GLSM 2479.890 1421.243 6422.323 5286.626
mEhfkg  R9S%CI o0 [2264.472,2715.8011 [1282.975,1574.412] [5990.117, 6885.714] [4887.065, 5718.853]
(507PEE#RRIEE) GMR 1.745 1.215
(@ 97.5%CI1e [1.493, 2.040] [1.078, 1.370]
N1 333 258 334 260
n/N1 333/333 256/258 334/334 260/260
EARENITEEES 100% 99.2% 100% 100%
LD [mEfA25%Cl] [98.9, 100.0] [97.2,99.9] [98.9,100.01 [98.6, 100.0]
MAENERDZE 1.5 0
(mf27.5%Cl] [-1.1, 4.0]

N=3H{lI%. N=pFAFRE DB SN HRESR. N1 =9I0I%Ea1 R 020 BB JHEER DM R TR T — 5 HIEL IR

Cl: {5faXE. GLSM # s/ —F&FHiE GMR#EEFHT

) FFMEHEE TR (LLOQ) KisDiHE . f#f7(C1F0.5XLLOQDENAELS L,

D) B &% DI Az AR EL. BB ()« 0)\wIREE M@k 24 =00V #BA.T) /A )\ 2 (i iRk ) ZEE
R, F i (65mRiE, 65 L) RUBH BRI DN FMZHEZEEULIZANCOVA

CINR=RSA VB (FE%ER) ORFEMHPLLOQKE CHolciBaRLLOQF BN SLLOQDAEL EADZE(E, LLOQL ETH ol BEIFN—XR
SAVERGMO4BEU LD ERBEOSNBEEERLIC IRREROAFMIFERNESNTOVBEVEEBREICDVNTIF. YILREHID
SARS-CoV-2i8&ERM THolciHE  MAENEZLLOQDAEL EEFERLU (CNSDOWBREICDOVTIF FERERIOFAMEIILLOQKEE
HIEUIE) B ER DT A MBERESARS-CoV-2RBBRREBEVHBREBCOVTIEEMREZFIDSARS-CoV-2IREERZY D R E D
SARS-CoV-2iERRELTERLIC. TDMDMTEIF Lz @AL.
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347 /43761(79.4%) T&HY . K BB D P RIEIL2. 0B TH ofc. Ffe. EH M ERIRIGDFIREE (X
307/43761(70.3%) THY. AR DHRRIEIF2.0BTHofz.
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1,000 A B &b DFERER [957Cl] @ 4.676[2.242, 8.599]
2022%F1R
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n(%)° 1(0.3)

AR® 102.3
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n(%)° 1(0.2)
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N1 632
n(%)< 4(0.6)
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1,000AA &b DFEREE [957CI] <
2022%5R

6.465[1.762, 16.553]

N1 628
n(%)° 2(0.3)
AR 328.6

1,000 AB& b DFFEE [957Cl]©

6.086[0.737, 21.984]

N:EHEBIE. NT: UXODH21EEBE. n: COVID-1957%ER . ClSEXE
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C) BEHRBICBITDREEF. BIRPICANY MERAEUCRBRE R ZHBRICURIZEOCHBERTRL. EAEEDAR (BUXURRE) IC
KDL L. 95%ClIE. exactik (Poisson%f) ZRWCEEL. ABTHEUEDHDTH D, 118=30.4375H,
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H'0.67% tEl>fc)  GMRORMEEDEED mIZUTz (0.8 L) . FIFAREERDZE (95%CI) 1F0.1%
(-1.9, 2.1)THY . S UERIEBEET L (RERBEEDEDISHCITELN-10%%
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FEHHIEBIFERIICHRE Ul BEEZFHZ U,
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BN/ MBERAREER (P2045888) (6~ 1 1 RZXWRICUIAIOIRE. ENRE)

<zzH>
EER7 BB OBt R U251 QR ERIRIN (EE5FHHIEE)
1) BFTSERERIR G

ANAT NI ZaFE (I HERK) #ICH TS 1 OENUV20BEEZOREREERFZNEN
2,814/3,00461(93.7%) . 2,849/2,98861(95.3%) T&HoT<o

EiEk7BRORM S ERIR I

1CB#EEE 2@oBiEiE2
AL I I\ RBiE A A ch i AL\ D ABiE IS5t RE¥
(- &2i5H) 3 (- &Si5H) B
N=3,004 N=993 N=2,988 N=969
BRI ERIR G
=17 2,814(93.7) 480(48.3) 2,849(95.3) 490(50.6)
Gradel 1,929 (64.2) 448(45.1) 1,493(50.0) 446(46.0)
Grade?2 831(27.7) 29(2.9) 1,234(41.3) 39(4.0)
Grade3 54(1.8) 3(0.3) 122(4.1) 5(0.5)
Grade4 0 0 0 0
Grade3ll E 54(1.8) 3(0.3) 122(4.1) 5(0.5)
i3
E=17 2,796(93.1) 465(46.8) 2,832(94.8) 480(49.5)
Gradel 2,019(67.2) 440(44.3) 1,695(56.7) 445(45.9)
Grade?2 749(24.9) 25(2.5) 1,056(35.3) 33(3.4)
Grade3 28(0.9) 0 81(2.7) 2(0.2)
Grade4 0 0 0 0
Grade3l E 28(0.9) 0 81(2.7) 2(0.2)
158 FEIR
£33 349(11.6) 13(1.3) 559(18.7) 10(1.0)
Gradel 233(7.8) 92(0.9) 266(8.9) 7(0.7)
Grade?2 100(3.3) 3(0.3) 260(8.7) 2(0.2)
Grade3 16(0.5) 1(0.1) 33(1.1) 1(0.1)
Grade4 0 0 0 0
Grade3ll E 16(0.5) 1(0.1) 33 (1.1) 1(0.1)
85



1OBEER 2EIBEEE
AL\ A i P4t AL\ A PAacd) i

(1fi-E2il5HE) 3¢ (1 fi-E2il5HE) 3¢
N=3,004 N=993 N=2,988 N=969
[EiR T8
215 354(11.8) 12(1.2) 507 (17.0) 12(1.2)
Gradel 255(8.5) 9(0.9) 315(10.5) 12(1.2)
Grade2 80(2.7) 2(0.2) 172(5.8) 0
Grade3 19(0.6) 1(0.1) 20(0.7) 0
Grade4 0 0 0 0
Grade3LI E 19(0.6) 1(0.1) 20(0.7) 0
U 2V I\NERE
2{F 465(15.5) 84(8.5) 537(18.0) 65(6.7)
Gradel 400(13.3) 81(8.2) 412(13.8) 55(5.7)
Grade?2 62(2.1) 2(0.2) 122(4.1) 8(0.8)
Grade3 3(<0.1) 1(0.1) 3(0.1) 2(0.2)
Grade4 0 0 0 0
Grade3LI E 3(<0.1) 1(0.1) 3(0.1) 2(0.2)

N (%)
N=:Ffif% (EBFBESCROFHIUIBIED . n=FIZFI%. £4=Crade 1Lt
/I EEBEROT I ERHBUCEREHBRERICED
) EEIRF SRS B URIDIRE (FRREB) FERR RS EELIC,
HIBE FARNIFER,TEEOEEESFEF. Grade 1=25~50mm;Grade2=51~100mm:Grade3=100mmijZ.Grade4=xo0—I XX (F
HIBEEEERETER U,
ERENROUY)EEDEEE DAL, Grade 1 =g ERL.Grade2=Fgcfaosh D EdD:Grade3=AEEE =112 Grade4=f=
NRZEXIFAREERU.



BN/ MBERAREER (P2045888) (6~ 1 1 RZXWRICUIAIOIRE. ENRE)

2) EEMRERIRIN
ANAT NI AfRFE(MEGHERK) B#ICH T 1 OBERUV20BEEROREREEFZNEN
1,740/3,00461(57.9%) .2,335/2,988%1(78.1%) T&Holz.

EER7BEO=SHEERIRIN

1CBEER 2oBEiER
AL OO ABHiE IS5t iRE¥ AL OO ABHE IS5tiRE¥
(- ESil5H) 3 (- ESil5H) 3¢
N=3,004 N=993 N=2,988 N=969
2RMRNERIRG-N1 3,004 993 2,988 969
21F 1,740(57.9) 518(52.2) 2,335(78.1) 485(50.1)
Gradel 1,101(36.7) 347(34.9) 828(27.7) 322(33.2)
Grade?2 586(19.5) 158(15.9) 1,143(38.3) 149(15.4)
Grade3 53(1.8) 12(1.2) 364(12.2) 14(1.4)
Grade4 0 1(0.1) 0 0
Grade3l E 53(1.8) 13(1.3) 364(12.2) 14(1.4)
FHM-N1 3,003 993 2,988 969
2 99(3.3) 15(1.5) 714(23.9) 19(2.0)
Gradel 54(1.8) 10(1.0) 383(12.8) 12(1.2)
Grade?2 28(0.9) 2(0.2) 218(7.3) 5(0.5)
Grade3 17(0.6) 2(0.2) 113(3.8) 2(0.2)
Grade4 0 19(0.1) 0 0
Grade3l t 17(0.6) 3(0.3) 113 (3.8) 2(0.2)
BAfR-N1 3,002 993 2,986 969
2 938(31.2) 306(30.8) 1,622(54.3) 275(28.4)
Gradel 672(22.4) 228(23.0) 760(25.5) 187(19.3)
Grade?2 248(8.3) 74(7.5) 743(24.9) 80(8.3)
Grade3 18(0.6) 4(0.4) 119(4.0) 8(0.8)
Grade4 0 0 0 0
Grade3l t 18(0.6) 4(0.4) 119(4.0) 8(0.8)
E5-N1 3,002 993 2,986 969
2 1,298(43.2) 334(33.6) 1,925(64.5) 335(34.6)
Gradel 852(28.4) 215(21.7) 800(26.8) 226(23.3)
Grade?2 415(13.8) 111(11.2) 934(31.3) 101(10.4)
Grade3 31(1.0) 8(0.8) 191(6.4) 8(0.8)
Grade4 0 0 0 0
Grade3l t 31(1.0) 8(0.8) 191(6.4) 8(0.8)
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1OBEER 2EIBEEE

