\J O—/\&E 125mg
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BERUVRAZBEEE—EX
5 FERE H AGE
ACE angiotensin-converting enzyme T VT v AR
ALB albumin TIVT IV
ALT alanine aminotransferase T7I9=VT I NF AT =T —F
TANRTXURT I ) P T AT =
AST aspartate aminotransferase S
AUC area under the plasma concentration-time 1 A5 iR FE PR FE b R T A
curve
AUCons area under the plasma concentration-time | % 5-I¢7> & HERR IR & C o AT i
curve from time 0 to infinity JE—IRF[A] b AR T T FE
area under the plasma concentration-time . .
AUCo.fast curve from timi 0 to the time of the last Eﬁﬁfﬁ)\i V%EYE”EE{J@E%%E%% =<
quantifiable concentration after dosing DAL TR
AUCo. area under the concentration-time curve B G- & B G- R REE © & To Mg
over the dosing interval Hp R FE —IRE[A] B AR T TR
BCRP breast cancer resistance protein FLOS A & N7
BIL total bilirubin meULey
plasma concentration at 24 hours after the | #5-1% 24 Kefi] O MAE IR (T1211 &
Con administration (for T1211) Br)
plasma concentration at 20 to 28 hours 5% 20~28 KE[H o i 4 iR
after the administration (for T1221) (T1221 5R)
CL/F apparent total clearance Agoeyg s )77 A
Cinax maximum plasma concentration ¢ e ILE 90 S
COVID-19 | coronavirus disease 2019 B o vy A L R EYYE
CrCL creatinine clearance IV F= VT TR
(PCR SUSNMZ K D86y 7 F sy 7
Ct threshold cycle 79 ROENT TN EEBR T
PO A B 5 A1 7 V)
CYP cytochrome P450 > k7 1 L P450
EDC electronic data capture T — 2 U
eGFR estimated glomerular filtration rate HEE R ERIA T &
GFRabs j:;olute estimated glomerular filtration e i T B A B
IL interleukin A —aAFx
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5 FERE H AGE
ITT intention-to-treat (A NERRAT R G D O & D)
JAK janus kinase YXAFx S —8
J-RMP Japan-Risk Management Plan R3S Y RV R E
MAD multiple ascending dose PR E RS
MATE multidrug and toxin extrusion (KT U AR—H—D—Fh)
mITT modified intention-to-treat (B WERAT R SR D O & D)
OAT organic anion transporter BT =A> TV AR—H—
T =4 b TV AR—=F =R~
OATP organic anion transporter polypeptide SF ke
OCT organic cation transporter HOT A 8T U AR—H—
PBPK physiologically-based pharmacokinetic(s) | ZEFR R FEA B E
P-gp P-glycoprotein PRSI E
PMDA Z}::rrlrcliceutlcals and Medical Devices I S5 1 B
RMST restricted mean survival time 155 SN 24 R A7 IR D
RT.PCR rever.se transcription-polymerase chain WHAERY A Z— B UG
reaction
SAD single ascending dose AR & 5
SARS-CoV-2 (S:Z\r/z;z::;t:zresplratory syndrome AT SR = 0 A LR 2
Scr serum creatinine g7 vrF=r
SD standard deviation IR
SpO» saturation of percutaneous oxygen 1% B i F faFn BE
t12. terminal elimination half-life FEARABTH I -804
Trnax time to maximum plasma concentration He v A R B IR RF
UIBC unsaturated iron binding capacity REAFNERAS 5 RE
AT oLy = k22 NOoA
Vc/F the apparent central volume of distribution
A
vOoC variants of concern IR S D4 B
AAQTEE placebo- and baseline-corrected Fridericia's | 77 £ R K T_N—2 T A A IE#H O

QTc

Fridericia fifi I£. QTc [F[@
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25 ERPREXERICRA Y S L HEET(M
AR, TIEAMEMIRAEGERE = 2 7 A L A (SARS-CoV-2) (T & 2 ERYE X 558 2/3 FHR
B (LAF, T1221 #B%) Phase 2a Part /2 (" Phase 2b Part O i £-5 & 1Bk L 72 & #HZ, Phase 3
Part O FEFHERICESFHOZBMLIZb D TH 2.

2.5.1 S B OIRR
2.5.1.1 HIBFH SR
S-217622 I%, My MUK ST & o CTAIBL S 4172 SARS-CoV-2 (2 L 2 EHYETRHRIE O
LA TdH 5. S217622 1%, SARS-CoV-2 EinFIT RENDZRY XD T ks
TR A N AR MIHTdH D 3C-Like 77 7 —E &2[LET S Z & T, SARS-CoV-2 (2%}
TOHMUANAZIREREET LD EEZBND.

2.5.1.2 HENER
2.5.1.2.1 COVID-19 MEE R U REE

2019 4% 12 A, g A RS EMAEE EEmIC BV TRIRARB O i e 235 T TR A L
TS ZENRESNT. EFRHEOMRREK, ZOMEPFEO a1 F T A )L ZADKGIZ L > T
FIEL TWD Z ENHER I N, T DJFRIK 7 A /L AD SARS-CoV-2 & 4 7= [1]. SARS-CoV-2
I, FIERVEMNERSHEMRE 2 2 T A LA (SARS-CoV) & RIERIS, ZDOIMNKERIZH DAL
7 BT ISER T D18 B ORI R ISR BT 57 o UF T L o EWREESE (ACE) 2
ICRFRICRE AT 2 2 & T, mEEMla~EE2AT 5. ACE2 (X &bl FRziifa, Afifa bRz he,
/NG ORG BRIl 1B LTS [, 2]

SARS-CoV-2 1T X DEYE ITHA o 0 F 7 A L RJEYYE (COVID-19) & g Siu, R R fE
FERE (WHO) 12020 4 1 7 30 HiZ [EEMICH /\éné{&%ﬁihwi&é%$ & (PHEIC)| %
HE Lz, 20%, HRAZREGGERORBCEEE S S, 2020 423 A 11 HIZ COVID-19 %
NRUF Ry (R RFRIT) OREETH S EEHL [3], Fhnd 2$L< D3RR L 7= BUAE
b, PRA~D HIBENIL S TR [4]. ATV T, 2020 4F 1 A1 1 B H ORGSR
SN TLLE [5], 2022 452 H F TIZEHE 2,700,000 B LL_E D &G K OVFE 18,000 il LL DS
NE STV D [6].

SARS-CoV-2 [Z RNA VA NV ADIZHEBRNEZ Vo9 <, ERELEMBIIWHO 128D, B
ENDHEFEM (VOC), TEHTNEERK (VOI), HA FOZEME (VUM) ICEEF ST
Z%. WHO 2LV 2021 4 11 A 26 HIZ VOC IZFRESINT=A I 7 v U RiL, AL 7 Z Ry
W30 EREDERELFT D2 L0, mVVEG ) R O bk O RTREME RIZ S LT D [7]
2022 4F 2 ARERT, (ﬂi%f iwﬁﬁ@b%ﬁ 7 a U ES~OBEZ I BPELTEY, A
WTh, A7 v BRI YRR RPN RGRICHEA TR Y, B ﬂ%%aﬁbé%%ﬁ%é.

COVID-19 DJEIR T, 74»%@@% KT 2 RIERLESUNICHKR T2 6O TH Y, 2D+
IOEIRIETEEL, %, BoK, BOFE 0, MEOIFA, FHRE, MRl EREE L REOIERDRZ <, N
ZTHRESCRFEELRESNTND [8]. A v 7N U PRORE LI LT, 8Kk, &3F0
37, MESLHREEENSZ N LA COVID-19 DL E2 b TWA. £, EEM
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DI R, FERARRE, BRE, PR, W, REARIEREEAGT DN R BHE

TIHEEL LT <, Al %%ﬁ@ﬁb B, PMPRNEESEICRE Y, BRRRARLE HITIE
N TR 280 AR RN T i (ECMO) IS X DRI ME L 2D 2 L 655 [1].

AIDOHA RTA4 > (FHan )7 A )V AEGYE COVID-19 2D F5| & 4 6.2 il 2022 4
1 H 27 BHEGD) (2B 2 EIEENEA, X 2.5.1.2-1 (2757 [9]. SARS-CoV-2 OIFRBAM I 1~
14 AETH Y, SARS-CoV-2 DIEFEND 5 ARETHRIET 52 &%, I 7 U HKTlIEE
EZ 3 HREITRIET 5 Z ENHMESN TS [10]. REFDBZITBIED S HEAE IO S
AU, —XBIICHIE D 1 EFRRE CIRIEICm 9 23, —HoBFITEE/LL, 09 HK 20%
DOBETIIBBERGNLEI 2D S5, COVID-19 OFEJE(LD Y 27K+ L LT, 65m%lh
FoEEg, mifE, R, B EAREE SN TE Y (9, 11], 60 {0 BAERNE L 72D ITHE-
THEERLELS R>TWD [9]. —F, B L-bo0, EROE R8T 58 b — ERIEE
L, ZOHEEIEL 20%~30%& Z 2 HALTW5D [12]. /NRIZEWTIE, ERGERITHRAELED D
PR, BEESOIEE TR T 5 Z ERE N E SN TWD [9,13]. 7z, [IEH% L COVID-19
FERABIES 5 Z L83 H Y, HWIRSER I~ TH D2, I LR ORI R~ 2 5 &
19" (post-acute COVID-19 syndrome) = & 23E01 541 TV 5 [14].

SARS-CoV-2 [ZEG: L2t R b b b ~OREMIRITIIIE 2 AR D IIER 7~10 H HFRE
EBZLITEY, FIENOH S R WO S W ERBMEN T HERORK EE X b Tnd 9]
COVID-19 FIEAHOIFRETZEL D AR A3 T A /L AHIHIZ LD RIESE TH D Z & [15], KU
JEMH ORI m W 2 E 25 &, SARS-CoV-2 DYt RIICHL Y A L AT L B3R
YRR ZBIAT 5 2 & T, UA VA& HONITHIHI L, A L ARG 5 ] e 2k
FERCHESISEMZ 5 2 EDEREEICHRE TH Y, M TREMH b TE 5.
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% 2.5.1.2-1 AHR T EAE FELHE

sex | wxwos ———

& Sp0; = 96% g[ﬂﬂﬂﬁﬁb - A EHBERT DN, 2ECHER
HETTACEEHD
EOHTHEEREGL . y2omT052BERENELT
Fa
WTNOBETH-T ARMEDHkE LSS
HEMEPTREEHELY
hEfF | 93%< Sp0, < 96% FREE, B#FrR - AROLETHERICRE
5 - (BERMED B > THFREMER
2 ey o I ARV EDHD
- BEOFZCHNT S EERE
PELE || Sp0.=93% BERRSHIE - FEFLOERERE
FEFSED - BEGESRTTA SR EhTs
- ICU [CAE - ARSI (CE D < Bk
or o248 (LB HE) H4208
AN TEFESEHHE LB FRYhSh S, EEhtEh
-HE : FKET, ECMO OEA E#H
- LESS HBAOBTREENEE
ped

- COVID-19 OFt@EIZ, WRFEHNEWLH, EEFERFFRESGER (FCFRER) & BRtzPhcoBELE.
- Sp0; BAELEREORELZERNCHIT S EHEZ LI

- BEA2OERE Pa0; = 60 mmHg T#HD Sp0, =90% [CHHYT DAY SpO; F 3% OREATFHAENIOT
SpO.=93% & L,

AROEEAEETILHL, FRARMEELTY, TSHESEBRTHEE CT #BETA3CENEE L,

-BENIECBHEFETEEEICEND DRSS, EREORVAICHETS.

- BEOERREESBHEOETSERICH# . T CRTEEERXPELEENH OEEEL BRE-TVWSS
EICBETSC L.

High : F oo o A )L R EYWE (COVID-19) IO TS5 & %5 6.2 il [9]

COVID-19 D7} ORRED ZALIZHEY, BT 5.

2020 4 1 HITAHE T 1 #1H O SARS-CoV-2 EEHH 3RS S 41, 2022 4 9 HARBUE T & Bk
YEHUT 1 B H2 D9 30,000 BT, RFHW 45,000 FlOFLTHHELE S TS [30]. A7
VRN TR & 72 o TO D BEIXLART & R THEIEEESCHECRIFR T L22oH 50D, 56
(\ZHIERGEE ) DFRVNA I 7 1 Uk BAS OFIEAHE L, 2022 4 6 AEIZEDR L7255 7 % CTldae
EROBPFEHN I NETICR<HEZ, AARTIEIR RS [31] ORGE$ 10 BEki L, LT
FHBEIRE L TEWVIKERGN TN S,

ZOXR E LT SARS-CoV-2 JEYHEICHK 95 U 7 F U EfENED b, 3 BHEEfEIC L > T—
EDOFIETHRNBA LD Z EB0D0, 5~11 m~0 2 [AFEfE, 12 L Lo 3 [ 3§25,
60 mELL B ON 18 1% LA | 60 riA i CEBEIE B D 8 5 J7 8 D WL EREFEHE~D 4 BB HEFE
Fh S TVDAS, 5~11 KD 2 [BEFER L EFEREO 3 BEEFERIILT Lo m< 2L, WfTx
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M2 5 ETITIEE > TV [32,33].

KIDT 7 F Lo HRERO EHRBEO 20 R L0 £ OGP RE RS L T —F
T, SARS-CoV-2 7 A L AT & 4 0 I3 Tk 2 ICE R L, FRPTEER 28.2 EET4A
ﬁ%t FTZENMBNTEY [34], MMM T~ f@%ﬁzﬁwmﬁﬁﬂf bNTWb., Znk)

TA VAT FICE R T TR Y, SARS-CoV-2 EYYE DK EOFRIE L FITHRIZ L v K&
< ;Eiﬁé ZEMPIRENTWD [35,36]. BEEFOA I 7 v UERIC X D IEGEI T, TV Z KL
RTORRIZ K 2 L] & bl U TR MR <, BRI REE OBENBA LIb DD, U AL
A8 FARGE THITE Lo WRHBIS Y, &9 - &P, WHERR 72 & ORE RRIER OB 23530 L
7o EMmE STV [37].