AL I\ ABRiE IS5tiE¥ AL I\ ABRiE IS5tiE
(1fi-E2il5HE) 3¢ (1 fi-E2il5HE) 3¢
N=3,004 N=993 N=2,988 N=969
BARATE-N1 3.002 993 2,986 969
215 438(14.6) 96(9.7) 843(28.2) 105(10.8)
Gradel 315(10.5) 73(7.4) 428(14.3) 75(7.7)
Grade2 112(3.7) 22(2.2) 344(11.5) 29(3.0)
Grade3 11(0.4) 1(0.1) 71(2.4) 1(0.1)
Grade4 0 0 0 0
Grade3LI E 11(0.4) 1(0.1) 71(2.4) 1(0.1)
BaENTE-N1 3,002 993 2,986 969
2{F 260(8.7) 75(7.6) 482(16.1) 84(8.7)
Gradel 213(7.1) 65(6.5) 308(10.3) 71(7.3)
Grade? 44(1.5) 9(0.9) 149(5.0) 13(1.3)
Grade3 3(<0.1) 1(0.1) 25(0.8) 0
Grade4 0 0 0 0
Grade3Ll E 3(<0.1) 1(0.1) 25(0.8) 0
B/ IEE-N1 3,002 993 2,986 969
21F 325(10.8) 107(10.8) 716(24.0) 97(10.0)
Gradel 273(%.1) 93(9.4) 531(17.8) 78(8.0)
Grade? 47(1.6) 14(1.4) 166(5.6) 19(2.0)
Grade3 5(0.2) 0 19(0.6) 0
Grade4 0 0 0 0
Grade3LI E 5(0.2) 0 19(0.6) 0
EE-NI 3,002 993 2,986 969
2{F 309(10.3) 67(6.7) 904(30.3) 74(7.6)
Gradel 242(8.1) 54(5.4) 508(17.0) 61(6.3)
Grade? 64(2.1) 13(1.3) 377(12.6) 13(1.3)
Grade3 3(<0.1) 0 19(0.6) 0
Grade4 0 0 0 0
Grade3LI E 3(<0.1) 0 19(0.6) 0
n(%)

N=:Hl 1% (BFHEICKOFHIEUIZAIED) . n=FIBHIEL. £4=Crade 1 AL N1=4ZER(CEELTOSH DT —FERE UIcikBaE 3

HEFFEERROT—YZRHUCBEHEBRELRINDICEDL

EADELEEHFEIE. Grade 1=38.0~38.4T;Grade2=38.5~38.9T:Grade3=39.0~40.0C.Grade4=40.0 CBEEE LIz,

Z DO ERIRIGDEEESFEE. Grade | =F8)CZEREL.Grade2=FE8)cA5h Dz EHD.Grade3=F %G8 = 1515 Grade 4=f=2 58k

ZEeNFAREER=U,

Q) IS uRBETHREINEGrade4DFE(E. BCEDBFHAADT —I ANDBEDEDICKDBDIEofc. EEDASEIF. 100.0°F (=37.8T)
(Grade0),



BAEI/IBERAREEER (P2045888) (6~ 1 1 RZWRICUIAIORRE . EIRE)

B 280 DIFEEEEER (BEEEL OARREFRSY) (FEFHHIER)
1EEXIF2EBEDNWT NH DEEER 28HEDIHEEREER (BRELDEREFRSDY)

AL T INY I XBHE IS5tEhE
(1{fi-Ei5HF) 8t

N=3,007 N=995

ECOIFERESR 319(10.6) 50(5.0)
EERAEER 0 0
RCICESEEEER 0 0
CEEEUICEESR 34(1.1) 0
BREDIENO,/ X(EHBPIECESEBEER 0 0
Grade3l EOEESR - -

HEEBGEEER 319(10.6) 50(5.0)
Grade3l - -

n (%)
N=5H B N=FIZH%L
EEIF R UERTNRERDERERED BEUTEH U,
EiE%7/ARABA T3 EER 7HBEDRICHEIBUIEGrade 0D ERIR IGIE. ARICEFENTULIRL,
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Blak
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REs
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L
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e
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—i% - EREER TSI ORE
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BRI

P DEINIVE: 723
ESERAIEERS
ESTERIAERR

FH#

ESERAIZ SEERR

ESERIC ARRE
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N =SFfifI. n=SERpIH

AL INy D REHE
(1 fi-E2TReK) 8
N=3,007
319 (10.6)
456
4 (0.1
4 (0.1)
0
0
2 (<0.1)
0
1 (<0.1)
0
39 (1.3)
39 (1.3)
5(0.2)
8 (0.3)
2 (<0.1)
2 (<0.1)
24 (0.8)
12 (0.4)
5(0.2)
5(0.2)
20 (0.7)
4 (0.1
4 (0.1)
16 (0.5)
9 (0.3)
7 (0.2)
246 (8.2)
91 (3.0)
51 (1.7)
35 (1.2)
28 (0.9)
20 (0.7)
16 (0.5)
14 (0.5)
7 (0.2)
6 (0.2)
8 (0.3)
8 (0.3)
7 (0.2)
4 (0.1

Peacd
N=995

50 (5.0
78
4 (0.4)
2 (0.2
1(0.1)
1(0.1)
1.1
1.(0.1)
1(0.1)
1 (.1)
16 (1.6)
16 (1.6)
0
3 (0.3)
2 (0.2
1 (0.1)
6 (0.6)
5 (0.9
1 (0.1)
0
2 (0.2)
1 (0.1)
1 (0.1)
8 (0.8)
4 (0.4)
5 (0.5)
29 (2.9)
1(0.1)
4 (0.4)
11 (1.1)
11 (1.1)
0
1(0.1)
0
2 (0.2)
2 (0.2)
0

0
0
0

N (%)
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S5NIc. COIBULAMBLUNERBRBERMERULEHIENIC, Fe. TS EREICBLITLTN
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[COCOIEBIERIICEBURDIF. RINA TNy T Z&hF (1 i #EiRk) B D361 (0.1%) (FAEER:
5.043/1,000AF) RUTSERBED4%1(0.5%) (FRAEZX:21.716/1,000AF) THofc,
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AINA T Ny D ZERE (1 il 2mH) B¥D 1261 (0.5%) (Rxg2R:20.297/1,000AF) . S EREED
1461 (1.6%) (B#%EK:76.902/1,000 AF) [CERHERBH SN,

* SIERIESARS-CoV-2=%5RE
ANA T INw D ZEE (HEETRRER) B D 9B (0.3%) (RRRER:15.223/1,000A ) . FSRE#D 1064
(1.2%) (Rx23:54.930/1,000 A ) [CERREHFRH SN




BN/ MBERAREER (P2045888) (6~ 1 1 RZXWRICUIAIOIRE. ENRE)

2. ;ENNSeiE

<SERE>

P2045155MD6~11m%NDay29 (ENl%esZ 1 CIB#E#28H) fim& . P3015ERD 18~25HD
Day57 (¥)Ol%eZ 2B #iE# 28 H) i RIC 513 2 P H A QM gL (X EFHEIER)
RURGRLEROZE (EEFHEIER)

6~11mDPPIS-NegIZH(F 2 MEPHTFRRENRUP301HERD 1 8~25mDIEFFITFEE LD
b= RS . P3015E& D 18~25m DDAy 5785 EP204:HBEDDay 29 R D GMCZ LB U T
GMR(95%CI)134.176(3.487, 5.000) T FEHMELE (95%CITRN0.67%Z LEB) =iz Uz,
Fe TERERDE (95%CN1F0.7%(-3.5, 2.4) THY) FELHEAE (95%CITRA-10%%Z _LO3) Z
i ful O

FEHBIEEIFSERIICHEE U BEZ /I UTc,

P2045ERD6~11HDDay 2905 &, P3015ERD18~25 M Day578F (S 3513 B hF0HA DL
RO TUAGERDE

6~11i% (P2045%5%) 18~25i% (P3015KE8) GMR

[ml957%Cl1> ©
N GLSM=» N GLSM=» 6~111% vs
- [@RI95%Cll [mAI95%Cl1 18~251%
=]
TEE 95 5847.487 095 1400.411 4176
[4999.636, 6839.118] [1281.102, 1530.832] [3.487, 5.000]
n/N 7 n/N % RREROE
— (Ml 95%ClIl [AfA95%ClIl [AI95%Cl]1
HEFE
100 99.3 0.7
88/88 [95.9, 100.0] 292/294 [97.6, 99.9] [-3.5, 2.4]

N=EHEHE. N=rPFFUERE D B ST UAERE R

Cli58XE. GLSM s/ —FF B GMR #0159t

QFFERENER TR (LLOQ) KBDHBA. BT(CIF0.5XLLOQDENALSN FERENES LR (ULOQ)BDBA. ULOQDENALSC.