25.1.2.2 COVID-19 MAEERUZ DRE
AFITHNT, 2022 4E 2 A 21 AFET, COVID-19 138 L L CAR ST B EIR S O
Fa L TITRT [16-22].

o LATVENL (UA/NARNARY X7 —BHEH) :
Wt SARS-CoV-2 |2 & 2 JEYE (SARS-CoV-2 (2 L D ifik 243 % ).
L REERETCLI A L, BLE LTS B, &5 10 A EC.
A& 5 A2 200 mg, #5-2 A BEAREIT 100 mg (i A K OMAEE 40 kg LA R oo/ R,

o NUIF =T (¥*XAXF—F [JAK] FLEAH) :
Wi : SARS-CoV-2 I[Z L DMk (FEBEWMAZET 5HHEEIZIRD).
Mik: VAT EALEOPFHIZEBWT, 1 H 1 ERRO&ES. &5 8HEIE 14 HF £ C.
& : 4mg (BRA).

o LI BT BIETHAMMZ) A LT YT B FHAMRZ)LLT, e~
/4 5T E= 7)) (SARS-CoV-2 O HFFIHTAE) :
W5 : SARS-CoV-2 |2 LD EYYEDEIE(LY AV K752 A L, BEEGZELRWVES
Ko OMEESE IR 0D SARS-CoV-2 J5 SR RA &
I - AR ST EI R FIES GRRFEEIC K 2R G PERTE T, R a572
WIEEIZ DR T HEHIC X 8% 5.
Fl& 2 600 mg (5% A KON 12 5L _ B fRE 40 kg DL ED/NR).

o YVhubt~w7 (GEETHMAMZ)(LLT, ¥ haE~7)(SARS-CoV-2 O HFFIFIAL) :
5 : SARS-CoV-2 |2 X D EYED EIE(L Y 27 K752 L, i 54 5 L B,
M - BE AR L.
FHE 500 mg (B A KON 12 320> KEE 40 kg BL_ED/NR).

o ENLXETEIL (VA /LZRNARY AT —PHHEHA)
WIS SARS-CoV-2 | X 2 EYUEDEIE(L Y RV KT 20T 2%, ARAIOERGHNLE L
BEZHONDHEHE.
ML 1 H21ME, 5HB&EOES.
FH&: ¢ 1171 800 mg (18 %14 |).

- 10 -
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o VU XYT (BT B IL-6 ZRIRHUA)
W& : SARS-CoV-2 (IZ X Bk (72721, MBEREG2ETHEREICIRED).
Rk BIBREAT uA RIEEOHFFICE O CTHELERMEE. ERNSE L WHAIS
X, PIEERERT 5 8 BEFLL EOMIEZ &1 T 1 [BhEN# 5 A,
A& 1] 8 mg/kg (BKA).

o =)L~ hlLLb/ VU MBI (3C-Like 7' 1T 7 —EFHEH)
)5 SARS-CoV-2 | L D IEGIEDEIE(L Y A7 N1 %2 AT 5%, RAIOERGPMLE L
EZLNDLEBE.
MiE 18200, 5HRERAOES.
A& : =L~ Ll ELT1HE300mg XN hFE/LE LTI R 100 mg (KA
D12 R Lh B2 D IRE 40 kg UL ED/NR).

25121 TR/ L B0, BIEDNLHFEE 1 DBEDRSEE HDOTHDH DD, KHIZE
DI R NRIRIEIZR SN TS (¥ 25.122)[9]. ¥V ET /A AT ET KRV b
BB TIIERED D FEE | ORBRFMERA S, ) BT/ AT B T ITEERO SARS-
CoV-2 EIARAEE ~ M SN 525, I RIS LTEERY 27 R+ 2/ 2 8HIC
REIN TS, 2D OEANIFRAFEFETH S Z LIk D, BEROBE~DIRELE L
TIEBE R OEREFENE I s TRERRENEEZEZOND. BRODH VA NVAIETHD
EFENAXETELKEN= L~ ML EL - U M FELY, BIENDHREE 1 OBRE~MEHIND
2, JAlE LCEEL) A7 R 26T 5BFICRESNTND. £2, AMITBWTAHI Y
UK X DY IR R S ZORICHEA TVWD N, hY ) e~ T /A AT E~TIdA I 7 e kR
T BHRIEEME T T2 Z ERMEINTEY, 47 8 R K D 5RE ~O &5 I IR
STV [15].

- 11 -
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X 2.5.1.2-2 FIEER~2 AL FDOFE LD

dvet ;N

WNETT/ALFEIT (RETBLUR)
EILRESE L (RESB LA
WU L (RESHUUAR

7l

# 4 L R 1858
i
&
RAEN OB -
S 9E ~ 1ERNTREE #UBM~108/H% #3108 LI "
s & & @ 65

- -4 - B
A & =
B. COVID-19NEEE L ABMDERZHA

¥1 AYERT/ALTERT, VrAOERT, EILRXRESEIL, BEBADLLTFEIITEEILY

A DBENBEOHH B
X2 ETOBENEELT 20T TIEILEL., £EDK205PFEIC, HSWHAEEICLLIEZFILID
N, DOFUBEEOBRICESDTININERFIEDLLIZENFREND

Hi#L : COVID-19 \Z% - 2 SMTEH DB 2 S5 55 13 i [15]

COVID-19 DYLHIZIE, SARS-CoV-2 JEYH M —HRAY R EYSE~DIRIR L [FAIERIC, HukO R
FIC—RIBHRNZ T OND L OICRDZENEETHSH. BPENELE L TODRE T, HE
DOBEDEINT 5 Z & CEFEEFEMNRIAT 5720, B 27 BMEL, EREERIE O B 1
EVARE UTHETORBBIE L 26 I D2/, RFEER TRy, BJBiE kL, 67k
5 ERREIROEDICEN Y, 2T 2 2 LGRS, 202242 AREEIZBW T, #
278 RIS K DR R S B I HE TR L TR, ERETROEIBITNZ, STEEOR
HIRENCHEZ KIE L.

F7o, 2022 42 ABUE, AIMIZBIT DU 7 F 2 2 BIEEFESE T 31T 78%LL EIZBE 528 [23], U
7 F B D ORFRIFGEIC X D FRPUR DR, B O@mWERKHBIC LT LA s
AN — GGG AE SN TEH Y, 3 B HBEESIED 51T 5. COVID-19 DINRET, Dk )

- 12 -
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IR & PARE N, YT oM %, ABMEZE DT SARS-CoV-2 I[ZH N7 1R#
OB NRS EENTND.

INHDZ END, ZHETOHFEAEEZRY BT 1T, COVID-19 OIURIFHmD CTEHETH
% . SARS-CoV-2 DEILILK 2T 5 7260, G D B 16 L T 2 L <2t 3 5%
72lz, BIELY 27 24 L7 WEBE U EEROBEE bR LT 5, BE CRMEICARIE 6
IR DHY A NV AR OMLEMIT, HFEFIZENEEZOND.

COVID-19 DIREIEK OV OO I, BFET 5.

2022 45 10 A 4 HEFSRTT, AFTIE, TA/LARNAKRY 2T —FHEAOL LT T ELKN
E/LXET I, 3C-Like 7u7 7 —EHER D=L~ LN+ U FFE/L, SARS-CoV-2
HRPEREDO D) BT /A AT EY T, VY hrEYT KOTF XA~ T /v hew 7,
JAK BRERID R S F =7, IL-6 ZREFUED F 3 U X~ 772 E 7% SARS-CoV-2 J&YLE 1R 4R
ELTARBIN TS,

FRPUASTIE, A7 e U RICHT 280N ToR8ZNRH L Z 1D, MoOIEHR
ERFEHCTERWGEICEEERFIT 22 L3N TND.

BRODOHIANAIKL LTEAXETELER=/L~ hLJLEL « U M FELD 2 FINEf
ERERHLTCOD, ZROOERITY 7 F o REMOSEELY AV INT2 8T 085 %
WL L, TXRLETO AT COBRKRBREEICIESWTRY, BEDT 7 F o Bifig
(80%itH) [38] RALEKE (4 X 7 v VR ENR), HIEY R 7 K+ OF EA M7 WER I L
T, SERBERLE R EORGIR EOEIRSED R A2 R LIERR B OFLT A /L ZAFITRZ2 0,

F£72, ARFRD SARS-CoV-2 JEYLE B ITEIED b FEIE [ DREHAE HOTWHH DD, %
FED D PESE T Zxt5 & LI R ONERAIE, FAlE LCEELRY A7 R 2 6T 5 EBE
A SN _&EE LTHERAGHEAIREN TH S, BEEROA I 7 v U RIZT V& BRLLETO
FRIC L DY & el U CTEIRD RN OO, YD E N LD, FENBRYS B bk
BEDHEINL, EFROEBECRFTED ORI RENHSIRELE 2> TnD . 9 LITREs
B, ERAEEECRET O A A S 972012, TEYEIE O 53 A HT o v EGYE (X BED 2
UMW A TN P LERRD S FA~EETH 2 & batsiiTish, BEETHEMHEIC
A AHE T, LY A7 KT OFERLY 7 F L EROG b LA FETH 20
DT A N AT R =— AR EmE > TN D.

2513 B PRBAS ETE
S-217622 I, SARS-CoV-2 &Y~ U AE T /WZI\WTHEIRAF 72N 7 A L 2 Tl OIK T
DHERR S (2.4.2.1.3 HSMW), 2021 47 A0S EKRRBRZBIMG L7z, 2022 46 H 7 HHE, K
ROBAF Ny r—rO—8RE LT, §1HERBREZ 1 3BRE T L, # 1 RO 2/3 FHER
& 1TRBRERL TV D (£ 2.5.14-1 ZR). 7eds, RRIOBFHF K OERRERIE, IS ERE
PR & OFFTIRICEB W T, AL O b, G5 L7z,
2021 4F 7 A5 BA U7 ERERR A RIS 1 FHRBR (LLF, TI1211 #B) 1280 T, AHIOE
W 2 RO T R B, 1 B 1 A5 B O AEEER G217y, 790 L7 & % TRk
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S-217622 2.5 BEIRIZBE9 2 G REAM

RANCEB T DR R ONEEEE MR Lz (5.33.1-010 2. 0k, 2021 4 9 ANnD
SARS-CoV-2 JEHLH 855 2/3 FHEER (LR, T1221 #BR) ZBAsA L7, T1221 kBRI MERE(E D)
OHEIEDRRGE 2t R & U5 2/3 MR & L CEE L, & DN Phase 2a Part TIEAA|D
P ANV AR E PRRENFM 5 Z &, Phase 2b Part CIEAK] O B o i IR 2 T
LT A VAN R 2295 Z &, Phase 3 Part & UF Phase 2b/3 Part CIIAK| DA RN % FRFEd
D2 EaETEHME Lz, £, MR SRE 1 FIERMF B EARER (LT, T1215 R&BR) Tik
TaAXT Y (PHEX NI E [P-gp] FEH), BANREZ T (HLRAMMES 237 E [BCRP],
BT =4 N T AR —H—KY~XTF R [OATP] 1Bl LN OATPIB3 &) K ONA Rk
v (B¥AF A T AR —4— [OCT] 1 } O multidrug and toxin extrusion [MATE] 1 2/E)
& OFEYFR AAF R 2 7 AT L 72

AEEHE, % 1MHRRTH S TI211 RO am— b A b ak— kS, TI215 &8, N
55 2/3 #HFRER CTd 5 T1221 7%k Phase 2b Part K Uf Phase 2a Part OfE RISV THERKRT D H D
Tho.

IRFERBROHER I B, BRET 2.

ﬁiﬁlmﬂ o=V LT, HIHRR 2 RN T L, F23 MRBAERT THD (F
2.5.1.4-1 ).

fERER ARG 5 1 AR (T1211 3ABR) KO 1 fHIEMME AERER (T1215 35R), SARS-
CoV-2 JEY 555 2/3 #H3ABR (T1221 7XBR) Phase 2a Part }2 (X Phase 2b Part D B IS %
2022 2 A 25 BICAHIORGEARBIGEHFE 21T 7223, [ 7 A 20 H O3EFESF - I
WIS (B RIBAME) 13BN T, TI1221 3Bk Phase 3 Part 5 OfSE A & » Tilkkodas & fllr S
7. 4lAl, Phase3 Part D FERFERE AFL, BIFHIAEIT 72,

7235, AANDBAFE B OREIRFRER T, 3G RS O HAE (PMDA) 5% & AHI K OMihisk
GRSy DY

B2, ABOFIMEEZRFET 2 Z & &2 RS L7z T1221 588k Phase 3 Part DA E 2OV TC
1%, EFHMARCEATEE, PMDA, KEEMEELREORSIY R L OWi#EL T, £0OF
FHOEF UM E 2 72 ECFEM L7z, EREEARELRZORY ML 254223 H
\ZRT.

2514 PR EREREDEEDEST

AFN D2 T OBHRRIRIT, ER ORI (GCP) WA KT 2, ~ YU RHE
M S A AT ORERIIERY, WONTHFZEA S S N B H A - TEBL T\ 5.
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S-217622 2.5 BRIRICBE 9 2 WHEFEAM
# 25141 i R SR O
GREFEE 7 TEBOE, 5 ik ﬁ%‘ (5@2‘2) s | fj}fi
E5) i )
TR E |38 1T 2 S EhRE R O R A R
<=zjk—hA, B, D, E, I> W
S-217622 (%&¥#&#1) 20, 70, 500, 1000, 2000 mg¥ %7 T &R & 22 R 5. 50 S217622
SAD Part |< Zi/k— hC> : BBAICH T 2 AFOEE o . '
S-217622 (BBHFN) 250 mg XX 7 7 B R & EER L OB% (Ghal — - 2[H] 38)
EAEE) (282 v A4 — N—TH 5.
<=agk— KF, H> S5 o
S-217622 (#¥&#!) 375 mg (Day 1), 125 mg (Day 2~5) X377 &R (Day 1~5)|5H
ZZefEREC 1B 1[E S
R, <=adkR— RG> : CYP3ARHE & O3 BAE ST
TI211 |—EHEH S-217622 (%&¥&#) 750 mg (Day 1), 250 mg (Day 2~6) Xix 77k~ (Day 1~6) 6 F -
(533.1- |2 ¥V T4 % ZefEREIC 1A a5 ) H A =T
01) |IIFEEM), XY T AT ay T2 mgh ZEERHC S (Day =2, Day 6).
7 Z B AR% R BE -
7 *f MAD Pt (Z(S)) 125 mgHE :
< =@~ N> 250 mght :
S-217622 (125 mg$E) 375 mg (Day 1), 125 mg (Day 2~5) XiZ
77 %R (Placebo-B) (Day 1~5) % Z2fER5IZ1 H 1[al4% 5. SHE

<azxr—rO>
S-217622 (250 mgéi) 750 mg (Day 1), 250 mg (Day 2~5) XiZ
77 %R (Placebo-D) (Day 1~5) % ZEfEHEIZ1 H 1[E[# 5.