) ERPREER DS 81/ MEEIER. 51 B MR ER (18~25i0) ) ZEEMREULIZANCOVA

CFFHMN—I230.67 (GMR(6~117%18~251) DI 5%CITR>0.67) LR ES NI,

A R=Z51 VB (FE%EHD) OFERENLLOQFKE CHolcBAIFLLOQKEN SLLOQDAEL EADZEAE. LLOQR ETHoIBAEIIN—Z
SA VFREEDAMEU LD EEDESNIBEaEER U,

e)IH M —IE-10% FUAINEERDZE (6~117%-18~25m%) DI 5%BCITR>-10%) ERE SN,



<Z2MH>

EEZ7HMOEMERUESMOSERIRIG (FEEHEIER)
BRMSEEIRRDEITEE,165/1,27961(21.1%) THY . FiGHB O REIFI.OHT
> ko) [eif

2EMRBTEEIRSOFRIREEIE823/1,28061(64.3%) THY . FHFiHiBE O REIF2.0HT
oo,

ENFREXEHO%E (1EEXIF2EBEONS NH DERE) #78EORBFENRUE SO ERIR IS

AINLDINy D ABhiE RAINLOINy O ABhiE
(1 {dh-E2iEHF) (1 - E2iEHk)
ENlRE o%Ee
N=1,280 N=3,386
FERIRM-N1 1,280 3,386
X7 1,193(93.2) 3.358(99.2)
Gradel 587(45.9) 902(26.6)
Grade2 504(39.4) 1,888(55.8)
Grade3 101(7.9) 568 (16.8)
Grade4 1(<0.1) 0
RFESERIRG-N 1,279 3,386
=% 1,165(91.1) 3,333(98.4)
Gradel 722(56.5) 1,510(44.6)
Grade?2 410(32.1) 1,642(48.5)
Grade3 33(2.6) 181(5.3)
Grade4 0 0
EE-N1 1,279 3,386
=7 1,152(20.1) 3.325(98.2)
Gradel 778(60.8) 1,777 (52.5)
Grade?2 350(27.4) 1,437 (42.4)
Grade3 24(1.9) 111(3.3)
Grade4 0 0
#IBE - FEIR-N 1 1,279 3,386
£ 137(10.7) 818(24.2)
Gradel 67(5.2) 410(12.1)
Grade?2 66(5.2) 355(10.5)
Grade3 4 (0.3) 53(1.6)
Grade4 0 0
BERR.BEFE-N 1 1,279 3,386
ES(%Y 132(10.9) 767(22.7)
Gradel 83(6.5) 469(13.9)
Grade?2 52(4.1) 256(7.6)
Grade3 4(0.3) 42(1.2)
Grade4 0 0




U2 INERRE-N 1
%
Gradel
Grade?2
Graded
Grade4

2HMREBIRG-N1
S
Gradel
Grade?2
Graded
Grade4

FEH-N1
7
Gradel
Grade?2
Graded
Grade4

BAfE-N1
=7
Gradel
Grade?2
Graded
Grade4

E5-N1
ES%
Gradel
Grade?2
Graded
Grade4

BAPYTE-N1
=%
Gradel
Grade?2
Graded
Grade4

BERTE-N1
%
Gradel
Grade?2
Graded
Grade4
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AL T IND R hiE
(1 E2iRHF)
Bz

N=1,280
1,279
355(27.8)
245(19.2)
106(8.3)
4(0.3)
0
1,280
823(64.3)
414(32.3)
331(25.9)
77(6.0)
1(<0.1)
1,276
108(8.5)
59(4.6)
32(2.5)
16(1.3)
1(<0.1)
1,280
489(38.2)
275(21.5)
192(15.0)
22(1.7)
0
1,279
625(48.9)
340(26.6)
238(18.6)
47(3.7)
0
1,280
269(21.0)
147(11.5)
103(8.0)
19(1.5)
0
1,279
160(12.5)
102(8.0)
46(3.6)
12(0.9)
0

AL INY D ABiE

(1 {i-#2TR4%)
DR
N=3,386

3,386
883(26.1)
693(20.5)

184(5.4)

6(0.2)

0
3,386
2,917(86.1)
1,005(29.7)
1,464(43.2)
448(13.2)
0
3,386
861(25.4)
451(13.3)
271(8.0)
139(4.1)
0
3,384
2,094(61.9)
989(29.2)
957(28.3)
148 (4.4)
0
3,384
2,458(72.6)
1,011(29.9)
1,201(35.5)
246 (7.3)
0
3,384
1,168 (34.5)
628(18.6)
451(13.3)
89(2.6)

0
3,384
700(20.7)
468(13.8)
202(6.0)
30(0.9)

0



AL INy D ABhiE RAINLOINy O ABhiE
(1 (T E2iEHF) (1 - STEH)
ENlRE o%Ee
N=1,280 N=3,386
BEihEIE-N1 1,279 3,384
ES% 168(13.1) 979 (28.9)
Gradel 126 (9.9) 736 (21.7)
Grade?2 36 (2.8) 217 (6.4)
Graded 6 (0.5) 26 (0.8)
Grade4 0 0
BE-NI 1,279 3,384
2 179 (14.0) 1,136 (33.6)
Gradel 118 (9.2) 649 (19.2)
Grade?2 57 (4.5) 464 (13.7)
Grade3 4 (0.3) 23 (0.7)
Grade4 0 0
n(%)

N=5Ffi5%1 (BT BEE CRDEHMUIZAIED) . Nn=RFIZFE N 1 =HFERICBEL CTRISH DT —y ZRB UCRENER S, £4=Crade 1 t
HB/IFEEEROT I ERHUCBREHBREHR(NDICEDL,

) EEISF SR S B URIDIRE (FRREB) EiR TR EEUIC,

HIBE FA/RN(SER,BEOEEENFEIE. Grade 1=25~50mm:Grade2=51~100mm:Grade3=100mmi&:Grade4=xo0—I XX (&
KB BN TR U,

HHMDELEEHEF. Grade1=38.0~38.4T:Grade2=38.5~38.9T.Grade3=39.0~40.0C:Grade4=40.0CiBEE&E Uz,
ZDMDHERIREDEEEDEIF. Grade | =5E8)CHER L Grade2=F8 (IS5 h Dz EHD:Grade 3=A & F8 = 1572 . Grade4=H2 5k
ZeNFAREEELURS,

EEZ28HEDIFEEEEER (aHRELORRRE RS ) (EEFHITIEE)
21T 18y i (1 iR Enlfaet

N=1,294

2CDIFFEREER 52(4.0)
EELAEER 0
RLICESICEEER 0
ZLEEEUCHEEER 10(0.8)
BRERIENUG NFHBhIECESICBEER 0
Grade3ll EDBEEER 6(0.5)
1L EDIFEELBEERY 52(4.0)

Grade3l t 6(0.5)

n(%)
N=:Hm{5I51. Nn=FIRpI%4
AREERRICRBUCIHNEESER(GCAREKIEENCEEEUED OIEBR. FBICHFEL TV BRI AR EB R CEREEXIBENRE U
EREEEU,
BB(FGENREDENTICHIT DR R MBITNRERDORBREN N EBELUTER U,
EiER 7 QBB A TR % 7 AR K& ICRIRUGrade O0DFFERIRInIF . ARICEZFNTLIEL,
Q) BEELEEEROREOEREZMOT IFEELBEEERD | HL ERIBUCHRE
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BERREBHES Y BTSN,
-CMQICEILAESIFERS S NId T,
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REEOENHEEHBNEN I EN—HTH B,
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AN/ MHEEER (P2045E) (ERNER, ARIGHHERD

T ORI PRRAT DR (57— 114 7:20226E2821 B (1854 . 2023668 1 B (EI5R) ) T8 3,
<HEREIE>

<#E%&E>
ANA TNy AEE (1l IRk ZEELEEDRD M. RERERVURE2MZ
B9 B,
<;EhleiE>
ENEEELTRINA TNy D ZE5E (1 il 2IRHE) ZEELc EEDREBRER R M
ZFHE I Do
<tloseiE>
FEOOFDIF URERBDER AR~ TRDILIE (2,35501) . 2~ SmDEHIE (4,0481)
¥ = <iEnlseE>

PEREELTRINA T\ D 25 (1 fii2ilEER) 25ugZ 20 Uic £ % 61 B ~5mD

314012 (15361)
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28BRIRTRINA T /Ny A (| T:A2IEHE) 25ug (2~58%:3, 04061, 6B~ 1 2%
. 1,76260) & PS5tk (2~58%:1,00861. 44 bn B~ 1 55:59 361) % 2 DR AREEL-.
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PORENSPRLEDHINARBE EHFANMHRELVENREZEIDEELTIANAT

Ny T 285 (1 iR iE) 10ugZBAERE L.