Placebo-B :

Placebo-D :
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2.5 ERARIZBE 3 2 M HE R

$-217622
et | e ; , g | JEFIE = FEhti
\l“ SRASS N \,b."v 3] () N f==2 /—— NS
(ﬁgf;ﬂ THA 1RBREE, &5 51k 0 | (5217622 52 it [ Eo e
<ak— hL> : TXH ALV L Oy AER
S-217622 (250 mg$E) 750 mg (Day 1), 250 mg (Day 2~5) #ZEfEHEIZ1 A 1B 5-. 250 meki -
ool pa |7 XA S I mek BT £ 5 Day -2, 5, 9, 14). sam| 2 s
W l<ak—tM> : 7L F=Y r & OB E R " (28) -
B, ESH S-217622 (250 mg$E) 750 mg (Day 1), 250 mg (Day 2~5) #ZEfEHEIZ1 A 1B 5-.
7L R=Y e 10 mgx ZEERFICI S Day -2, 5, 9, 14).
<akw— FP> : EEAIC T D RFORE " 125 meki -
FE Part |S-217622 (125 mg#i) 375 mgx ZEfERs R VB (mhn Y — - @EE) I 2[H] 4 _g
2B B A A — A TR a4
125 mg#iE :
<ake hO> I
TI1211 $-217622 (125 mg#E) 375 mg (Day 1), 125 mg (Day 2~5) Xix %
(5.3.3.1- BA |77 %&®R (Placebo-B) (Day 1~5) ZZZhEREIZ1H 1[EHE 5 SH 24 A A o T
0 |gres MAD Part |<=7R— FR> (16) .
ggfjg $-217622 (250 mgfi) 750 mg (Day 1), 250 mg (Day 2~5) % Placeb_OB'
—BH e, o N P ~
S5 42 X1 77 %R (Placebo-D) (Day 1~5) % ZEfEHEIZ1 H 1[E[# 5. PlaceborD) :
< ak— RS> 125 mgHE :
E#nE Part|S-217622 (125 mgsE) 375 mg (Day 1), 125 mg (Day 2~5) XiZ 5H A 1? m
75& (Placebo-B) (Day 1~5) % ZZHEHEI=1 F 1[EIHE 5. b ﬁ
125 mghE C|< akR— FT> y %
HEE, JEEMR| DIV T (S-217622 (125 mghE) 375 mg (Day 1), 125 mg (Day 2~5) ZZEfERFIC1 A 1EHES-. |5 H [ " PN
ADDI Part |2 %V 5 him v 72 mgh ZEMEME I #25 (Day -2, Day 5). a4 ‘-7'
SMRVEZER 2 it L7 3B e
T1215 S-217622 (125 mgsE) 500 mg#% ZEfEREIZ 5 (Day 11). »
(5.3.34- |HEE, FEMR|PIF T 025mg, BANAXFL25mg, A h/L 2 2500 mgk ZEEREIC 1 - Hifm] 4 T
04) (Day 1, 11). (14
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S-217622 2.5 ERARIZBE 3 2 M HE R

S N - . gBE | OEE | L = FEhti
(@%gf;ﬂ THA 1RBREE, &5 51k 0 | (5217622 52 it [ Eo e
A R OV Z 2R
H 33 5 B GE (B 9 2 bhi ot B ERR

E:N
- 6 1HEM :
ase e
2a Part (46) A% T
2HHELIEM -
Phase 428 A i [F T
2b Part 285) | ®E | 1pEM: "
<750/250 mgiE >
S-217622 750 mg (1 H H, 250 mg#E x 3, Placebo-B x 3),
250 mg 2~5H H, 250 mgfE x 1, Placebo-B x 1) Z1H 1[al4#% 5.
Ti221 |EEHAL, Phase | <375/125 mghf > 1821 2H B U :
(535.1- | “EHEMR, 3Part  |S-217622375mg (1 H H, 125mghE x 3, Placebo-D x 3), SHE | (1213)
01) |77 EARXH 125mg 2~5H H, 125 mghE x 1, Placebo-D x 1) #1H 1[a# 5.
<TTRREE>
7 Z+tA (18 H, Placebo-B x3, Placebo-Dx3, 2~5H H, Placebo-Bx 1,
Placebo-D x 1) %1 H 1EH# 5. H A 1HEA :
L AES| Fhir
VNM (LPO)
(SGP)®
Phase 495
a, b
2b/3 Part (330) DR

CYP=3¥ k7 ua A P450, DBL=T7—4X—2ua v 77, DDI=3#WiHEIEH, FE=R&FOHEE, LPO=LastPatient Out, MAD = X{EWE# 5., NA=7%472 L, SAD= Hi[A|
Wit 5., SGP =3 > AR —, VNM=-hF A

Placebo-B : 125 mg $& & AMBLASEEIIRAE T, S-217622 %8 F 72 W EEA.

Placebo-D : 250 mg & & SMELDSERAIARRE T, S-217622 &5 £ 72\ FEA.

a  HAEEFE
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S-217622 2.5 BRIRIZBE9 D AEFEREAT

b RN A R L2 WSS, BEEFIE (S-217622) 13480 (320) Bl TH S.
¢ VUHR—NVTIEIEREITHANLS LN T.
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S-217622 2.5 BEIRIZBE9 2 G REAM

2.5.2 EMEFIZ I ST
2.5.2.1 HWHEI OB E
BRI LA oG LV e > h &R 25.1.4-1 1277 (2.3.P2.2.1 HEMH).

2.5.2.2 HEEDNAFT R S EY T 1 LBERIEEYFEHEFSE

T1211 3R M OF T1221 3R THV 2 125 mg $E K& Y 250 mg $E1%, Ao DR 3[Fl—Tdh %
EEEWVORAITH Y [EBREIRSOEY FRRERBRT A R 7 A4 EO—HEIZ DUV T
DRI 2 T3 B2 588 0 B RA O AW FRREMERBR T A KT A v ) 123D < BRI
£V, AWFHRICREE SHE S (23.P22.1 HER).

T1211 FBRIZ BT, RIS S-217622 ORREA] (24— K G, 84l) & L <L 250 mg &
(A= FLKEOM, FF28#l) %, Dayl M7 750 mg, % D% Day 2~5(2250mg & 1 H 1 [A]
ZEMERE AR NP G- LTz & & DR @ MIET IR (Coa) M O G-HE2) b 5 [ERRIREFH] © (24 IF[H))
£ COIM TR AR P RS (AUCo.) Z Lol Uiz, SRmAIR G164 2 8EAlR 5T o
Crnax & TN AUCo.. DA DI, Day 1 XU Day 5 TWTNHH 0.7 5 TH 7. HBRE
MBI HRBREEE TH D b O D, SEAIEE G- OBREE TIRE A G & T o 72
(& 2.522-1 ).

# 2.52.2-1 S-217622 % BEHISUTIREH TH G- L1z & & OIYENRE /R T A — X D Hhi
S T ST 0D b
ak— bk LEOM ak— kG a7 — bk L ROYM (FEHY
B5H KRG A—H GEA) () R — b G (EHFH)
%k 28 8
1HH Cinax (pg/mL) 32.8 44.8 0.732
AUCo- (ug-hr/mL) 549.4 818.4 0.671
%k 28 7
5 HH Cunax (ng/mL) 48.0 66.3 0.724
AUCo- (ug-hr/mL) 922.2 1337 0.690

Hih : 5.3.3.1-02_S-217622-CPK-012-C_Table 7

2523 BEDEE

T1211 RBRIZEBVT, S-217622 (EA) 250 mg Z @A 8 BICZEMER L OV RE (Fh 1
U— - EIEIR) [CHEREO#E L, 28287 n 24— _—F VA NI TRFOMELRFTL
7-.

ZENEIRF B G IRFIZ6T 5 BRI GHRFD Crmax D i/ N T LD b (90%(E 1 X [H]) 1% 0.8508
(0.7507~0.9644) Th -7z (F 2.52.3-1 ). ZEfERFE G I3 T D BIZBEGREO 5 RE D
TR FEE T AE PTRE BoRE IR AR C D U R EE—FRE [ AR N T A (AUC o)) B OVRERE] O 7> & SEBRKIF
] = T 5% v i FE—HREFE] AR T TR (AUCouns) OB/ "R DL 90%I5 1 X I,
WAL 0.8000~1.2500 DFEFAIC G iz, T 70, B BEG-REOD B MAE PR B BIEERER (Timax)
1% 8.00 FEfICTH YV, ZEERHE G T 2.50 BRI CTH 72, BHEBEEGIZE VT, S-217622 @ Crax
1L I5%IK T L, S-217622 @ Tax 1% 2.50 K525 8.00 REJIZEELE L7223, S-217622 D AUCo.1ast
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S-217622 2.5 BEIRIZBE9 2 G REAM

KON AUChint (BT T Do T2 (32 25232 ). BFIZL 5T Troax DIBENTRD SN2 H D
D, ﬂE‘E/H/%Eg W%t L/‘/Cﬁuurhé/j ﬁﬁf;%%@ﬂ%@%ﬁ% R Y AWAY RN

# 2.52.3-1 S-217622 (¥ Al) 250 mg D ZERGIRE o V14 HRIRE N e G-RF O R F O
&/ " RTHO
& R R/ = (90% I HIX 1)
ZE G b BHREE Bt B 522 IR
Cinax (Lg/mL) 15.2 13.0 0.8508 (0.7507, 0.9644)
ifg AUCo1ast (g hr/mL) 906.8 949.4 1.0470 (1.0061, 1.0895)
AUC-inf (ug-hr/mL) 913.7 955.7 1.0460 (1.0047, 1.0891)

Hi# : 5.3.3.1-01_T1211 interim CSR-3_Table 11-20

#* 25232 S-217622 (%&iEA) 250 mg D ZEGIRE M OV 4 HARIRR 1§ 515 O S B RE /<
A — X
o (VI (EBRE)

INT A—H

ZE NG 5. BHRES
%k 8 8
Cinax (ng/mL) 15.2 (23.6) 13.0 (8.5)
Tmax* (hr) 2.50 (1.00, 12.00) 8.00 (6.00, 12.00)
AUCo-1ast (ug-hr/mL) 906.8 (15.8) 949.4 (16.1)
AUCo-int(ng-hr/mL) 913.7 (16.2) 955.7 (16.6)
ti2,z (hr) 43.1(20.2) 40.5 (23.4)
MRT (hr) 73.4 (12.7) 73.1 (13.8)
CL/F (L/hr) 0.274 (16.2) 0.262 (16.6)
V/F (L) 17.0 (8.8) 15.3 (9.9)

a  TURE (h/ME, ROKME).
i - 5.3.3.1-01_T1211 interim CSR-3_Table 11-1

F72, TI211 BRIV T, S-217622 (FEA) 375 mg Z (AL 14 BIZZEIER X OV &% (Bl
ol — - G@IER) ICHEEROESL L, 28207 g 24— R_—F W1 NI TRFOFEL K
FfL72. ZOKED S-217622 DIEMEIRE/NT A — X &K 2.52.3-3 [TR-T.

TSGR GR35 T 2 BB G FD Crax, AUCo1ast X Y AUCouing O 8/ fi /N Z %) O bt
(90%(EHEIX[E]) 1%, T4 0.9320 (0.8134~1.0679), 1.2435 (1.1400~1.3564) K " 1.2447 (1.1396
~1.3596) Tholo (£ 2523-4 ). BHEKGITL 5T S-217622 D AUCqu1ast X TN AUCo.ing 13
TR 24.4% K D 24.5% K L7203, Coux DA/ N DD 90%1EHEH X 1% 0.8000
~1.2500 OFPHIZE EnTz. Fo, BEEGHRFD Tnld 6.00 K TH Y, ZZMERHE5-TlX 2.50
B Ch o7z, EORERND, BFICL 5T S-217622 O Toax DEENFBD HNTZH DD, 228
R (2K U CERARIMICER D & 2 72213380 b Lo 7z,
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S-217622 2.5 BEIRIZBE9 2 G REAM

# 25233 S-217622 ($iE#) 375 mg DZEMIIG K OV A% HLIBIRE 1 £ 5RO SEWBIE < T A —
74
Plasma S-217622
Parameters 375 mg single dose (fasted) 375 mg single dose (fed)
N 13 14
Cimax (ng/mL) 21.4 (23.5) 20.0 (16.4)
Trmax (hr)? 2.50 (1.50, 4.00) 6.00 (1.50, 16.00)
AUCo-1ast (pg-hr/mL) 1222 (22.6) 1519 (14.8)
AUCo-inf (ug-hr/mL) 1236 (23.2) 1538 (15.8)
t12,2 (hr) 48.2 (22.3) 48.5(20.8)
Az (1/hr) 0.0144 (22.3) 0.0143 (20.8)
MRT (hr) 75.6 (16.8) 76.6 (18.7)
CL/F (L/hr) 0.303 (23.2) 0.244 (15.8)
V/F (L) 21.1 (17.7) 17.1 (13.9)

Geometric Mean (CV% Geometric Mean)
a Median (Min, Max)
Hi#t : 5.3.3.1-01_T1211 interim CSR-3_Table 11-9

# 2.52.3-4 S-217622 (HEF) 375 mg DZENE R Jo OVE 1% HA[EIHR 1% 5-FE 0D A 3 0D 288
7S G IR - RGEEE BB G/ 2GR
RTGA—H e &%m%dx o %%m%d\ - e /)N e 90%f5 45 X [H]
TRy TR TS Ot TR BB
Cinax (ug/mL) 13 215 14 20.0 0.9320 0.8134 1.0679
AUCo.1ast (ng-hr/mL) 13 1222 14 1519 1.2435 1.1400 1.3564
AUCoinf (ug-hr/mL) 13 1235 14 1538 1.2447 1.1396 1.3596

Hi8 : 5.3.3.1-01_T1211 interim CSR-3_Table 11-21
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S-217622 2.5 BEIRIZBE9 2 G REAM

253 B PREEIE (2 B89 S ML FEET(E
2.5.3.1 HEYEhHRE
2.5.3.1.1 miEEdEE

T1211 REBRICBN T, BANERER A B S-217622 (#E7#A]) 20 mg, 70 mg, 250 mg, 500 mg,
1000 mg, 2000 mg % ZE IR HA (AR 1 B G- L7z & &, Conax S OVIAE HP R EE— IR AR F RS (AUC)
VAR I U TR L7z (3 2.5.3.1-1, X 2.5.3.1-1, X 2.53.1-2 K ONK 2.53.1-3 BHR).

AARN KOV E AR A B TEIC S-217622 (B&#A]) % Day 1| OAEAMHAE 375 mg, + D%
Day 2~5 |ZHfEFFH & 125 mg, XIT B AR ANf@ERER A B PELZ Day 1 O AR HE 750 mg, £ D
Day 2~5 |[ZHERF & 250 mg 2 1 B 1 [BIEROES Lz, BARANERER A BIEIZB VT, Co
KON AUC IR EICHp L TR Lz, 72, BARAROHAMERBR A BHEICBNT, K
PG Day 5 D Cumax X ¥ AUCoc 1 Day 1 & LERTRORE K L7 (3 2.53.1-2 KUY 2.5.3.1-4
Z ).

H A NEEERY A 2ot S-217622 (BEA!) % Day 1 OB A TR & 375 mg, % D% Day 2~5 (THE
FEH & 125 mg, X Day | OAAMHAE 750 mg, < D% Day 2~5 [CHERFHE 250mg 2 1 H 1
RIZERE IR SR e B LT, AR NERERC A 2P EIZ 3BT, Day 1 2T Day 5 @ Crax &2 O AUC
ITHEICHAI L THR L. (R 25313 KUK 253.1-5 2R). £72, HARANEERE#REIC
S-217622 (§2Al) % Day 1 O FEfj & 375 mg, = D% Day 2~5 ([CHEFFHE 125 mg 2 1 B 1 [A]
ZERERERERR D G- U7 e DIRER 1Y, AARNEERER A ZYEICF CAERE TR E Lz s & LH
FETHoT- (F 2.53.1-4 LUK 2.53.1-6 BR).

R G A AE, FOBRAMARD 3 H0 1 0BZH#ERFAES LTRSS THZEICK
0, BEHGHIH DGR T & CRREOBRENED b,

# 2.53.1-1 S-217622 (% 7) 20~2000 mg 2= JE ¢ Hi[ERE O G-RF O M BNRE N T A — X
(GEINEII VL)
JRES. I TIE (%ZEBRE)
20 mg 70 mg 250 mg 500 mg 1000 mg 2000 mg
il 6 6 8 6 6 6
Cinax (ng/mL) 1.70 (15.0) 5.20 (18.5) 15.2 (23.6) 32.6 (19.0) 63.8 (39.1) 96.9 (16.5)
Tonax® (hr) 2.50 1.50 2.50 2.00 2.75 4.00

(1.00,4.00)  (1.00,4.00)  (1.00,12.00)  (1.00,4.00)  (1.00,6.00)  (1.50, 8.00)

AUCons (nghr/mL) — 82.00(19.5)  289.1(15.4)  906.8 (15.8)  1975(15.9)  3341(352) 6311 (22.0)
AUCoinf(ug-ht/mL) 9144 (243)  291.0(157)  913.7(162)  1987(16.1) 3370 (35.5) 6346 (22.2)

ti/2,2 (hr) 426 (18.6)  457(11.9)  43.1(202)  422(146)  48.1(113)  43.1(15.6)
MRT (hr) 61.8(18.7)  673(134)  73.4(12.7) 68.2 (9.0) 70.3 (9.3) 67.4 (8.4)

CL/F (L/hr) 0219(243) 0241(157) 0274(162) 0252(16.1) 0297 (35.5)  0.315(22.2)
V./F (L) 13.5 (10.2) 15.9 (9.0) 17.0 (8.8) 153(13.5)  20.6(26.2) 19.6 (21.7)

a

HRAE (e ME, Rk AE).

fHt : 5.3.3.1-01_T1211 interim CSR-3_Table 11-1
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S-217622 2.5 BEIRIZBE9 2 G REAM

X 2.5.3.1-1 S-217622 (%) 20~2000 mg 225 s HA[A1H% 1 452 - 0D SR i % Fh R FE HERS
(BANFERERR A B (F M amdh, T o Frock%idlh)

150

125+

Mean (5D} Flasma Concentration (pg/ml.)

0 24 48 T2 96 120 144 168 192 216 240 264 288 312 336
T ime thr)

O 20mgsngledose @ T0mgsmgle dose A 250mg smgle dose
A 500mg smgle dose ¥ 1000 mg single dose ¥ 2000mg simgle dose

1000

Mean (S0 Plasma Concentration (ugfrml.)

0 24 43 72 96 120 144 163 192 218 240 264 288 312 338

Time (r)

O 20mgsingledose @ Tlmgsingle dose M 250 mg single dose
A 500mgsmgledose 7 1000mg single dose ¥ 2000 mg single dose

FATEE = R R 2. 6 Bil/BE, 250 mg ¢ 5-HE1 8 f4il.
i : 5.3.3.1-01_S-217622-CPK-004-A_Figure 2
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X 2.5.3.1-2 S-217622 (f&¥EAl) 22 HLAIRE D G- RFD & & Crax DBIFR (A AR AR
NFE)
150
125
o 8
100 ©
3 ° °
= 75 Q
E: o
5 o
E
© g R o
O Q
25
ol ©
2|n 2;0 5u|n mlnn 2nlnn
Dose (mg)

O Indwidual values A& Mean (5D) values
o: fllxDOfE. A : FWFTAIE + BEUEMRE. 6 FI/FF, 250 mg #5-FEI% 8 £

—  [EUFHIBR (Cmax = €218 x Fl 5L 0899),
HHg : 5.3.3.1-01_T1211 interim CSR-3_Figure 11-1

Regression line |

X 2.53.1-3 S-217622 (F&EA) ZEHEIFHLAIRE 1 8 H-RFD 8 & AUCo.ine DBIFR (B A
FER N T )
10000
8000 | 8
S 6000 - g
: .
E ° o
E 400
U:
z g
o o
2000 g ©
-
zlu 25|n 550 m‘uu 2uluu
Dose (mg)

|O Individual values A Mean (D) values
o: fEHxDfE. A : BATCELME £ R 6 B/, 250 mg 851X 8 4.
— ¢ R HAR (AUCoine= €743 x B 0926),
HH8l : 5.3.3.1-01_T1211 interim CSR-3_Figure 11-1

Regression line |

- 24 -



S-217622 2.5 FERICBE S 2 ST
7 2.53.1-2 S-217622 (f&¥##Al) @ 1 B 1 [AIZZfEREEAE R O #& G- O I ERE T A — &
(AARANIT A AR FE)
LA (N TRED)
S5 R 375/125 mg KE# 5 750/250 mg X 1E &5 375/125 mg [KAE 5
(AARN) (AARN) (EPN)
Day 1 Day 5 Day 1 Day 5 Day 1 Day 5

% 8 8 8 7 8 8
Crmax (ng/mL) 29.5 (18.6) 30.4 (8.0) 44.8 (21.4) 66.3 (16.0) 22.7 (10.9) 26.3 (15.3)
T (o 1.50 2.00 3.00 2.50 1.75 1.50

max (hr) (1.50, 4.00) (1.00, 6.00) (2.00, 3.00) (0.50, 6.00) (0.50, 4.00) (0.50, 4.00)
C2s (ug/mL) 17.1 (15.3) 21.3 (10.6) 29.9 (19.6) 48.9 (13.8) 12.7 (15.3) 19.0 (19.2)

AUCo-: (ug-hr/mL)

484.5 (13.6) 597.4 (10.2) 818.4 (20.8) 1337 (15.0) 350.8 (10.2) 516.5 (14.6)

a  URE (RME, RORME).

Cos= 5 24 BEREI B O M AE P S-217622 )%

375/125 mg L =Day 1 O 375 mg, D% Day2~5 12 125mg & 1 A 1 BIERO&HE
750/250 mg [ #5 =Day 1 D 750 mg, % D% Day2~512250mg % 1 A 1 BIER &S
Hif : 5.3.3.1-01_TI1211 interim CSR-3_Table 11-2, 5.3.3.1-01_S-217622-CPK-001-A_Table 3 24%8

X 2.53.1-4

S-217622 (J&#E ) Z2fERE RS N 5D Day 1 225 Day 5 & TOYH M E
M1 S-217622 JREEHERS (A ARNSIT A ANRERER A 5 1)

30

60

20

Mean (3D) Plasma Concentration (ug'ml)

24 4z T2 ] 120
Tirne ()

| O 375/125 mg multiple doze (Japanese) @& 7500250 mg multiple dose (Japanese) A 3757125 mg noltiple dose (White) |

BN TEEIE £ EEYERE. 8 BI/RE, 750/250mg Bf TIII% 514 48 WRRILLE 7 441,
Hi#t : 5.3.3.1-01_S-217622-CPK-001-A_Figure 7, Figure 8 25
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# 253.1-3 S-217622 (5£/) » 1 A 1 [IZEMERF AR A & B OB RE /ST A — % (H
AR NBEFE RN 2 E)
S E (%R

IRT A=K 375/125 mg/ % 5- 750/250 mg/X % 5-

Day 1 Day 5 Day 1 Day 5
#il4K 8 7 8 8
Cmax (ug/mL) 22.3 (14.8) 28.1 (15.6) 39.9 (18.3) 55.8 (15.2)
Trmax (hr)? 2.50 (1.50, 8.00) 2.00 (1.00, 8.00) 3.50 (2.00, 8.00) 2.25 (1.50, 4.00)
ti22 (hr) NC (NC) 51.4 (19.0) NC (NC) 48.7 (18.6)
C24 (ng/mL) 14.0 (11.3) 17.7 (10.7) 23.6 (23.1) 36.1 (17.3)
AUCo-r (ug-hr/mL) 3729 (12.0) 5183 (13.0)  644.4(21.0) 1019 (16.3)

a  FURE (IME, EOKME).

Cos= 85 24 FFfI#2 O M S-217622 £, NC = Not calculated

375/125 mg K E =Day 1 ®F 375mg, Z D% Day2~512 125mg % 1 H 1 [HER KRS
750/250 mg K E =Day 1 D& 750 mg, D% Day2~512250mg % 1 H 1 [IER D &5
Higt : 5.3.3.1-01_T1211 interim CSR-3_Table 11-3

¥ 2.5.3.1-5 S-217622 (#E#) ZEERE AR M #E 5 RFD Day 1 726 Day 5 F TONFEJMmAgEH
S-217622 JREHER (H AR NMdERER A )
80 -
60 |

Mean (SD) Plasma Concentration (pg/mL)

| |
0 12 24 36 48 60 72 84 96 108 120

Time (hr)
o 375/125 mg multiple dose (JPN female tablet)
e 750/250 mg multiple dose (JPN female tablet)

FUAFEIME £ B UE(R 22, 8 BI/RE, 375/125 mg BETII% 5% 96 FERILAME 7 1.
Hi# : 5.3.3.1-01_S-217622-CPK-007-A_Figure 3 2%
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# 253.1-4 S-217622 (FEF) @ 1 A 1 BIZEMER AR A & G-REO KW EhRe 7 A —% (A
AR NEERE = )
S E (%R

IRT A=K 375/125 mg/ % 5-

Day 1 Day 5
IR 11 11
Cunax (ng/mL) 19.7 (24.0) 23.8(17.1)
Tomax (hr)? 2.00 (1.00, 4.00) 3.00 (1.00, 4.00)
tin,z (hr) NC 58.9 (16.9)
C24 (ug/mL) 115 (23.4) 17.1 (19.7)
AUCo.¢ (ug-hr/mL) 3192(22.7)  446.1 (17.4)

a  FURE (IME, EOKME).

Coa= ¥ 5. 24 Bt DM AEH S-217622 J2JE, NC = Not calculated

375/125 mg K E =Day 1 ®OF 375 mg, Z D% Day2~512125mg % 1 H 1 [HER QKRS
Higf : 5.3.3.1-01_T1211 interim CSR-3_Table 11-11 2¢ %5

2.53.1-6 S-217622 (HEA) 2GR AR R N % 5-RE0 Day 1 725 Day 5 & TOFEHJ AT
S-217622 JREHER (H A N &)

30

Mean (SD) Plasma Concentration (pg/mlL)

0 12 24 36 48 60 72 84 96 108 120
Time (hr)

(0 375/125 mg multiple dose (Elderly, tablet)|

BT £ FEYERZE. 11 .
Higt :© 5.3.3.1-01_S-217622-CPK-014-A_Figure 2
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2.5.3.1.2 kAR, 5%, KB, HEt
2.5.3.1.2.1 4R
T1211 RBRICEBN T, EERERR A BT S-217622 () 20~2000 mg % 22 FHE|Z HAARE 1

H L7 D Tra DFRAEIE 1.50~4.00 FFETH Y (& 2.53.1-1 ZH), 20~2000 mg T Crax
KON AUCo.ing IR EICHBI L THER L2 (X 2.53.12 XX 2.5.3.1-3 28). f@EERLA KL
PEIZ S-217622 (BEA) % Day 1 DA Hfaf & 375 mg, % D% Day 2~5 |[ZHERF & 125 mg % 1
A 1 [BIZEMER SRR D 45 L2 & & D Toax O RAFIT Day 1 KO Day 5 TENZE4L 2.50 KL}
2.00 Rl TH o 7= (F 2.5.3.1-3 BR). R A Lol S-217622 (5E4]) % Day 1 O A B &
375 mg, & D% Day 2~5 |ZHERF & 125 mg, XX Day | O A& & 750 mg, & D% Day 2~
S5ICHEFFHE 250mg %2 1 H 1 [RIZEMERFRER OB L7 & X, Day 1| XU Day 5 @ Ciax X O
AUCo [THEIZEHHI L TR L7z (£ 2.53.1-3 ).