<E%E>

RER (EEFHRE)

* P2045BRDE R 6HA~ S EP3015HERD 18~25mDDays7 (#Ese & 20 B#EE%28H)
BRICHITF 2 ADZA TGt (GMR)

* P2045HBRDE 6B~ 5 EP301:HERD 18~25m DDAy 578 RICH T 2 PFHUADHUA
INERDZE

o R—R 54 VBHISARS-CoV-2B24ETHOHERE DSARS-CoV-2%F %

<Enl%E>
4 (EEEFHIRE
FHEEE * P204EBRDE®R6HB~5mDDay29 (ENRE | DBEZEE®288) R & P30 158k
D18~25mDDayS7RICHF2PFHHFADGMR
* P24 BRDER AR ~SmDDay2985 R & P30 15BRD 18~25mDDayS7k I
BIF2PHFEDORBRLEEDE

<#@>

B2 (EEFHEEE)

* EER/HREORBMERUES DR ERIRIN

* BB 28HEDIMTERSTER

o ABRBREPICROSNERLGESER. PRZEUVCHESTER (MAAL) EERIERT
R(FHBRPLCESBEBR NUORITEE T NEFEER (AES]) UNBZRERAEM
FEIREE (MIS-C) . DR 1IDRRZ S T)



ELMETFE
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B RER

o RADFENRER (FAS) SEIERESNBREDEBZR T T 1RERE

o BRXESESICEG UcREREETHRER (PPIS):FAS D35 . XR—-X51 VED
SARS-CoV-2IREN R T SHHESNICAEDBREDEEZR (T BN EEERT —Y
CHBERIFTERREEEE N S DERRRH DR IRERE

* SARS-CoV-2iR &M D;EREMEtEE IOES Ul B R TR ER (PPIS-Neg):
PPISD35 . ENRERIDN—RSA VEFDSARS-CoV-2RBNIRME* TH O RERE

s ZEMBTNREREERILSNEBREDEEZZ T e 2WERE

* BEEIRNEZE M NRER R ERIRINT — 5 ZiRE U R MR N RER D2 KRS

o AERRMESTEE CES U BB RER (PPEMEEITYRER) (FASDS 5. R—2X
S VBDSARS-CoV-2REN 2T SHTESNICAEDEREDEEZRZ (T BWEDE
BNEERGT -5 [CREZRFTaREMEAEEN SDEXEHE DRV IKRERE

<tIElseiE>

RERE

P204KBRDE# 610 A ~5i% (R/NA 7\ ZfhiE (i EEiRAk) 8 D Day 57 DIMERFIFTE

BE DRI (CM) ERUTIFINERZ, P30 15HERD 18~255% (R/NA 7/\w T A3 (1 i

FIRME) 8¥) DDAy S7 TRONIBELEER T BT EICK > T L. #ERAIT BT &Lz, Day57 M

NIFREZEREE. 2138 [P20458R (% 6H1A~5im) £P30155% (18~25i%) | ZEEMR

ELIHZBDH (ANCOVA) EFT LN SESNEREAR/N_FRFIIE (GLSM) ZRAWNT.

P20458% (%61 H~5m) DDay57 DCMZEHTE Uc. GMRIZFANCOVAETILNSES N

GLSMEICK>THEL. g 2mfll 9 S%EFRXE AT 95%C) ZHEH U,

SRICRE LA T DI MEEZ R I &K B ZEIRE LT,

SRR

(1) GMR (&E#61A~5i%.18~25i%) D9 5%CITER>0.67. M DHERDMIIELE(S s it
EfEH'=0.8

(2) PUEIRERDZE (£%60A~5m—18~25m) D9 5%CITER>-10%. " DERDMINE
[FRHEEBH™>-5%

Bt

COVID-19ERIF2 DDERDENZTNZRANTEHEL .

1. [CDCOfERIER ] SBHICRRE UTERRIER DY 1 DL LY. h DRT-PCREG 4

2. [P0 HERDIEBIERER] FaIICHEUC2DU LD 2 HER (G 1 DU _EDMIFIRSBFERH
&Y. DRT-PCREZ%

AR FAER(ERR FAEM B ABBTRUCER U, ABRE . BERLEENS

ARVIREH KRR THTUVE. XEEMET —I X FvTravhHOLWITNHEN

AFETOGRBEERUIC.

<iEnlfeiE>

REFRME

P20458BR DA% 60 B ~5i% (R /N4 21\ 2 #h:E (ISR ) D Doy 29 DIEFI A
DA EE (CGMMER UGS R%Z, P301HERD 1 8~25m% (R/INA 7 /\wJ Z & (1 1
IR B DDay57 TESNIBEE BT BT ECL>THEL. #EAlT BT & LT, BiEs
[P204:8% (£ 6h B ~5i%) EP301:55% (18~25m) 1 ZEEZIEREULIEANCOVAET L=
AUz, GMRIZANCOVAETFILHSEBSNTcGLSMLEIC K >THEE L. i g 2mEfAl? 5%Cl
Z=EHUE,

EFIICREU AT OIS EEREZE- T T EICKR) BRI U,

JELMEEHE

(1) GMR (&=%688~5%. 18~25m%) Ol 5%CI T E>0.67

(2) UAISBERDZ= (E1% 618 ~51%—18~25m%) DEfEI95%CITEE>-10%

<#E>

=zl

BEEIRISDENZR<. £ETORLMFENT . REMEBTHNRER 2RV FEBIR
DENFRERIRDRZEMBITNREIZAV . REURUCRLEEE . FEBIRIN
(BFAERUEEM) IR EEEER. BEELEEER. MAAE BEDIERU (G HER
BIEICESEBESR. NUAESIZESC2 TOMEBE DR ICKIIRET LT,
AESID#ETIF HERR TOERDBREFEMICKIDFHIZRAWVWTER Uz, T N
BERELT.RESNIEAEO OIS LMESNIEENICE I<MedDRAZEERZRRK
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BAEZEEUI,
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[@EI957Cl] >
. GLSMe b + GLSMe. b 2~5i% vs
[@fR95%CI] [[f95%CIl .
&k 18~25i%
B 064 1410.015 291 1390.781 1.014
[1273.782, 1560.820] [1262.487, 1532.113] [0.881, 1.167]
n/N %% n/N %o RFIHEEDE
[[Mf95%CI] [@RI957%Cl] [@RI957Cl1®
thil s
InEE
98.9 99.3 -0.4
Ol [96.7, 99.8] AT [97.5, 99.9] [-2.7,1.5]

N=FFfMFI%L. N=thFOFTARINE D H SN AR E R

CliE8XE. GLSM &R/ —FF9E. GMR A/ F 5L

Q) MiFRENLLOQ (EE TR FKEDHE. FTCF0.5XLLOQDERBLSN . FE LR (ULOQ) ZiBZ 5Bl EERDENAF CEHVEAICF
ULOQICEZFHEZ 5N,

b) BrrRalER CEN SN/ MBE R BN PIEHER (18~251%) ) ZBIERELIEANCOVA

C) FHMX—IF0.67 (GMR (2~55%,18~255%) DRI SBCITE>0.67) EFRES N h DOAHERDHMINEREF R #EEENZ0.8& N,

d) MEERELLLOQFENSLLOQDABIU ENEALUAAEERE X EN—Z 54 VHLLOQLIEDEFITIF. 480 ED EFEHHONAEREDEIG

e) LU —IUNF-10% GAREEDZE (2~55-18~25%) DRI 5% CITRE>-10%) SR E SN h DO ER DM IESEF RHEEEN>-5%E S
fzo

100



BRI/ IHBERAREEER (P2045088) (£ 61 A~SmZERRICUIYIOIRE. ENlRR)

<RZHE>

EER7HEO BT RUES M OBER RN (FEFHEIEE)

1) ErriEEERR

ANAT NNy I ZFhE (i EIREK) BCH T3 1 DBERUV20BEEZDRREEL. ZNETN
1,874/2,95661(63.4%).2,157/2,93861(73.4%) T&Holco

EiER7BROBMEREERIRIN

|BEEEE 2EEEHES
Izl Jstne BIBEZEl:d  JStnm
(1 -2 B (12 B
N=2,957 N=970 N=2,938 N=959
RA A ERIR-N | 2,956 970 2,938 959 —
24k 1,874(63.4) 407 (42.0) 2,157(73.4) 404(42.1) E%
Gradel 1,642(55.5) 388(40.0) 1,691(57.6) 390(40.7) &
Grade? 209(7.1) 15(1.5) 432(14.7) 14(1.5) g%
Grade3 23(0.8) 4(0.4) 34(1.2) 0 I
Grade4 0 0 0 0 l_fC\
Grade3llE 23(0.8) 4(0.4) 34(1.2) 0
EHN 2,954 970 2,938 959
24k 1,813(61.4) 382(39.4) 2,099(71.4) 395(41.2)
Gradel 1,663(56.3) 370(38.1) 1,734(59.0) 386(40.3)
Grade? 146(4.9) 12(1.2) 354(12.0) 9(0.9)
Grade3 400.1) 0 11(0.4) 0
Grade4 0 0 0 0
Grade3iLt 400.1) 0 11(0.4) 0
#IHE SN 2,955 970 2,938 959
24k 164(5.5) 14(1.4) 259(8.8) 15(1.6)
Gradel 110(3.7) 9(0.9) 176(6.0) 13(1.4)
Grade? 42(1.4) 2(0.2) 71(2.4) 2(0.2)
Grade3 12(0.4) 3(0.3) 12(0.4) 0
Grade4 0 0 0 0
Grade3iLt 12(0.4) 3(0.3) 12(0.4) 0
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1o BiEEE 2EpB#EER
AT NI ABhiE TS5tiEF AL O\ A BT TS5tiEF
(- ESilHx) 2 (- ESiT5Hx) 3
N=2,957 N=970 N=2,938 N=959
BERREEFE-N 1 2,955 970 2,938 959
2 134(4.5) 17(1.8) 240(8.2) 11(1.1)
Gradel 84(2.8) 15(1.5) 167(5.7) 11(1.1)
Grade?2 40(1.4) 0 60(2.0) 0
Grade3 10(0.3) 2(0.2) 13(0.4) 0
Grade4 0 0 0 0
Grade3l t 10(0.3) 2(0.2) 13(0.4) 0
UINEREE-N 2,954 970 2,938 959
2 205(6.9) 56(5.8) 267(9.1) 31(3.2)
Gradel 194(6.6) 55(5.7) 247 (8.4) 28(2.9)
Grade?2 11(0.4) 1(0.1) 19(0.6) 3(0.3)
Grade3 0 0 1(<0.1) 0
Grade4 0 0 0 0
Grade3l t 0 0 1(<0.1) 0

n(%)
N=5Ff2 (BT HeH CRDFHIEUIZ AL . n=FIRHIEL. N1=4FRICEL CRSH DT —5 =B UIEERER. 24=Crade 1Lk
B EGFEEERDT Y ERHUCBREHBERIND [CED,
) EEIRF SRS B URIDIRES (FRZE8) FERR R EELIC,
ERNOUYVEEDEEE S FEIF. Grade 1 =5E&8) (2 ERL:Grade2=EF8(calSh DZEHD:Grade 3= AEEEZ 1575 .Graded=1=
AN FAFEEEER U,
HIB HIRNISERR TEEDEEE DS, 2~ E %360 B DHERETIFGrade 1=5~20mm:Grade2=20mmji2~50mm:Grade3=50mmij2;
Graded=xo0—Y A SRR EX. £ %37 1B~ SmD#EE TlaGrade 1=25~50mm:Grade2=51~100mm:Grade3=100mmi:
Grade4=xo0—Y AN FRIBHEE ERETRU,
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2) EEMRERIRG