2.5.3.1.2.2 oKl
[14C]-S-217622 DIfLiE# > /7 #EE3R1T, & FT 97.7%~98.7% T~ 7= (2.6.4.4.1.1 THER).
F72, B MIBITD [C]-S-217622 @ in vitro MERFEITHIL 5.2%~8.0% Th > 7= (2.6.4.4.1.2 17
Z ).
fERERR N BPEIT S-217622 (FR#EA) 20~2000 mg & ZEfFIFICHERR O &5 Lz & O RNTO
KRS IRFE (VJ/F) ORMEMEIL 13.5~20.6 L TH-o7- (F 2.53.1-1 BR).

2.5.3.1.2.3 KB R U B
S-217622 @t FFHIREIZ I8 1T B E 7R IR I, Bkicki< 7 v 7 v VAL KL OWE A T
JAETHY, Mz 7 o b bR bz, S-217622 DRHHREITEEAFAET H Z L ARB S h
72 (2.64.5.1.1 HZW). v MTMIEZ AW TE LY (S-217622 triazole N-desmethyl [M4]
K OF S-217622 indazole N-desmethyl [M5]) 1%, b7 1L (CYP) 3A4/5 & Tei8%dD CYP 45+
FIZK VARSI TND Z PRI N (2.6.4.5.1.2 HESH).

T1211 RERIZBNT, AARNERERR A BT S-217622 (#EA]) 70 mg % ZEfEREHRIRR O £ 5-
Lzt & o, mFELRORE AW EMREE (S-217622-CB-064-N §Bk) OF5E, 14 & ORF
TlE, RELD S-217622 et EEARMy & L TR SN, mIEF T S-217622 287 a v
b E 7= (S-217622 indazole 4-C1 [M6]) 23R 41, JRHTIE S-217622 D R U 7' —)b
B EOLA F LR (S-217622 triazole N-desmethyl [M4]) 23 H &7z (5.3.2.2-07 BHR).

T1211 RERIZBNT, AARNERER A B S-217622 (BEA) % Day 1 O A Eff & 750 mg,
Z D% Day 2~5 ICHERF B 250 mg 2 1 H 1 RIZEEREER OR G- Lz & & D, S-217622 KE
{BARIZ%d % S-217622 indazole 4-C1 (M6) @ Day 1 }2 O Day 5 (2351 5 AUC.. tilff (NZ Day 5
B 5% D AUCoin lEIZWT D S%UARTE TH o7 (F 2.53.1-5 /). F£72, S-217622 (Al
250 mg A HiElE G Lo & & D, S-217622 REALARIZXT T 5 S-217622 indazole 4-C1 (M6) D
AUCoint 1T 8.0% TH -7 (£ 2.53.1-6 ).
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PLEX Y, TI211 BERICEB T, S-217622 OIMHHRFEIZST LT 10%%2 8 2 DU 2 =R
Wix 7o & L 7=,

# 2.53.1-5 S-217622 (8E71) © 1 H 1 [E1ZEJERERAERE O $5-F 0D S-217622 (2417 %
S-217622 indazole 4-C1 DA Akt
KT (%EBRED)
INTA—H Day 1 Day 5
MR, o0 0.00397 (34.8) 0.00866 (28.5)
MR, yg-int NA 0.0448 (28.0)

NA = Not Applicable

MR, = 8-217622 @ AUCo-nr \Z5 ¥ % $-217622 indazole 4-C1 @ AUCo-int D .

MR =S-217622 @ AUCo+ (259 % S-217622 indazole 4-Cl ™ AUCo. D L

AUCO-t

Hi#L : 5.3.3.1-02_S-217622-CPK-012-C_Table S2 %

# 253.1-6 S-217622 (%&iE7#A) H[EH 5% D S-217622 K& S-217622 indazole 4-C1 D HH)
BT A—X
Dosing regimen AUCo-inf (ng-hr/mL)
MR .
S-217622 S-217622 indazole 4-Cl auco-in (%)
250 mg/man
8861002 74910 8.0
N=4
Arithmetic mean
MR = AUCo-inf ratio of S-217622 indazole 4-ClI to S-217622

AUCO-inf

a  Arithmetic mean value of the exposure of S-217622 in individuals whose plasma specimens were used for the
determination of S-217622 indazole 4-CI (5.3.3.1-01_S-217622-CPK-001-A_Table 2).

High : 5.3.2.3-03_S-217622-TB-098-R_Table 4 tkZ

T1211 REBRICBNT, BARANERER A BT S-217622 (BRIEFH]) 20~2000 mg % 22 [ H[E] %
AfE L7z & & ORI (L) ORTTEEI 42.2~48.1 IKfH, AT oey 7Y
7 Z v A (CLIF) OMEEIEIL 0.219~0.315 L/hr TH o712 (F 2.5.3.1-1 BIR). 72, S-217622
(M&IEF) 20~1000 mg % ZE[EREHL[ETRE 1 5 504 T 1% 0~ 144 W[ £ C O R h Rt R 0 g E 5 E
1% 12.9%~21.8% T -7z (5.3.3.1-01 Z/). AARANEEESALZMEIZ S-217622 (§E#4) % Day 1 @
HE M 375 mg, & D% Day 2~5 [CHERFH & 125 mg 2 1 H 1 BIZEMERRER OG- LT &
X tin, X SIARICTH -T2 (F 2.5.3.1-3 B).

25.3.1.2.4 SARS-CoV-2 REFEIZH T 5 ZEYENRE
T1221 75 Phase 2a Part {233\ )T SARS-CoV-2 JEH# 12, S-217622 (§E4) % Day 1 O HHff
& 375 mg, =Dtk Day 2~5 ([ZHEFF & 125 mg (375/125 mg &%), X Day 1 OAA M HE
750 mg, D% Day 2~5 (ZHERFH £ 250 mg (750250 mg £f) % 1 H 1 mIERAOKRE L & &
®, Day 2 XU Day 6 TOIMHEF S-217622 JREEZ 7N L 7= (375/125 mg B 21 # 40 SO
750/250 mg BE 23 il 45 ). HIERG% (Day 2) ROk 5% (Day 6) O MLAE T 4 [X]
2.53.1-7 \oRT. Fie, PIEESH% 20~28 KO MAEHRRE (Cu) OENEZFK 2.53.1-7 1R
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2.5 BEIRIZBE9 2 G REAM

. BRIMEERENCIE D& 0N H 5 L DD, 375/125 mg B K& Y 750250 mg #EZE 40D Day 2 KON
Day 6 O MR EIXFRIFRE TH - 7=,

2.53.1-7 T1221 7Bk Phase 2a Part ® SARS-CoV-2 J&GLE 1Z81F 5 S-217622 #% 5.4 D1
g (ko Pl 5% [Day2], F: 5% [Day 6])
o 5-217622 125 mg
® 5217622 250 mg
70 -
..-E] B0
2
b4
£ 504 X
=
2 WK
40
o XX X
= 30+ w
=l
e a0 -
Eé 20 %o
& © o °%
10
{J_
T T T T T T T
1] 3] 10 15 20 25 30
Time after the last dose (hr)
O S5-217622 125 mg
® 5-217622 250 mg
70 -
E ¢ X
R B 5
2l
£ 50- = X
= ® X
g 40 o *x
o ax
& X ®
30 o
5 °5 °
E 20 2, &P
z o Fo © o
10
U_
T T T T T T T
0 5 10 15 20 25 30

Time after the last dose (hr)

S-217622 125 mg = 375/125 mg &¥, S-217622 250 mg = 750/250 mg A
HEIFE 1% (Day 2) : 375/125 mg Bf 18 B & OY 750/250 mg B 14 fil, & 5% (Day 6) : 375/125 mg B 18 il L Y
750/250 mg B 21 i

HiB 1 5.3.5.1-01_T1221 CSR (Phase 2a Part)_Figure 14.4.1.1
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% 2.53.1-7 T1221 #5# Phase 2a Part © SARS-CoV-2 J&YLF
BT 5 Cr DEKIME
HEIE 544 00 Cas (ng/mL)
FIIEIE R ERRE % T MR
S-217622 375 mg 18-64 3 14.1 0.872
S-217622 750 mg 18-64 2 36.0 -

FEMBRE 12 7%~17 5% 3T 65 kLA RO RRYYE B 13514 0
Hi#l : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.4.1 228

¥ 7=, T1221 3B Phase 2b Part |Z 33\ C SARS-CoV-2 Ji&LE 12,

(BT 2B F AT AV —IT

S-217622 (#E#) % 375/125 mg

1% 750/250mg T 1 B 1 BIKERO#KES L& XD, Day2 XU Day6 CTOIMHEF S-217622 j##
FEZFEN L7, #El 5% (Day 2, 375/125 mg #£1% 110 ffil, 750/250 mg BE1E 109 B) & OAH&
Fe5.4% (Day 6, 375/125mg BEIE 98 5], 750/250 mg FEIE 95 f51]) i AE A X 2.5.3.1-8 (2R

4. F77, Cau DERKAZF 2.5.3.1-8 IZ/7". Phase 2a Part & [FlEEl

Z, BRILFFRIZIZ S SE R H D

H DD, 375/125 mg FEKL Y 750/250 mg BEZALZE LD Day 2 K OY Day 6 O i H i 2 | X [RIFLE ¢

HoT.
2.53.1-8 T1221 35k Phase 2b Part © SARS-CoV-2 AL & 12H1T 5 S-217622 #5544 D ifi.
sErhEEs (& Ml 54% [Day2], T : ki 54% [Day 6])
O S-217622 125 mg (N=110)
X §-217622 250 mg (N=109)
g =
3 X
£
2 8- x x
ik X
g X ’ = XXX .
£ X X X
§ - | >Z< ;;)g(x XX%X&XX
g N % &Xxx x % X%)ﬁ?xx = #
g X o X %% Xx " X
K o ©° x X >¢<oo % % OX%
A oo ° 0 & o o S %O% 2.0
= @0 c0 Boe ®
09" & % © 2% ®
o o] ® oo . (o]
s
[ [ | I [ [
0 5 10 15 20 25

Time after the previous dose (hr)
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& 0 S-217622 125 mg (N=98)
X $-217622 250 mg (N=95)

60
|
X
X
X
X

Plasma concentration (ug/mL)
X
X
X
>3§’<
X
X

20
|
OO
O
ke
e3>
O

I | I I |
0 20 40 60 80

Time after the previous dose (hr)
S-217622 125 mg = 375/125 mg #f, S-217622 250 mg = 750/250 mg #F
WA 5-4% (Day 2) : 375/125 mg #f 110 41 & T8 750/250 mg £ 109 #, A& 514 (Day 6) : 375/125 mg & 98 {51l }
Y 750/250 mg # 95 il
Hi# : 5.3.5.1-01_Pharmacokinetic Analysis Output (Phase 2b Part) Figure 1

% 2.53.1-8 T1221 &BR Phase 2b Part @ SARS-CoV-2 EYLE 2B 254w h 7 21 —IZ
BT D Cou OEHE

Ca4 (ng/mL)
Treatment  Age group N Mean SD CV% GM CV% GM Min Median Max
12-17 2 NA NA NA NA NA NA NA NA
S-217622 18-64 49 17.0 3.80 223 16.6 233 8.90 16.4 26.3
125 mg Over 65 0 NA NA NA NA NA NA NA NA
all 51 17.3 3.95 229 16.8 24.0 8.90 16.4 26.3
12-17 3 40.9 133 32.6 393 359 27.0 42.1 53.6
S-217622 18-64 59 36.8 6.85 18.6 36.2 19.5 21.6 377 513
250 mg Over 65 1 NA NA NA NA NA NA NA NA
all 63 37.1 7.13 19.2 364 20.1 21.6 37.8 53.6

CV% GM = CV% Geometric Mean, GM = Geometric Mean, Min = Minimum, Max = Maximum, NA = Not Applicable
Hi#t : 5.3.5.1-01_Pharmacokinetic Analysis Output (Phase 2b Part) Table 1