ANATINy D ZFhFE (il 2R &) B#ICH TR 1 DBERV20BEERDORRMEILS. ZTNETN

1,695/2,95561(54.0%) . 1,814/2,93861(61.7%) T&Hofco
EEER7HEOZ S HRHERIRIN

1EBEER
AL 1\ A IS5tihEt
(- ESilEH) 3
N=2,957 N=970
25 MIFERIRM-N 2,955 970
=7 1,595(54.0) 488(50.3)
Gradel 1,036(35.1) 318(32.8)
Grade?2 490(16.6) 145(14.9)
Grade3 65(2.2) 23(2.4)
Grade4 4(0.1) 2(0.2)
Grade3l t 69(2.3) 25(2.6)
FE-N1 2,955 970
SN 261(8.8) 58(6.0)
Gradel 157(5.3) 29(3.0)
Grade?2 74(2.5) 20(2.1)
Grade3 26(0.9) 7(0.7)
Grade4 4(0.1) 2(0.2)
Grade3B E 30(1.0) 2(0.9)
EAfE-N1 2,013 650
E2N 232(11.5) 78(12.0)
Gradel 181(2.0) 66(10.2)
Grade?2 46(2.3) 10(1.5)
Grade3 5(0.2) 2(0.3)
Grade4 0 0
Grade3l k£ 5(0.2) 2(0.3)
HE5-N1 2,013 650
=7 807(40.1) 236(36.3)
Gradel 503(25.0) 138(21.2)
Grade2 283(14.1) 87(13.4)
Grade3 21(1.0) 11(1.7)
Grade4 0 0
Grade3l t 21(1.0) 11(1.7)
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173(5.9) 27(2.8)
70(2.4) 2(0.2)
7(0.2) 0
77(2.6) 2(0.2)
1,975 629
310(15.7) 51(8.1)
193(9.8) 43(6.8)
109(5.5) 7(1.1)
8(0.4) 1(0.2)

0 0
8(0.4) 1(0.2)
1,975 629

956(48.4) 185(29.4)
476(24.1) 113(18.0)
435(22.0) 64(10.2)
45(2.3) 8(1.3)
0 0
45(2.3) 8(1.3)



BAPATE-N1
21F
Gradel
Grade?
Graded
Grade4
Grade3l E
BaERTE-N1
21K
Gradel
Grade?
Grade3
Grade4
Grade3l E
i [EIE-N1
21K
Gradel
Grade?
Grade3
Grade4
Grade3Ll E
ER-NI
7
Gradel
Grade?2
Grade3
Grade4
Grade3ll E
SR IE-NI
7
Gradel
Grade?2
Grade3
Grade4
Grade3ll E

1EB&ER
ANLO Ny o A

(f-E2iEHF) 8
N=2,957

2,013
200(9.9)
138(6.9)
57(2.8)
5(0.2)
0
5(0.2)
2,013
124(6.2)
101(5.0)
21(1.0)
2(<0.1)
0
2(<0.1)
2,013
137(6.8)
113(5.6)
17(0.8)
7(0.3)
0
7(0.3)
2,013
129(6.4)
99(4.9)
29(1.4)
1(<0.1)
0
1(<0.1)
941
513(54.5)
366(38.9)
135(14.3)
12(1.3)
0
12(1.3)
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N=970
650
60(9.2)
46(7.1)
12(1.8)
2(0.3)
0
2(0.3)
650
32(4.9)
28(4.3)
3(0.5)
1(0.2)
0
1(0.2)
650
50(7.7)
38(5.8)
10(1.5)
2(0.3)
0
2(0.3)
650
40(6.2)
29(4.5)
11(1.7)
0
0
0
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163(51.1)
122(38.2)
35(11.0)
6(1.9)
0
6(1.9)
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9(0.5) 3(0.5)
0 0
9(0.5) 3(0.5)
1,975 629
168(8.5) 28(4.5)
118(6.0) 18(2.9)
47(2.4) 10(1.6)
3(0.2) 0
0 0
3(0.2) 0
1,975 629
194(9.8) 30(4.8)
152(7.7) 25(4.0)
36(1.8) 5(0.8)
6(0.3) 0
0 0
6(0.3) 0
1,975 629
245(12.4) 31(4.9)
164(8.3) 21(3.3)
77(3.9) 8(1.3)
4(0.2) 2(0.3)
0 0
4(0.2) 2(0.3)
963 330
523(54.3) 148(44.8)
347(36.0) 108(32.7)
166(17.2) 38(11.5)
10(1.0) 2(0.6)
0 0
10(1.0) 2(0.6)
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1CBEEE 2oBEiEi
AL\ A Al A i AL\ A TS5tiRE¥
(- ESil5H) 3 (- ESil5H) 3
N=2,957 N=970 N=2,938 N=959
ERSR-N1 941 319 963 330
2 285(30.3) 92(28.8) 347(36.0) 89(27.0)
Gradel 275(29.2) 88(27.6) 334(34.7) 89(27.0)
Grade?2 8(0.9) 4(1.3) 12(1.2) 0
Grade3 2(0.2) 0 1(0.1) 0
Grade4 0 0 0 0
Grade3l E 2(0.2) 0 1(0.1) 0
BARFIE-N1 941 319 963 330
2 225(23.9) 71(22.3) 294(30.5) 69(20.9)
Gradel 190(20.2) 61(19.1) 243(25.2) 61(18.5)
Grade?2 28(3.0) 9(2.8) 43(4.5) 8(2.4)
Grade3 7(0.7) 1(0.3) 8(0.8) 0
Grade4 0 0 0 0
Grade3l t 7(0.7) 1(0.3) 8(0.8) 0

N=5F/fif5l£4 (FBF B CRDFHIELIBIZ)  n=RERFIH N1 =4ZER(ICEL TISH OF — 5= RE Ui ES. 24=Crade 1 Mk

HEFEEEROT I ZREUCRERBREHRIND ICE D

N (%)

HEDBEE DL 20~ E% 360 B D#EHE TIFGrade 1=38.0~38.4T:Grade2=38.5~39.5C.Grade3=39.6~40.0C.Grade4=40.0C#2.
41837 hB~5mDHERE Cl3Grade 1=38.0~38.4T;Grade2=38.5~38.9C;Grade3=39.0~40.0C;Grade4=40.0Ci8- ExE Uz,

ZDMOFERIMEDEEEHFEF. Grade 1 =7F# 2B L. Grade2=Fg)ca5h Dz EH D Grade =A% EFe #1572 . Grade4=f=2 5k

R XIEAREEZE U,

EER28HEOIFTETESER (BERELDRRE RS L) (EEFHHIEH)

1EBX(F2BBDVWINH DEEZR 28HEDIFHERESER (BRELDODEREIFRSDY)

ECOHEEREER
EERBEEER
REICESEEEER
PEEEUCEESR
BREDIERO,/ X(FHBRPIECE S EEEER
Grade3ll EOEEER
HEELGEESER
Grade3l k£

N=5T\{5IE. N=FIRBIE
EGIF LT REIDRBRERZDBELCER U,

AINLTINY D RRHE TStEt
(- 2TmeK) 8%
N=3,031 N=1,007
286(9.4) 80(7.9)
0 0
0 0
30(1.0) 3(0.3)
0 0
80(7.9)

286(9.4)

BBt 7 HREIZRBR Tk 3R 7 BRKDEICHIRUIc CGrade 0D ERIR NI AFRICZFNTLIEL,
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1EEXIF2EEHDOWVI NH DEER28HEDEHRELORARBEFENGIIFFERSTER (LWITNHD

#TO01%LULE)

BERXSE
EHAGE
ARREL DREIRBFRDH S IFIFERSEROHIE
ARELDRRBRELHIIFIFTERSEROHEE
BRERUFERE
ERiERE
MAERTY VINRES
BN UREES
BAEHER
EHES
SRR
HEREE
ftEAR
BV
[FIREE. MR R U ifRE S
BiEESE
TF
@0+
D
RERUETHEES
e
CAmE
HBBRRNUESHEEES
FRPYTE
FagE
—fig - 2AREZE R VIR SR DINAE
=S
ESTERAIHIHE
SESTERAIY >/ NEREAR
FEBTERIE T
ESTBRAIRERS
FESTERUFEE
ESTERAIRERR

N =5HlfIEe. n= FEIRBIL

RINL D IN D RBhiE TStihE¥
(1 (i EiTEHF) 8
N=3,031 N=1,007
286(9.4) 80(7.9)
389 117
9(0.3) 2(0.2)
4(0.1) 2(0.2)
4(0.1) 0
31(1.0) 12(1.2)
31(1.0) 12(1.2)
45(1.5) 15(1.5)
45(1.5) 15(1.5)
23(0.8) 1101.1)
16(0.5) 8(0.8)
5(0.2) 3(0.3)
8(0.3) 1(<0.1)
24(0.8) 13(1.3)
11(0.4) 8(0.8)
13(0.4) 3(0.3)
4(0.1) 0
17(0.6) 6(0.6)
5(0.2) 1(<0.1)
3(<0.1) 2(0.2)
5(0.2) 6(0.6)
3(<0.1) 2(0.2)
2(<0.1) 2(0.2)
170(5.6) 39(3.9)
46(1.5) 21(2.1)
35(1.2) 15(1.5)
34(1.1) 1(<0.1)
20(0.7) 1(<0.1)
14(0.5) 3(0.3)
15(0.5) 0
4(0.1) 4(0.4)
7(0.2) 1(<0.1)
8(0.3) 0

n(%)