2.5.3.1.3 BEFEYE BB
2.5.3.1.3.1 12 BU L TOBEEAEYENREHFRT
T1211 &R (24— b A~P) KU T1221 7B&% (Phase 2a Part % OF Phase 2b Part) 2> 545 517z
S-217622 DOIMHEFHLEE (T1211 FRER 120 1], 3026 45 K% O T1221 7kBk 323 i, 637 s) IZHS
T, RHEEMZEWENRERRHTIC X 0 SEWENRE A FEAM L7 (S-217622-CPK-016-B #X5R). R4 H )
REMEATIC W BR O EE A 3% 2.5.3.1-9 1Z-T. F£7z, RHEHIEEYERBAET I W 7o 1
FOMELF 253.1-10 [TRT.
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S-217622 2.5 HARIZBES D BEERHANL
* 253.19 RESEH SR B REARAT (2 W 72 BUBR DL
Study title Cohort/ Dosing regimen PK sampling time
part
A Phase 1 A,B,D, A single dose of S-217622 (suspension) 20, | Cohort A:
Study of E,andJ 70, 500, 1000, and 2000 mg in the fasted Predose (0 hours), 0.5, 1, 1.5, 2, 2.5, 3, 4, 6,
S-217622 state in Japanese healthy adult male 8,12, 24, 36, 48, 60, 72, 96, 120, and
(T1211) participants. 144 hours postdose on Day 1
Cohort B, D, E, and J:
Predose (0 hours), 0.5, 1, 1.5, 2, 2.5, 3, 4, 6,
8, 12, 24, 36, 48, 60, 72, 96, 120, 144, 192,
and 336 hours postdose on Day 1
C A single dose of S-217622 (suspension) Predose (0 hours), 0.5, 1, 1.5, 2, 2.5, 3, 4, 6,
250 mg in the fasted state or in the fed state | 8, 12, 24, 36, 48, 60, 72, 96, 120, 144, and
(high-fat, high-calorie) in Japanese healthy | 192 hours postdose on Day 1 and predose
adult male participants. (0 hours), 0.5, 1,1.5,2,2.5,3,4,6, 8, 12,
24,36, 48, 60, 72, 96, 120, 144, 192, and
336 hours postdose on Day 15
F,H Multiple doses of S-217622 (suspension) Predose (0 hours), 0.5, 1, 1.5, 2, 2.5, 3, 4, 6,
375 mg on Day 1 and 125 mg once daily on | 8, and 12 hours postdose on Day 1
Days 2 to 5 in the fasted state in Japanese
and White healthy adult male participants. Predose (0 hours) on Day 2, Day 3, and
G Multiple doses of S-217622 (suspension) Day 4
750 mg on Day 1 and 250 mg once daily on
Days 2 to 6 in the fasted state in Japanese Predose (0 hours), 0.5, 1, 1.5,2,2.5,3,4,6,
healthy adult male participants. 8, 12, and 24 hours postdose on Day 5
L,M Multiple doses of S-217622 (tablet) 750 mg | Predose (0 hours), 0.5, 1, 1.5,2,2.5, 3,4, 6,
on Day 1 and 250 mg once daily on Days 2 | 8, and 12 hours postdose on Day 1
to 5 in the fasted state in Japanese healthy
adult male participants. Predose (0 hours) on Day 2
Predose (0 hours), 0.5, 1, 1.5,2,2.5,3,4,6,
8, 12,24, 96, 120, 216, 240, and 312 hours
postdose on Day 5
N, O Multiple doses of S-217622 (tablet) 375 mg | Predose (0 hours), 0.5, 1, 1.5,2,2.5, 3,4, 6,
on Day 1 and 125 mg once daily on Days 2 | 8, and 12 hours postdose on Day 1
to 5 or 750 mg on Day 1 and 250 mg once
daily on Days 2 to 5 in the fasted state in Predose (0 hours) on Day 2, Day 3, and
Japanese healthy adult female participants. Day 4
Predose (0 hours), 0.5, 1, 1.5,2,2.5,3,4,6,
8, 12,24, 48, 72, and 96 hours postdose on
Day 5 and on Day 13 (at visit)
P A single dose of S-217622 (tablet) 375 mg Predose (0 hours), 0.5, 1, 1.5,2,2.5, 3,4, 6,
in the fasted state or in the fed state 8,12, 16, 24,48, 72, 120, 168, and
(high-fat, high-calorie) in Japanese healthy | 336 hours postdose on Day 1 and Day 22
adult participants.
A Phase 2/3 Phase 2a | High dose group (750/250 mg group): On Day 2 and Day 6
Study of Part and Multiple doses of S-217622 750 mg on
S-217622 Phase 2b | Day 1 and 250 mg on Days 2 to 5 once
(T1221) Part daily in Asian (Japanese and Korean)

participants infected with SARS-CoV-2.

Low dose group (375/125 mg group):
Multiple doses of S-217622 375 mg on
Day 1 and 125 mg on Days 2 to 5 once
daily in Asian (Japanese and Korean)
participants infected with SARS-CoV-2.
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# 2.53.1-10 R EAE B DB

Study Background characteristics Mean (SD) Median (range)
Overall Body weight (kg) 64.0 (13.0) 63.0 (35.0 - 115.0)
(N = 443) BMI (kg/m?) 22.7(3.7) 22.0(14.2-37.3)

Age (years) 34.0 (11.9) 32 (12-69)
ALT (U/L) 252 (25.6) 19 (5 -287)
AST (U/L) 243 (14.2) 21 (12 - 215)
BIL (mg/dL) 0.6 (0.3) 0.5(0.1-1.8)
ALB (g/dL) 4.5(0.3) 453.2-55)
CrCL (mL/min) 121.5 (28.5) 118.0 (50.3 - 322.3)
Scr (mg/dL) 0.75 (0.16) 0.76 (0.37 - 1.26)
¢GFR (mL/min/1.73 m?) 92.9 (18.7) 90.9 (49.9 - 156.8)
eGFRabs (mL/min) 89.3 (17.9) 87.9 (47.9 - 184.6)
Formulation (Suspension : Tablet) 2 62 (14.0%) : 381 (86.0%)
Sex (Male : Female) ® 283 (63.9%) : 160 (36.1%)
Race (Asian : White) @ 435 (98.2%) : 8 (1.8%)
Health status (Healthy : Infected by SARS-CoV-2) # 120 (27.1%) : 323 (72.9%)
Phase 1 study Body weight (kg) 64.6 (8.4) 64.7 (43.6 - 87.0)
(N=120) BMI (kg/m?) 22.1(2.2) 21.8 (18.7 -27.6)
Age (years) 31.1(7.5) 30.5 (20 - 52)
ALT (U/L) 18.9 (7.5) 17 (5 - 40)
AST (U/L) 19.3 (3.6) 19 (13 - 28)
BIL (mg/dL) 0.9 (0.3) 0.9(0.4-1.8)
ALB (g/dL) 4.6 (0.3) 4.6(4.0-54)
CrCL (mL/min) 122.3 (18.3) 119.3 (89.0 - 197.3)
Scr (mg/dL) 0.79 (0.14) 0.79 (0.47 - 1.22)
eGFR (mL/min/1.73 m?) 94.1 (14.9) 92.2 (60.6 - 133.2)
eGFRabs (mL/min) 92.6 (13.8) 89.8 (64.2-130.4)

Food condition ®

0, . 0
(Other : Administration within 2 hours after meal) * 119 (89.5%) : 14 (10.5%)

Formulation (Suspension : Tablet) * 62 (51.7%) : 58 (48.3%)
Sex (Male : Female) ? 104 (86.7%) : 16 (13.3%)
Race (Asian : White) ? 112 (93.3%) : 8 (6.7%)
Health status (Healthy : Infected by SARS-CoV-2) 2 120 (100.0%) : 0 (0.0%)
Phase 2a Part Body weight (kg) 63.7 (14.4) 62.0 (35.0 - 115.0)
and Phase 2b
Part BMI (kg/m?) 229 (4.1) 22.0 (14.2-37.3)
(N =323) Age (years) 35.1 (13.0) 33 (12-69)
ALT (U/L) 27.6 (29.3) 19 (8 -287)
AST (U/L) 26.2 (16.1) 23 (12 - 215)
BIL (mg/dL) 0.5(0.2) 0.4 (0.1-1.6)
ALB (g/dL) 4.5(0.3) 45(32-55)
CrCL (mL/min) 121.1 (31.5) 117.4 (50.3 - 322.3)
Scr (mg/dL) 0.73 (0.17) 0.73 (0.37 - 1.26)
eGFR (mL/min/1.73 m?) 92.4 (20.0) 90.5 (49.9 - 156.8)
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Study Background characteristics Mean (SD) Median (range)
eGFRabs (mL/min) 88.1(19.1) 86.6 (47.9 - 184.6)
Day 1 217 (67.2%) : 106 (32.8%)
Day 2 179 (55.8%) : 142 (44.2%)

Food condition ©

(Other : Administration within 2 hours after meal) ? Day 3 153 (48.1%) - 165 (51.9%)
Day 4 161 (50.8%) : 156 (49.2%)
Day 5 154 (48.7%) : 162 (51.3%)

Formulation (Suspension : Tablet) ? 0 (0.0%) : 323 (100.0%)

Sex (Male : Female) ® 179 (55.4%) : 144 (44.6%)

Race (Asian : White) ? 323 (100.0%) : 0 (0.0%)

Health status (Healthy : Infected by SARS-CoV-2) # 0 (0.0%) : 323 (100.0%)

ALB = albumin; ALT = alanine aminotransferase; AST = aspartate aminotransferase; BIL = total bilirubin; BMI = body

mass index; CrCL = creatinine clearance calculated by Cockcroft-Gault equation; eGFR = estimated glomerular filtration

rate; eGFRabs = absolute estimated glomerular filtration rate; Scr = serum creatinine concentration

a Number of participants (percentage of all participants).

b The summary of food condition in Phase 1 study included multiple counts per participant in Cohort P due to the

crossover design with different food conditions.

¢ The number and percentage of 2 food-condition categories in Phase 2a Part and Phase 2b Part were calculated by day.
Higf : 5.3.3.5-01_S-217622-CPK-016-B_Amendment]l Table 1 7T

FHERTFEENREE T VITIE, | IRRIBOERRZ D 2-a 0/ N— A FET VBRI, f#
RRZBIESGEEE TV, EENEENIHFREEET V2 AW, EYEiticxr+ o4&
1%, BEORE (EENREIRERE), RAIORE (REAISUIEER), M, A (7Y
7 ANXIXHAN), KH, body massindex (BMI), i, 7 AT XTI /) T A7 2T —F
(AST), 79=>73I /) F527=xF—F (ALT), RE UL (BIL), 7/V7 I (ALB),
JVTF=2 T T A (CrCL), MiE 2 V7 F =2 (Scr), HEERERIAIEEE (eGFR), A
A AS A IEHEE SR ERIRUEIH 7 (eGFRabs) M OMEERIRAE (FEEEHERF X1 SARS-CoV-2 JEYL)
ML LTRE L.

ZDOFER, CLF (2% U CTRE R ORERRIREESY, R odlba s /— kX v b O EE
(Ve/F) (2 L TIREDS, WIGEHE 5 (Ka) 1I2xF L CRFORERL ORIA OB 57 L L
TSN R LT R T VO RMERSEWEIRE N T A — 2 HEEME A K 2.53.1-111Z7R7.
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% 2.53.1-11 FHEM BN RE X T A — X HEEE

Pharmacokinetic parameters Units Estimates %RSE
Ka (1/hr) 1.44 10.2
CL/F (L/hr) 0.247 2.1
Vc/F @® 15.5 3.6
Q/F (L/hr) 0.709 24.5
Vp/F @® 2.85 16.4
Effect of food on Ka 0.594 23.7
Effect of formulation on Ka 0.371 14.9
Effect of body weight on CL/F 0.524 12.8
Effect of health status on CL/F 0.776 2.8
Effect of body weight on Vc/F 1.06 6.3
Inter-individual variability
Ka % 73.1 132
CL/F % 19.1 12.0
Vc/F % 142 14.7
Covariance between CL/F and Vc¢/F 0.0169 (R =0.621) 15.3
Intra-individual variability
Proportional residual error % 20.9 5.6
Shrinkage
sh_np (Ka) % 50.1 -
sh_np (CL/F) % 243 -
sh_np (Vc/F) % 31.2 -
sh_¢ % 6.2 -

R = coefficient of correlation; sh_np = shrinkage in the standard deviation of inter-individual variability parameters n;
sh_& = shrinkage in the standard deviation of intra-individual variability parameters &;

%RSE = relative standard error in percent

Ka =1.44 x (0.594 for food) x (0.371 for formulation)

CL/F = 0.247 x (body weight/63.0) %324 x (0.776 for health status)

Vc/F = 15.5 x (body weight/63.0) 06

Q/F =0.709

Vp/F =2.85

food: 1 = administration within 2 hours after meal, 0 = other; formulation: 1 = tablet, 0 = suspension;
health status: 1 = infected by SARS-CoV-2, 0 = healthy

Higf : 5.3.3.5-01_S-217622-CPK-016-B_Amendment]_Table SI 7T
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155 RHEFISEMEIRE S5 A —Z |[ZESNWT, oA U7 UEIC LY TI221
Part }2 () Phase 2b Part TORERHE = & @ S-217622 OFIEIFEE- (375 X% 750 mg) D Cosy Conax
KOV AUCo. (EZFH Cog dl, Cuax dl O AUC d1) ZHEE L, FElh 7T IV — T LI10E

253.1-12 I2EH LT,

# 2.53.1-12 T1221

BE N

T A —HZ OEKIE

A BR D Phase 2a

AR D Phase 2a Part & (X Phase 2b Part @ SARS-CoV-2 E&YLE 1231T 5
Ffinh T ) — 2 & OHEE S -3 E)

Treatment  PK parameter Age group N Mean SD CV% Min Median Max
all 161 16.5 3.17 19.2 9.49 16.8 24.8
12-14 2 20.0 NA NA 17.6 NA 22.5
Ca dl
— 15-17 5 17.4 4.00 23.1 12.4 18.1 21.5
(ng/mL)
18-64 153 16.5 3.13 19.0 9.49 16.7 24.8
Over 65 1 12.8 NA NA 12.8 NA 12.8
all 161 19.6 4.07 20.8 10.8 19.9 30.1
12-14 2 24.7 NA NA 20.1 NA 29.2
S-217622 Crmax_d1
125 mg (ngmL) 15-17 5 20.8 5.42 26.0 14.3 20.5 273
18-64 153 19.5 3.98 20.4 10.8 19.3 30.1
Over 65 1 15.1 NA NA 15.1 NA 15.1
all 161  384.6 89.63 233 148.4 374.4 603.1
12-14 2 503.7 NA NA 404.3 NA 603.1
AUC dl1
15-17 5 400.8 122.9 30.7 251.7 400.4 589.4
(pg-hr/mL)
18-64 153 3829 87.77 22.9 148.4 374.0 588.3
Over 65 1 320.0 NA NA 320.0 NA 320.0
all 162 344 6.36 18.5 21.2 33.6 55.2
12-14 2 394 NA NA 32.9 NA 45.8
Caa_dl 15-17 2 39.0 NA NA 35.9 NA 42.0
(ng/mL)
18-64 156 343 6.38 18.6 21.2 33.6 55.2
Over65 2 33.8 NA NA 323 NA 353
all 162 404 7.76 19.2 24.0 39.9 61.7
12-14 2 50.1 NA NA 41.7 NA 58.4
S-217622 Crmax_d1
250 mg (ngml) 15-17 2 475 NA NA 4.6 NA 524
18-64 156 402 7.70 19.2 24.0 39.9 61.7
Over65 2 38.8 NA NA 37.7 NA 39.8
all 162 783.6 170.2 21.7 2929 774.1 1179
12-14 2 1023 NA NA 866.6 NA 1179
AUC_dl 15-17 2 8966 NA NA 7417 NA 1052
(pg-hr/mL)
18-64 156 779.9 168.3 21.6 2929 772.3 1149
Over65 2 716.2 NA NA 601.5 NA 831.0

NA = Not Applicable.