XITRED. VWVTNH DB CHRIFED 0.1% LU EHOIEBROHZRAL TVDIcH IBHINTVSEARED N OEFTE. FERIADFED n HF—

LTLEL,

MedDRA = Medical Dictionary for Regulatory Activities

G L BTN REMDRBRENENBELTER UL, MedDRA ver. 23.0

106



B/ IBERAREEER (P2045858) (£ 1A~ ZER/RICUIYIORE. ENlFRE)

SHERHIR " ICRO S NI EAEER (X EHAHIER)
#Day | PEHBEHEORBET B (S RBEDRBET ) FT

BREZEEORRBARZEDEVIEREREERE. R\ 7/)\y I X EhF (1 {li:#IRK) B CHBWNT
1,212/3,03161(40.0%) TRHSNfc. CDSBERBRELEESD LHMSNIIFFEREERI.
286/3,0316(9.4%) TRHSN. BB KILKHFONCEBRISEHEMIS L TEH DT,

Fle. TS RBCHBNTI78/1,00761(37.5%) TEROHSN Tz, CDIERERFELEEDD EHIFE NI
IFEBRZTERIE.80/1,00761(7.9%) TRHSN I,

-BETAEERIFR/ A7) \wI R HE (il #ERE) B CEWVTLTNH DERER 28BS 4/3,00761
(0.1%) (XY Za—FDA VAR, U1 JVAMRR . REZRIGETTE., IFIREE. 77 /D1 )VA
B EEGE )T V\TNH OEER28BLRICSE (51 /DA IVARBRR. T TR A - I\—0A
JVRARRR, PRI, LB BT [REXRIGETTE (F 1)) TROSNEH . WINEEERREEE
BULEHIBE NI, e, TS ERBECBWVLTWLWFNH DOEEER28B/™ICT/99561(0.1%) TRERSDH.
WFNH DEER28BLIEICBI (541 /DA IV ARERUTRR (F 1)) TRHESNH. LW FNH
BERRERE LIS N,

REEUCAEER (MAAD BLTNH DR 28AREICR) 1 T/ \w o A hE (1 il #2IR9k) 8 (C

HBWT662/3,03161(21.8%) TERHESN. ZDS530/3,03141(1.0%) ILTAREFELEEDD EH B
SN, e, TS5 mMEED221/1,00761(21.9%) TRHSN. ZDS553/1,0076(0.3%) [FEERFEEL
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R—=2RS5 A VBFICSARS-CoV-2I2 M TH > e ERE DSARS-Co V-2 (B REFHHEIER)
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[P301EHERDAERIE R ZRW e ET B RINA T N ZERE (1 il STREE) B¥D7 161 (2.7%) (FAER:
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361 (11%) (Rx#3:433.362/1,000 A ) [CRRENERDH SNz VE(95%CI) 1E31.5%(11.4, 46.7)
ToHholc,

o BIE(RIESARS-CoV-2%tE
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P204sERDEE6 1B~ 1FEEP3015H58MD 18~25mMDDay57 (Yol E 20 B#EiE#% 28H)
BFRIC S 13 BT UADMM L (EEEHEMIBE) & UHiAREROZE (FEHEIEH)

4% 67A~1RICHIFBDayS57DMBEPHHIFEEDFEFTRUP301HERD 18~25K RSN
NEBEEEOHRZENT 2,

P3015{ERMD 18~25%ICXH T . P2O4EHERDPPISD &R 6B~ 1 RICHFBDay 57 DT ERE D
GMR(95%CD [%.1.280(1.115, 1.470) T&HW. FELH M DMINELEZFHZUIZ (GMRDI5%CITER
H'0.67% EE>fc)  GMROFHEEBEDEED WU (0.8 L) « FIFREERDZE (95%CI) .
0.7%(-1.0, 2.5) THW. IELHEDORINEEZETEUIE FIFRERDEDISHCITRN-10%%
LESTR) HAEIGERDEDREEEDEED R Ul (-5%%Z LESf) .
FEFHMIEB FEF/IICHRE U IhBEZ /I Uz,

P204BRDE®61A~1REEP301HERD18~25FDDayS57 R ICH 1T 2P A DM FIIEE
RUTHRILERDZE

E&6178~1i% (P2045ER) 18~255% (P30151#5%) GMR
[@fAl95%Cl] >
N GLSMe b N GLSMe b EBonA~1R
gzt 1] [MEI95%Cl] [MfEl95%Cl] vs 18~25i%
AR 230 1780.658 501 1390.781 1.280
[1606.375, 1973.849] [1269.081, 1524.152] [1.115, 1.470]
n/N % n/N % RERERDE
hANfE [ME95%Cl] [[95%Cll [AE95%Cl]
EFE 100 99.3 0.7
2307230 [98.4, 100] 289/291 [97.5, 99.9] [-1.0, 2.5]

N=EHEFE. N=FPiIFEILE DI SNIRRER

Cl 55X, GLSM: #ilm/\—F&FifE. GMR: #{EF9ts

a)ERENES MR(LLOQ) KEBEDHE . #fICE 0.5¢ LLOQDENHAWVSN. 8 LR (ULOQ) ZBR HfEld. REDENAF CELEVEEICIE
ULOQICBZEA SN,

) ERPREER UBSEEI /HEAER B B IRRER (18~ 25im) ) ZEEMRELIC ANCOVA

CIIEMN—IVIF 0.67 (GMR (% 618~ 1%/ 18~ 25i%) D] 95%CITE> 0.67) ERESN. N DOEROBIELESRHEBENZ 0.8
latay gVre

A FFERED LLOQFKEN'S LLOQ®D 4B ENE(EURRE X IN—2 51 VD LLOQLUEDEIC(E, 4B LD ERDHSNIHBREDES

LU —IVIF -10% FFILERDE (£#% 6B~ 11 —18~ 25i) Ol 25%CITBR> -10%) L ES N N DOREBRDBINE (R
EBEH> -5%ES N,
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<zz=H>

EER7 R OBt R U251 QR ERIRIG (EE5FHHIEE)

1) BFERERIRIN

ANAT NI A% (I HERERK) #ICH T 1 OENUV20BZEEZORREERFZNEN

775/1,74561(44.4%) .868/1,5961(54.4%) TH 4, BRI D P RIBEIE2H TH oo
EiER7HE ORI ERIR I

BRI ERIRM-N1
21F
Gradel
Grade?
Graded
Grade4
Grade3ll E

=iE-N1
2{F
Gradel
Grade?
Grade3
Grade4
Grade3l E

#IBE - FEIR-N1
21K
Gradel
Grade?
Grade3
Grade4
Grade3Ll E

1EDB%iEE
AL DI\ A i TSR
(1{E-ESiFmeF) 2
N=1,746 N=582
1,745 582
775(44.4) 193(33.2)
70(40.2) 187(32.1)
65(3.7) 4(0.7)
9(0.5) 2(0.3)
0 0
9(0.5) 2(0.3)
1,744 582
652(37.4) 175(30.1)
636(36.5) 174(29.9)
16(0.9) 1(0.2)
0 0
0 0
0 0
1,744 582
150(8.6) 24(4.1)
110(6.3) 19(3.3)
35(2.0) 3(0.5)
5(0.3) 2(0.3)
0 0
5(0.3) 2(0.3)

110

2O BiEiER
ANLIINY O RERiE TS5tEiRE
(1fli-E2ReF) 8
N=1,596 N=526
1,596 526
868(54.4) 159(30.2)
720(45.1) 152(28.9)
126(7.9) 7(1.3)
22(1.4) 0
0 0
22(1.4) 0
1,596 526
738(46.2) 135(25.7)
701(43.9) 132(25.1)
37(2.3) 3(0.6)
0 0
0 0
0 0
1,596 526
215(13.5) 20(3.8)
136(8.5) 16(3.0)
66(4.1) 4(0.8)
13(0.8) 0
0 0
13(0.8) 0



B/ IBERAREEER (P2045858) (£ 1A~ ZER/RICUIYIORE. ENlFRE)

1CBEEE 2oBEiE
AL INy D A B IS5tEhE# AL I INy D A B IS5tEhE#
(1ffi-EEimeF) 8 (1ffi-E2iEeF) 8
N=1,746 N=582 N=1,596 N=526
BEAR TEfE-N 1 1,744 582 1,596 526
=7 146(8.4) 15(2.6) 243(15.2) 11(2.1)
Gradel 113(6.5) 15(2.6) 167(10.5) 10(1.9)
Grade?2 28(1.6) 0 62(3.9) 1(0.2)
Grade3 5(0.3) 0 14(0.9) 0
Grade4 0 0 0 0
Grade3l E 5(0.3) 0 14(0.9) 0
U 2V INEREE-N1 1,743 582 1,596 526
=7 102(5.9) 26(4.5) 148(9.3) 28(5.3)
Gradel 101(5.8) 26(4.5) 146(9.1) 28(5.3)
Grade?2 1(<0.1) 0 2(0.1) 0
Graded 0 0 0 0
Grade4 0 0 0 0
Grade3l E 0 0 0 0
n(%)

N=5Hfif2 (BFHEICRDFHALIAIED . N=FIZFE. N1=2ZBRICEL TRISHDT—5ZREUCARER. 24 =CGrade 1L E
ZGEFEEERDT Y ZIRHUCBERREHM(IND R DL

U>) \EEISF 58RI~ R URI DR (FRRE8) BERR . [ERe e &= LI,

RRENOUVEEDEEEDFEF. Grade 1 =5EF8) cZERL.Grade2=EF8ca5h DX EH D Grade3= BEEE =152 .Graded4=H=
HNRZEZNEABREEELUC.