HiB : 5.3.3.5-01_S-217622-CPK-016-B_Amendment]_Table 5T
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2.5.3.1.3.2 RYERE/RNZF (PKIPD) &

T1221 #BR D Phase 2b Part D77 £ R K OAFIEERETD, Cu & VAN AIHDON—RZ T A
YN b DA E L ORI K&K O E-BAG 120 FFE % £ TO COVID-19 @ 12 FEREFIA 27 O~ —
AT A NS DA H 720 DR (2.54.1.22 HEMR) L% E, TN 2.53.1-9
KO 2.53.1-10 12" F. 20 & &, BIE/MPEIED SARS-CoV-2 J&YL# (intention-to-treat [ITT]
1R, 254121 M) O 955, Day4 O VA /LA EFHEFILISNTH S 90 4131% Day 4 D
7 A VA TIEHEE T D 91 Bl DA 5 AT Cas % 20 ug/mL A3, 20 LA L 40 pg/mL K, 40
ugmL LLED 3 5OB T TV —IZH%E L. WTROFIHEIZE W TY, 77 REEL Y 3K
BB T I AN RATUINRR—AT A VBT A 23580 DAL, AEIFEM L 7= 1% #ipH
TIERETOAT TY —TRRBED 7 A )V 2 IR FIRP B Hile. 72, 120 FEEZ £ TO
COVID-19 @ 12 JERGEFF A T TIZHOWTHRIBRIZ, 7T B AREEL D BERFEICB N TR—2F 1
YINGOHAREE B 72 0 OELENRKE e HMHEMMAFRD D, 4RGN L /- REEHE ClEe
TOAT A Y —TRRED 12 FEREFA T T7ITRT IR TR BRED b,

2.5.3.19 T1221 7%k Phase 2b Part (23317 2 #l[EI1# 5 20~28 ¢l 1% D MAE P EE (Cos)
ETANAINDN—=ZF A b DEALED IR
(a) Day 2
Co4 (ng/mL)
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(b) Day 4
Ca4 (ug/mL)
<t [\ o]
z
(@)
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(]
E (e p—
E
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: b b ]
) 00 00
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(N=108) (N=29) (N=42) (N=20)
(c) Day 6
Ca4 (ug/mL)
o
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E o -~ —e— —B— e
s : ' :
o @ op H
,E op oo
v - - —ao— 00 oo
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(N=109) (N=28) (N=42) (N=20)

fEh o> BT logio (TCIDso/mL). Low : Ca4 < 20 ug/mL. Middle: C24 20 - <40 pg/mL. High: C24 > 40 pg/mL.
Higl : 5.3.3.5-01_S-217622-CPK-016-B_Amendment]_Figure 14
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X 2.5.3.1-10 T1221 7R Phase 2b Part (23517 5 #)IE1$ 5- 20~28 K¢l #4 D MAE R EE (Cas)

Time-weighted average change from baseline
in 12 symptoms up to 120 hours

L e 5ERLA 120 BRI £ T COVID-19 @ 12 SERBEF A 2T DR—RF 1 v
B DAL & 72 0 D2 B B

Cos (ng/mL)
1
- |
do g &
o oob obo
w (o) %O oy
g o %O
P & —
o o
o _| : o
1 (ID Q%
—ot— Oo
q
2 — —Qé'—' o0
o]
o]
o]
D
<\Il =1 o}
Pladebo Ldw Middle High
(N=110) (N=28) (N=42) (N=20)

Low : C24 <20 pg/mL. Middle: Ca4 20 - <40 pg/mL. High: C24 > 40 pg/mL.
Hi# : 5.3.3.5-01_S-217622-CPK-016-B_Amendment]_Figure 14

F£72, T1221 RBERO Phase 2b Part (2L V5577 — X ZHWT, S-217622 D Cou & KAL)
PEDOFHHIE B OWTRIEE T V& WD CRENT L 72 #5 8 (S-217622-CPK-016-B ##), LA T DIH
HIZOWTIE Coy EHFHHIICH EZ2RAABBILR RO 7z (COVID-19 D 12 JEREFEA 27 K&
U7 EHA a7 ORI 2.5.4.1.2.2 THERHR).

Day 2 IZ8IT D VA NVAIUHDRN—A T A 96 DZEAE

Day 4 IZ81F 5 VA NVATUHDN—RAF A b DOE{bE

Day 2 I8} 5D 7 A /LA RNA BDOR—ZF A )b DL

Day 4 (28115 7 A /LA RNA BEOR—RAT A b DOELE

Day 6 (25115 7 A /LA RNA BEOR—RAT A b OB

¥ 5-BA44 120 BRI £ T COVID-19 @ 12 JERBFF AT T DR—ZF A L nbHDH
MR B 720 OEAL R

¥ 5-BHIA 120 FRRI#% £ T COVID-19 DI EFER DY T EEFH AT DR—R2F A
Mo OB B T- 0 DL E

- 5-BA 46 120 ¢l #% &£ T COVID-19 OFFRERIERIZEA 1T S ITFEEZ N 2 72 5 5E
WOV TEHAIT OR—=RAT A4 G OHEMNIFEM B T2 D2 E
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o 5 48 BERIRRICE T DR AIEIR DOV T BFHA AT OR—=2F A4 b OELE:

o 45 48 BEEIRL ISR D IPREEIRIC A 1E & TR BNE N 2 72 5 Bk DY 7 At A
AT DR—ATA DO E

o 5 120 FERITR I T DI EEIR IS B 1T S SUTFEE N 2 72 SHER DS 7 At A
AT DR—ATA DO E

—75, UL FDERBIZOWTIE Cou & FEFHBICA B MBIRRZED otz
* Day6|lZBITDUVANAIUHDOR—AT A L nDOEALE
o BH 120 R IT AFERZHEROY 7T EH AT ORX—R T 4 inh DO LE

2.53.2 AEMTER
2.5.3.2.1 R DEE

T1211 HERICEN T, BAANERKAINE (28— F L XOM) kOt (24— b 0) 1S,
S-217622 (§2Al) % Day 1 O £ & 750 mg, % D% Day 2~5 ([ZHEFFHE 250 mg 2 1 H 1 [A]
KEROEEL Uiz & & OERWENRE T A — & RO FEIEO A 2.53.2-1 1277 BAA
TR RN I T2 H AR NEEE A ZNED Crax 2 OV AUC: D LT, Day 1 TIEZLEIL 1.22

KON 117 %, Day 5 TIEZNEN 116 L1105 TH Y, BKRET S-217622 DIREFRICKE 72
A EAYIRESY

# 2.53.2-1 S-217622 (5E4) % H A NBEFERC B ME T B AR AR A M2 1 H 1[A]S
HFZEIER R Q% G- LTz & & ORYEIRE /T X — & il
RSy (T Dt
&R T A=Y Tt Lotk etk (27— k Oy
(2hk— kL ROM) (27— 0) B (3 AR— b L KROTM)
%% 28 8
1 Crmax (ng/mL) 32.8 39.9 1.22
AUCo-: (ug-hr/mL) 549.4 644.4 1.17
%% 28 8
5 Crnax (ug/mL) 48.0 55.8 1.16
AUCo-« (ug-hr/mL) 922.2 1019 1.10

Higt @ 5.3.3.1-01_TI1211 interim CSR-3_Table 11-14, 5.3.3.1-02_S-217622-CPK-012-C_Table S1 225

£/, FEEMEDEREAENT (2.5.3.1.3.1 HZR) 2B\ T, S-217622 OIEMEHREIZ K IT 3 PR
DEBZ R UT-AER, MERNIR TR & U CRIRS U720y o 2. REE SR REMEAT O 5 1,
RED S-217622 OIEWBHREIZ AT T B & L CTRIRE N2 & KO ko T1211 #EriC
BiFbdak—hk L, M(BARABEM) RO O (AARNLM) OFEHEKRENRZENLH 68.01 kg,
6621kg KON 57.71kg Thol=Z £, EROIEYENREDFE M IMER]TIE/e <, (KEOE
\Z L DHEETH D ATREMEN RIB S LTz,

L72id>C, MERNC X 2 BT 0BT 720 &Il L7z,
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25322 ANEDFE
A AR N L O'E NEERE RN B M ARA O RS % VT, Day 1| A AR 375 mg, Dk
Day 2~5 [CHEFFH&E 125mg 72 1 B 1 BIEROR G L& &, BHRANIKT D HAD Crax X
N AUC). DX, Day | TIXZENZEH 0.77 L 0.72 fi%, Day 5 TlXZh <4 0.87 KO0 0.86 %
ThV, AANOBEEITZAARANE LR TOCEN -T2 (F 2.532-2 ).

#® 25322 $-217622 (REHF]) @ 1 H 1 [IEAR 0B G-RE 0 ANFEZE O

PN =] \: N7 j;;

A BN &mwdéﬁI@@m
Ve (90%fE FE X FH])
R pig R, BTRD SNE TN
TR R

| Conax (g/mL) 8 295 8 227 0.7699 (0.6738, 0.8796)
AUCo-(ug'hr/mL) 8 484.5 8 350.8 0.7241 (0.6517, 0.8046)
5 Crnax (ng/mL) 8 30.4 8 26.3 0.8651 (0.7774, 0.9627)
AUCo«(ng-hrmL) 8 597.4 8 516.5 0.8645 (0.7740, 0.9656)

Higf : 5.3.3.1-01_T1211 interim CSR-3_Table 11-16 %

F7o, FHEMIEMBIREMAT (2.53.1.3.1 HZM) (BT, S-217622 DY BRI KX T AFE
(T YT AXITAN) OFBEHRH LR, NEITREER L L GERISN o, TV
MNTIZAARAN 433 1, &EA 1 F, R 1 GINE i, RHEEMKYBIREMNT OFER, (KEN
S-217622 DIEWENREIZ AT T RBHR & L TR I Z & KO ERO T1211 #RBRIZEBIT 5 =
A—RFF(HEAAN) KOH (HA) OVEEENEIEI 66.58 kg L 74.68 kg Th o722 &
5, BEROBEWIAFETIEARL, REOEWIZLDEETH D RN RE S vz,

L7223 o T, AFEIC K D HEFE O MBI 220 &l L7z,

253.2.3 FFiggen =&

R RE R F R ISR 1T 2 B RE O FEMI L 3 L TV 72 AS, BRI 3EY) B) RE AR AT
(2.5.3.1.3.1 HBHR) 2BV T, S-217622 @ CL/F IZOWTCATHERERG R AE Td D AST, ALT,
ALB . O'BIL OB % Rt LIz &L 2 A, WINOEE S CLF O & L CGRIRS Lo
7-.

PLEORERN G, S-217622 1TNFIE TR L O S D b DD (2.53.1.23 HEMR), ZivE
CREAM L 72 f5PH (£ 2.5.3.1-10 ) ([ZHB W TIIHHEREDS S-217622 DOIEWEhREIZ KIT 20T
RO BT, AR OLBET A &k L7z,

25324 BEHEEDZE
HSREE E R E IS BT A KW ENRE O TR ER L TV AR A, R SR B RE R AT

(2.5.3.1.3.1 THEBMR) 1B\ T, S-217622 & CL/F IZHOWTBEERER AR AE TH D CrCL, Scr,
eGFR K (X eGFRabs DB ZMHI L7 24, WTHOHEA & CL/F OFEER & L TGRS
o,

W
—

IE
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PLEDFER NG, S-217622 1Z—E I HHEES LA L OD (2.53.1.23 THEM), ZET
RN U 7=%1B (3 2.5.3.1-10 28) 128 W TIIRBHEEEDY S-217622 DOIWEHREIZ KT T2 TR
LY, B OMBLET RN LT LT,

\

25325 KEDEE

FHEMSEEhREMAT (2.5.3.1.3.1 THZHR) 2B\ C, KHEIL CL/F 2O Vo/F OB & LT
BRI, SO BEMEYEIRE T A —Z DN T, XA VT R LD T1221 Bk
@ Phase 2a Part & O" Phase 2b Part TOMERFE = & @ S-217622 OW)EIEEE- (375 % 750 mg) %
D Ca4y Cinax X TN AUCo: (EAVEIL Cos_dl, Cmax dl X OVAUC d1) ZHEEL, KELVT TV —T

LITF 25323 ICEH L.

P& SNTZIBRFBIIEEBOMKRICHEVME T T 2BRAARDHNDL OO, (KE 100kg L EOH
B 2B 20 5% (375mg) @ Cos_dl OF/IME (9.49 ng/mL) 1%, ~ 7 AEGET VITE
W D A L 2 JifiiZ 2 logio (TCIDso/mL) K T & 5 72 O W B M rh S8 BE LA Y 5
% MET IR (6.09 ng/mL, 2.4.2.1.4 HEHBM) & B\ 7.