BT RN SRERE TS DEEEHFEIE. Grade 1=5~20mm:; Grade2=20mmi#&~50mm:; Grade3=50mmi8: Grade4=xo0— X
NIFRIBHER BN ETFEERUI,

1



2) EBMRERIRIN
ANAT NI ZFhFE (HEHERK) BICH T 1OBERUV2O0BEBEROREREEFZNEN
1,334/1,74561(76.4%) 1,174/1,59681(73.6%) T&H Y. FinEABDPRIEIFIHTH oI,

EER7BEO=SHEEREIRIN

1EIBEiE% 2OBiEiER
AL I I\ ABiE IS5tiE¥ AT I\ ABiE ITS5tiE
(- ESil5HE) 3¢ (1 fi-E2il5HE) 3¢
N=1,746 N=582 N=1,596 N=526
2RMRERIRG-N1 1,745 582 1,596 526
215 1,334(76.4) 421(72.3) 1,174(73.6) 350(66.5)
Gradel 891(51.1) 288 (49.5) 711(44.5) 238(45.2)
Grade?2 397(22.8) 122(21.0) 416(26.1) 100(19.0)
Grade3 45(2.6) 10(1.7) 44(2.8) 12(2.3)
Grade4 1(<0.1) 1(0.2) 3(0.2) 0
Grade3Ll E 46(2.6) 11(1.9) 47(2.9) 12(2.3)
FEH-N1 1,743 582 1,594 526
215 191(11.0) 49(8.4) 232(14.6) 44(8.4)
Gradel 96(5.5) 27 (4.6) 122(7.7) 19(3.6)
Grade?2 83(4.8) 18(3.1) 100(6.3) 19(3.6)
Grade3 11(0.6) 3(0.5) 7(0.4) 6(1.1)
Grade4 1(<0.1) 1(0.2) 3(0.2) 0
Grade3LI E 12(0.7) 4(0.7) 10(0.6) 6(1.1)
SR GIE-N] 1,737 581 1,589 525
2{F 1,175(67.6) 361(62.1) 1,021 (64.3) 307(58.5)
Gradel 815(46.9) 248(42.7) 647 (40.7) 214(40.8)
Grade?2 336(19.3) 107 (18.4) 349(22.0) 88(16.8)
Graded 24(1.4) 6(1.0) 25(1.6) 5(1.0)
Grade4 0 0 0 0
Grade3Ll E 24(1.4) 6(1.0) 25(1.6) 5(1.0)



IBSR-N1
215
Gradel
Grade?
Graded
Grade4
Grade3l E

BHAERIE-N1
215
Gradel
Grade?2
Graded
Grade4
Grade3l E

B/ IBERAREEER (P2045858) (£ 1A~ ZER/RICUIYIORE. ENlFRE)

1O BEiEE
RTIREZ ) ISeie
(1 (- imaF) B
N=1,746 N=582
1,739 581
645(37.1) 217(37.3)
624(35.9) 211(36.3)
17(1.0) 5(0.9)
4(0.2) 1(0.2)
0 0
4(0.2) 1(0.2)
1,737 581
524(30.2) 152(26.2)
456(26.3) 135(23.2)
58(3.3) 16(2.8)
10(0.6) 1(0.2)
0 0
10(0.6) 1(0.2)

2O BEER
ANy A IS5t
(ME-EiEwF) 8
N=1,5%96 N=526
1,589 525
558(35.1) 175(33.3)
546(34.4) 168(32.0)
11(0.7) 6(1.1)
1(<0.1) 1(0.2)

0 0
1(<0.1) 1(0.2)
1,589 525
510(32.1) 132(25.1)
438(27.6) 116(22.1)
56(3.5) 14(2.7)
16(1.0) 2(0.4)

0 0
16(1.0) 2(0.4)

n(%)

N=2F{f5121 (BT HsH CROFHMmUIZAIED) . N=FIRHIEL. N1=H4ZBR(CEL TASH DT —¥ERBUICEERER. £24=Crade 1Lk
ABFEEERDT Y ERHUCEREHBRER(IND CED

HEEADEEEHFEIF. Grade1=38.0~38.4T.Grade2=38.5~39.5C.Grade3=39.6~40.0C.Grade4=40.0CiBE E& LTz,
ZDMOBERIRICDELEEHFEF. Grade 1 =7E8) SR L. Grade2=E8CAISh Dz ED D.Grade 3=A%E& = 112, Grade 4=f= 53
ZRNIFABREERUC,

EE% 280 DIFEEEEER (BEEELOARREFRSY) (FEFHHIER)
1EEXF2EEDOVINH DEER 28BEDIEEREER (RELORARBEFRSDY)

RINLDIN D RERiE IS5tEhE#
(1 {dh=ESimHk) 8¢
N=1,761 N=589
ECOIFEEESER 292(16.6) 71(12.1)
SERAESR 1(<0.1) 0
REICESEEEER 0 0
PEEELUCEEER 23(1.3) 3(0.5)
BEEIEND / XIFHBRPIEICE S EEESR 1(<0.1) 0
Grade3l LOBEESER - -
IEERREER 292(16.6) 71(12.1)
Grade3l - -

n (%)
N =FFm R, N=3IRH5%
A G R ERITIRERDWRENZHBELTER Uz,
EiE% 7 ARABA TG SRR 7B KDEICHRIBUEGrade 0D ERIRIHIE. AFRICEFNTLED,.

13



10EX(E 2080V NH DEEE28HME D8RR LDERERNI G IIFEFTESER (LWINHD

B TO0.1%LE)

BERIXD A
BAGE
BRFEEORARBFRLHHIFRERSEROGIE
BRFEEOARNFRLHHIFRERETEROHE
RBRER UFERE
DA L AMSUERRAYE
DAL AEBEER
RERES
BY7ZUILF—
KR URERS
RERAHE
RES
B
EREE
HERES
1REE
IFORES. B R U tiRE S
82
A0
BiEEE
T
&0+
BERURTHEEES
CARkE
£
Pt
— it - 2REERUIRSEMIDORE
HR
SESIEBAIL >/ VERERR
ESERIATIE
RSB AIERS
p=2 R WEEST
EEEMIFES

N =5H@EBIE. N=FIRHIE

AL TNy D REhE
(1 fi-E2TReK) 8
N=1,761

292(16.6)
399
5(0.3)
3(0.2)
0
0
0
65(3.7)
65(3.7)
146(8.3)
146(8.3)
0
34(1.9)
32(1.8)
5(0.3)
3(0.2)
1(<0.1)
19(1.1)
12(0.7)
6(0.3)
10(0.6)
3(0.2)
2(0.1)
0
83(4.7)
27(1.5)
25(1.4)
19(1.1)
9(0.5)
5(0.3)
2(0.1)

PAacd
N=58¢9

71(12.1)
113
1(0.2)
0
1(0.2)
1(0.2)
1(0.2)
25(4.2)
25(4.2)
47(8.0)
46(7.8)
1(0.2)
14(2.4)
14(2.4)
1(0.2)
0
1(0.2)
4(0.7)
0
4(0.7)
1(0.2)
0
0
1(0.2)
8(1.4)
4(0.7)
1(0.2)
1(0.2)
1(0.2)
0
2(0.3)

n(%)

XTRED WITNH DB CRIEEND 0.1% U LHOIcBROBZERALTVDICH IBHINTVSEARED N BOAEFTE FERIKRHFED n HIF—2

LTWLEW,

MedDRA = Medical Dictionary for Regulatory Activities
EIBFRE MR NRERDEBRESZHIBELCEL U, MedDRA ver. 23.0
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B/ IBERAREEER (P2045858) (£ 1A~ ZER/RICUIYIORE. ENlFRE)

SBRHAR P ICERS SN EBEER (EEFHEIEE)
#Day | POHBEAORBIET B (VS HREDRRET D) FT

BRELOARBREZBORBRVIERERSERG. R/INA I /NNy T Z5F (1 i #EIREK) BTSNV T
869/1 76161(49.3%) TRHESNTc. COSHERBRELEEG Y LHMSNIIEREESTERI.
292/1,76161(16.6%) TERHDSN T,

I TSERECHNT284/58961(48.2%) TEROSNTz. CDOSEBBRELEES D EHITE NI
IRFEREERIE.71/58961(12.1%) TERHSN T,

BEERBRBEBREANA TNy A (i 2IFEF) BICSVWTOWINH DEER28BMIC
8/1.76161(0.5%) Fh4E=E (214F) . BRERHE. XI —1—FE VA IV ARR. [UENEY. FARZERX.
‘flﬂ BEXRFEE. S/ VAV ARE (B 1)) TROSN e, COSEHRBMMUMERE (F14F) D

BRFBERESD ) CHIBIS N e WINH DERER 28BS/ IRR. 77/ D1 )L ARZ.
9H/‘FI£XI REMT IV —TF IA IV AEBBR. Bt RS FERFET 7 Y R—Y AR BUEERS
(B ITROSNH VI NBIBRELAERULHIBISNIC Ffe. TS EREICSLTLTN
h DO#EE#28HLIREIC] Bl HIKESZR. 54/ DA/ IV AR, SRR E (B 14)) TEROHS NI,
WINEERELREERLEHIBIE NI,

LERZEUCAEER (MAAE) RWLWINH DEEER28B™ICR /N4 7/ T RiHZE (1 fliHSiRik) 8%
[CHWNT486/1,76161(27.6%) TEHRHSN. ZD>523/1,76161(1.3%) liiﬁ%ﬁﬁtﬁﬂi;aﬁ')tﬂ
WIS N, Fle. TS EINBHCHWNT161/58961(27.3%) TERHSN. ZDS553/58961(0.5%) (&36
REEESY EHBiEN T,

B CESBEBRIR/NA TN ZHHFE (iR B cHEWNT1/1,76161(0.1%KiE)
TEREDUAMENZROONEEREERES Y EHIMSNIc. e, S ERBEICS VT /5894
(0.2%) TCOVID-19h"@BOS NI A ERFELEERULEHIRTES NI,

SARBEEMNFHELZAESI(MIS-CUDERR/IDERZZ D) (& /N4 7 N T ZE5E (| i i2RE) B
[CBVTVINH DEEER28ERIC3/1,76161(0.2%) FhERE (2¢4F) FHEE (14F) ) TRHS NI,
OS5 AMEENUTHEE (B 14 (FERFELBEES D LIRS Nc, e, WITNH DOEAER28H
LURE(C 1 B CHRATD RO SNT A ERRELBER LI S NIc. e, TS RREICE VW TERE
®28BLEICIFITRERERAENROSNIH ERELREERU LTSN,

-BHAESMQITEDI<AESIE R/ TNy T ZfhE (1l ERAK) BECHSWVWT101/1,76161(5.7%)

TROSNT. WITNH DEEERASIHRELIRICRIEUIBID S5 461 (CARKE (24F) B, FE
(B [FBERFEERESD ) EHIS N, e, TS EINBEICHWLT4A1/58961(7.0%) TERHSN T,
WINH DIEERASIFRIUARICFIR U 46113 WV I NEIEEREL BER U LIS N,

“DEESMQICED<KAESIBVWITNDBEICHRDSNIEN T,

‘CMQICED<KAESIFR/NA TNy D ZEhE (1 flitilEak) 8B W T /1,76 161(0.1 %K) (ZRlEE
RUIEL (B 1)) TROS D GERELEERL LIS NI,

FRCICESBEERRIT —I AV TRRTOVITNOEICHERDHSNIEH oI,

115



<\IME>
N—2R 54 VBHSARS-CoV-22 4 TH oI ARERE DSARS-Co V-2 (B R EHEIEE)
PPEMMEFETHRELICS VT, Day43 (#FlorR20E&EER148) LUIFED. COVID-19FAER
(FEIRMSARS-CoV-2RREE) . SARS-CoV-2RFR (HEIR M X IEMR M RPER) MU EAERME
SARS-CoV-23R7=Zz5HI LT,
+ COVID-19%#E=E (FERIESARS-CoV-2=5tE)
[CDCOIEFIERIICEHUIDI(F. RN T\ ZERE (1 i SilREHR) BED 5161 (3.4%) (RAEER:
138.239/1,000AF) RUTSERBEDI46(6.6%) (FIEZE:279.822/1,000AF) TH o1,
DIF DB (VE) (95%CI) 1350.6%(21.4, 68.6) TH ol
[P301EHERDAEBIE R ZRWL e ET S RINA T N ZERE (1 il TRHk) B¥D 3761 (2.4%) (FAER:
99.981/1,000A%F) . FSREED 1861 (3.5%) (FEAEZ:146.042/1,000A5F) TVE(95%CI) &
31.5%(-27.7, 62.0) TH >l

* SARS-CoV-2=5E (AR IE R SR ZRE)
AINA D NI ZFRE (M ili2iRik) BED8 161 (5.4%) (*K:222.821/1,000A%F) . FSEREED
4561 (8.8%) (B%3K:374.376/1,000 AF) [CRRNRDSN . VE(95%CI) 140.5%(12.3,
59.2) T&H ol

o EIEIRIESARS-CoV-2K:RE
AINA T I\ Zh5E (i kSIERE) BED 3261 (2.1%) (3:87.988/1,000A5F) . S HEED 114
(2.1%) (Bx3:91.487/1,000 A 5F) [CREENRBH SN, VE(95%CN 1F3.8%(-112, 52.8) T
ool
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BRI/ MAEBRPRENER (P2045058) (%60 A ~SmZMRICUIHIOIRE. BN %E)

2. ;ENNSeiE

<@ER4E>

P204 5D &6 1A~5EDDay29 GENl%Z 1 OB EE#%28H) =& . P3015HERD
18~25mMDDay57 (FoseiE 20 BHiEiE# 28H) IR S (I 2D F0HA DA FIgH (FE
FHEIEE) R UHARZERDZE (FEHHIER)

&% 61B~5mDPPIS-NeglCH(F 2 MEPFIFHAMA P30 15K85&D 1 8~255% D M;EPFIF1{A(
EDHEERTPI0THEED 18~25EDDay578FmEP20458&D Day298F s D 1AM %=
HEUEGMR (95%CI) [33.897(3.158, 4.808) Tdht). IELMEEE (95%CITBRN0.677% £O1B)
ZimreUle,

T ERERDE (95%CN30.7%(-4.4, 2.4) TH') IELHEZE (95%CITEN-10%% LE2)
ZimlcUre,

FEFHMIEBIFSRIICRTE UTc B EZmIZ U,

P204iBRDER 61 H~5mDDay2905m &, P3015HERD18~25mDDay57 R ICH 132 FHiiE
DML RUNFILERDZE

&% 6nH~5i% (P2045158) 18~25i% (P301&t5R) GMR
(@l 95%Cl] >

. GLSMab N GLSMab) (ERb6nH~51%
[REI95%CI] [REI95%CI] vs18~258%)
MiEcA]
it » 5457.2 294 1400.4 3.897
[4525.0, 6581.3] [1273.2, 1540.3] [3.158, 4.808]
i % e % HHSEEOE
[REI95%CI] [FEI95%CI] [AEI95%CI]
Rl
SR
100 99.3 0.7
T2z [95.0, 100.0] ZIZIZ [97.6, >99.9] (4.4 2.4]

N=EH@5IE . N=r A ERE DB SN IRREE

CliE#M R GLSM: R/ —FF1E. GMR AT

Q) FFEMHAESE MR (LLOQ) Fi@mDBE. ##HIC(F0.5XLLOQDENALSN . £8 LR (ULOQ) ZB R HiEld REDEDAF CEEVEAICIE.
ULOQIZBEH®A SN,

) ERPREIER UBS I/ MR, B B MARRER (18~25im) ) ZEEWRELIZANCOVA

C) FEBMUET—I(F0.67 (GMR (#6158 ~5% ./ 18~25i%) DI 5%CITBE>0.67) LR E SN,

d) R=R 51 Vb5 (#E%ER) OFFMHLLOQFKE CH ot iBAELLOQFRBENSLLOQD 48 EADZEL, LLOQRLETH ofBH I N—X
A VMO AEU LD ERDMESNCBEEERUIC,

e) FHUET—IUIE-10% FEINERDZE (k% 608~ 5i%-18~25i%) DRI 5%CITR>-10%) LR ES N,
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<zZHE>

@7 BB OBt R U251 QR EEIRIG (EZE5FHEIEE)

B ERIRICDFRIRERZ(E75/15361(49.0%) TH Y. FiHABOPIREIF2.0BTH 1.
EEMRERIRICDFEIRIAR(E97/15361(63.4%) THY . Fin B DO P RIEIF2.0HTH .

EER7BE0ORRMENUE S EOEERIR I

AL DI\ o RBhE (1 il : EilFHF) iENISeREs

N=153
REEIRM-NI 153
=% 117(76.5)
Gradel 87(56.9)
Grade2 23(15.0)
Grade3 6(3.9)
Grade4 1(0.7)
R ERIRG-N 153
21k 75(49.0)
Gradel 63(41.2)
Grade2 10(6.5)
Grade3d 2(1.3)
Grade4 0
BE-N1 153
21k 66(43.1)
Grade3 0
Grade4 0
#IBE - FEIR-N1 153
£ 15(9.8)
Grade3d 2(1.3)
Grade4 0
[EBR.TEFE-N1 153
21k 18(11.8)
Grade3 1(0.7)
Grade4 0
UV INERfE-N1 153
£ 7(4.6)
Grade3 0
Grade4 0
2SHERERIRG-NI 153
21k 97(63.4)
Gradel 73(47.7)
Grade?2 19(12.4)
Grade3d 4(2.6)
Grade4 1(0.7)
FE-N1 152
21k 14(9.2)
Grade3d 3(2.0)
Grade4 1(0.7)
BAfE-N1 25
21k 5(20.0)
Grade3 0
Grade4 0

8



E5-N1
=7
Grade3
Grade4

BAPSRE-N1
2F
Grade3
Grade4

BERTE-N1
=7
Grade3
Grade4

BEidIEIE-N1
2F
Grade3
Grade4

ERE-NI
=7
Grade3
Grade4

ZREME,RIE-NI
2F
Grade3
Grade4

IRS-N1
=7
Grade3
Grade4

BAEAFIE-N1
2K
Grade3
Grade4

BRI/ MAEBRPRENER (P2045058) (%60 A ~SmZMRICUIHIOIRE. BN %E)

AL DI\ ABEE (1 il : iRk BNl

N=153
25
8(32.0)
0
0
25
3(12.0)
0
0
25
2(8.0)
0
0
25
1(4.0)
0
0
25
2(8.0)
0
0
128
68(53.1)
0
0
128
36(28.1)
1(0.8)
0

128
33(25.8)
0
0

n (%)

N=3T{H 5% (BBF B8 C ROFHELIHIE)  n=RBRHH. N1 =HZBRICEIL CASH DT — 5 ZRIEUREBREY. 24=CGrade 1M L
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