F 7z, IKE 40 kg A OYPERE ~DO L HRRERIIRE 54TV 5 28, T1221 7Bk D Phase 2a Part &
U Phase 2b Part (235 TIRH 40 kg A OFERE 2 61 (375/125 mg Ff 1 6% O 750/250 mg Ff 1
By ICAFIDE SN TBY, FBEDOA DT iEZ2 W T-HIRFRG#% D Cuy dl, Cmx dl K&
N AUC _d1 13, 375/125 mg #E TEALE 40 22.7 pg/mL, 28.5 pg/mL [ OF 588.3 pg-hr/mL, 750/250 mg
BHETZNEN 543 pg/mL, 58.7 pg/mL KON 893.8 pg-hr/mL & #EE &, FEHEM TS (F
25323 ) LR L, REREWVIIRD Lo,

L7275 T, S-217622 OIEWIEE I TARE O ME T B[RS b s, (KEID
X2 HEFRENIIARE &l L7z,
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# 2.5.3.2-3 T1221 3B ® Phase 2a Part & " Phase 2b Part ® SARS-CoV-2 Y& 12 BIT 5
BEDT IV —Z L OHEE SN EHIE R T A — % OILKIHE

Treatment par:nlfe ter Body weight group N Mean SD CV% Min Median Max
all 161 165 3.17 19.2 9.49 16.8 24.8

<40 kg 1 227 NA NA 22.7 NA 22.7

Cas dl 40 -< 60 kg 70 192 1.86 9.7 15.0 19.3 24.8

(ng/mL) 60 -< 80 kg 69  15.1 1.53 10.2 122 15.0 18.8

80 -< 100 kg 15 124 1.23 9.9 10.8 12.4 143

> 100 kg 6 104  0.736 7.1 9.49 10.3 11.4

all 161 196  4.07 20.8 10.8 19.9 30.1

<40 kg 1 285 NA NA 285 NA 28.5

S-217622 Cruax_d1 40 -<60 kg 70 23.1 2.45 10.6 16.7 23.0 30.1
125 mg (ng/mL) 60 < 80 kg 69 177 1.75 9.9 14.2 17.6 209
80 -< 100 kg 15 143 1.15 8.0 12.6 143 16.3

> 100 kg 6 116  0.696 6.0 10.8 11.7 12.4

all 161 3846  89.63 233 1484 3744  603.1

<40 kg 1 583 NA NA 5883 NA 588.3

AUC di 40 -< 60 kg 70 4511 7196 160 2084 4615  603.1

(ng-hr/mL) 60 -< 80 kg 69 3508 4732 135 2488 3543  439.1
80 -< 100 kg 15 2843  26.16 92 2367 2884 3342
> 100 kg 6 2136 4392 206 1484 2236 2657

all 162 344 6.36 18.5 212 33.6 55.2

<40 kg 1 543 NA NA 543 NA 543

Cas_dl 40 -< 60 kg 64 397 4091 124 297 39.9 55.2

(ng/mL) 60 -< 80 kg 79 318 3.02 9.5 26.4 32.1 39.0

80 -< 100 kg 14 265 2.23 8.4 23.0 27.5 28.9

> 100 kg 4 221 0.669 3.0 212 223 22.6

all 162 404 7.76 192 24.0 39.9 61.7

<40 kg 1 587 NA NA 58.7 NA 58.7

$-217622  Co dl 40 -< 60 kg 64 473 5.50 11.6 368 472 61.7
250mg  (pg/mL) 60 -< 80 kg 79 371 3.54 9.5 31.0 369 451
80 -< 100 kg 14 300 2.49 8.3 26.1 30.2 34.2

> 100 kg 4 248 0972 39 24.0 245 26.2

all 162 7836 1702 217 2929 7741 1179

<40 kg 1 8938 NA NA 8938 NA 893.8

AUC dl 40 -< 60 kg 64 9150 1326 145 5804 9087 1179

(ng-hr/mL) 60 -< 80 kg 79 7266 1194 164 3814 7470  963.4

80 -< 100 kg 14 5734 1096 1901 2929 5925  723.6

> 100 kg 4 5137 3637 7.1 4743 5101 560.4

NA = Not Applicable.
HiB : 5.3.3.5-01_S-217622-CPK-016-B_Amendment]_Table 6_tk&]
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25326 FHOEE
FHERTE BN REMAT (2.5.3.1.3.1 TEZRIR) 125U T, S-217622 DI ENHEIT K IE 4R D j 2%
R UIAER, ER RN L TRIRE N7, BERIT TV — (12~14 5%, 15
~17 %, 18~64 % S N 65 kUL |) MICEBWTRERIBFEOZITRDO LN oTZ L h (F
253.1-12 ), FiOEEOHE b o> THERE T H2LE TV EEILND.
L7235 T, 12 EOFDER QAW T, FH L 25 SR O LB 1T 200 &k
L.

2.5.3.2.7 fERRIREE (f2FE XX SARS-CoV-2 Biif) e

T1221 #R D Phase 2b Part (2350 T S-217622 % 375/125 mg X1 750/250 mg T 1 H 18] 5 H
MRER DG LT & 2D, 18~64 IDOHIRE NI 1T D Cos (XZ1LEH 17.0 LT 36.8 pg/mL (F
2.53.1-8 ) TH Y, AARNMERRR A LVEIZ S-217622 (524) % 375/125 mg XL 750/250 mg
T 1 H RS HEZEERERORE L& EoP)RERG% 24 RFERSORE (375/125 mg :
14.0 pg/mL, 750/250 mg : 23.6 pg/mL, F 2.53.1-3 &) & X TOCEVME 2R LTz,

Fio, RHEMEWEREMENT (2.53.1.3.1 HZBMH) (2B T, HERURIEIL CL/F OREER & L
TIER S, SARS-CoV-2 J&YLH O CL/F [ ZMEFEHLERE D 0.776 5 T o 7. fEFLIRRENS S-217622
DOREBETHETLHEEZLNDLOD, ZOREITDLT N THoT.

2.5.3.3 SHEMER

2.5.3.3.1 YR E R

2.5.3.3.1.1 AEIDMFIDEYENREICRIFTHE

In vitro 3 EAEHRBR OFE R, S-217622 1% CYP2CS8 (2513 2 a3 FHE & O CYP3A (2%t

55 R R AEAIRLEE M, CYP1A2, CYP2B6, CYP2C8, CYP2C9, CYP2C19 K U} CYP3A (Zxt
TOFHENEREZFFOZ LR ENTE (2.64.54.1, 264542 THEW). £7=, in vitro F¥AHHAE
HRBROFER, P-gp, BCRP, OATPIBI, OATPIB3, A7 =42 k7 AR —4— (OAT) 1,
OAT3, OCTI1, OCT2, MATEL IZx ¥ HHFEERHZR>Z L RSNz (2.64.72 HEZR). G
IR OFERZ B E 2, KMOEMHEIEN T A KT A 2 [24], FDA TA X A [25] KD
EMA 54 KT A4 [26] IZHEVY, S-217622 (§EA) % Day 1 O A EAfHE 375 mg, % Dtk Day2
~5ICHERFIR 125 mg &2 1 B 1 BIEHR G L2 & & D Day5 ([281F 5 Coux K OULIE X > 237§
BREIIT, S-217622 WA ILEHOIY BRI KITTHELZEZLZ L 2.648 HSM). LOR
R, S-217622 1% CYP3A [HEMEM, CYP2B6 KU CYP3A #%:E{Ef], P-gp, BCRP, OATPIBI,
OATPIB3 N OAT3 FHEMEM 277 L, T 6 ORE IO MR I8 % KT 3 al etk or
I,

T1211 HERICEITH CYPIA ORINIEE TH D I XV T AL QIR AAERFHM OSSR,
S-217622 (%&iEA]) % Day | OB AR AR 750 mg, < D% Day 2~6 [ZHEFFHE 250mg 2 1 H 1
MIZSER S ER O R G LT s &, 24 Y T LD Coax, AUCo1ast &2 O8N AUCing %, HAEE G & b
i L CEIEI 2,78, 7.23 HION880 fFICHIR L7722 &0, S-217622 1 Z O HIEHEIZEHBWT
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CYP3A OIRWLEAITH D Z LRSIz (7 2.53.3-1 ).

#* 2.5.3.3-1 REY T AOEYENRENNT A — X KNI Z Y T AOEYEEE I RIF T
S-217622 fif Fi#% 5 (Day 1 O BT & 750 mg, % D% Day 2~6 (2 HEFE &
250 mg Z 1 A 1 \IZERER SRR N #5) D28

Cr = IHEVTLL IV T AL 8217622
XEYT A . ey o w
- ¥ ARMEG $-217622 il BRI/ &Y 5 B
RTA=S g ETRONCR 4 (i[5 e a5/ D> 90%%1 #11X #
) TR CREBO TR R
Canax (ng/mL) 8 162 7 44.9 2.7763 23341 33022
AUCoust (ng-hr/mL) 8 34.70 7 250.8 7.2293 5.5817 9.3632
AUCoint (ng'ht/mL) 8 35.69 5 314.1 8.8002 6.7061 11.5484
Az (1/hr) 8 0.1590 7 0.0759 0.4772 0.4439 0.5131
ti. (hr) 8 436 7 9.13 2.0954 1.9490 22529
MRT (hr) 8 4.11 5 11.8 2.8734 2.5380 3.2530

Hi# : 5.3.3.1-01_T1211 interim CSR-3_Table 11-23

ERED, S-217622 (Al & Day 1 OAAMHIE 750 mg, € D% Day 2~6 (ZHER &
250mg % 1 H 1 [AIZ2fERERR DG Li- & &, S-217622 1398V CYP3A OILERITH D & &
Z BTz, COVID-19 OIRIFICHEH SN D avF ax T e A NILCYPIA DIRETHDL Z L,
S-217622 WT XV A XV U K ONT L K=Y 1 > ORYENREI LIF 9508 % 50 L7~ (S-217622-
CPK-005-A i), S-217622 (Je#) % A ARNGERRR A EVEIZ Day 1| O A AL & 750 mg, £ D%
Day 2~5 |[ZHEFRF & 250 mg & 1 H | [IZZERRER NG L, 7F A XY Img IT7 LV
N=>"1 > 10 mg % S-217622 AR 5-BAAARATIZ 22 RF B4 5. (Day —2), S-217622 piE#x 5 5
HH (Day5) \[ZZEERe0FH$ G-, S-217622 OF 54772255 HH (Day9) %110 HEH (Day 14)
(2[R B G- L7z

S-217622 PF RGBT DT XY A XV 2D Coaxy AUCo1ast &2 Y AUCing 1,  HEAR 51
(Day—2) & HiZ L C, PEH#EE (Day5) TIXZNL 147, 3.18 N 3.47 1%, S-217622 IiE#
H#T1% 5 HE (Day 9) TIXZFNLH 1.24, 2.45 KON 238 %, S-217622 KiEH G T 10 H
H (Day 14) TIZENZEI 117, 1.56 L 158 fHICHER L7z (& 2.5.3.3-2 &), S-217622 & D
FEABREICL > TT IV A XY L ORYBFEITIRK L2 OD, ZOREIT S-217622 D& HH&
TOLRE O & & IR T L.

F72, S217622 HHEBEERICBITS 7L =Y 102 ® Chaw, AUCouast 2 OV AUCquine 13, HEIH
B EHF (Day—2) &l LT, EHEE (Day5) TIEZN L 111, 1.24 OV 1.25 1%, S-217622
DOREFRGHKTH S BE (Day9) TIEZZNLTH 110, 1.11 KOV 112 £%, S-217622 O EH 5
T# 10 HH (Day 14) TIEZENZ4 0.99, 1.03 KON 1.04 fFI2HKRK L (F 25333 2). 7

L =1 ® AUC OH S-217622 L Jf 5K (Day 5) ICETHARK LI DD, FLIREIX
FEAERERRONT, S217622 KEKGIZL D7V F=Y v OFYIEE~DERIKRIITE
WRD & 5 BTN T EDIRIB S Tz,
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# 25332 S-217622 5 AMIIE# G (Day 1| DA A& 750 mg, & D% Day 2~5 |ZHE
FFRHE 250 mg) 37 X9 A &V OIRWENREIZ KT T %

S-217622 D& 5725 S-217622 D& H M S
S-217622 & PFM# 5 (Day 5)/ 5 HHA (Day9) 10 HH (Day 14)/
FXY R MG FXYRE Y RS FXYRAE M
(Day -2) (Day -2) (Day -2)
/N LD 90%IEHEIXKE  STE/N D 90%EHEIXE  MIEs/N o 90%(E HE X [E]
TIRSYE 1) ZRSEEIfE
INTGA—H Dt TR ERR )4 TR EBR DLk TR EBR
Cmax (ng/mL)  1.4737 1.3037  1.6660 1.2376 1.0948 1.3991 1.1725 1.0372 1.3255
AUCO-last
(ng-hr/mL) 3.1840 29607  3.4240  2.4480 2.2764 2.6326 1.5608 1.4514 1.6785
AUCO-inf
(ng-hr/mL) 3.4666 32318  3.7184  2.3769 2.2263 2.5377 1.5792 1.4704 1.6960
Hi#t : 5.3.3.1-01_T1211 interim CSR-3_Table 11-24

# 25333 S-217622 5 AR 1E#H G (Day | OAHHAf & 750 mg, & D% Day 2~5 (ZHE
FRH & 250 mg) N7 L =Y 1o OEYEhRe | K IF§ 5
S-217622 D&t 576 S-217622 DEHEHE G5
S-217622 & i 5. (Day 5)/ 5 HHA (Day9) 10 H A (Day 14)/
FU R=Y m s B FU R=Y s A A b e
(Day -2) (Day -2) (Day -2)
defife/ N EEOD 90%[EHEIXIE i/ s  HLD 90%EHEXE i/ HoD 90%(E 8 X [
R TR —RFEIfE
INTA—F Dk TR kIR Db TR kR Dt TR R
Cmax (ng/mL)  1.1141 1.0035  1.2369  1.0953  0.9865 12160 0.9927  0.8941 1.1021
AUCO-last
(ng-hr/mL) 1.2408 12073 12752 1.1142 1.0842 1.1451 1.0267  0.9990 1.0552
AUCo-inf
(ng-hr/mL) 1.2476 12176 12784  1.1243 1.0973 1.1521 1.0396 1.0146 1.0653
Hi#t : 5.3.3.1-01_T1211 interim CSR-3_Table 11-25

AR B R
& 375 mg, TOHEE2~5HH

(PBPK) €T /L&MW T, S-217622 #HsEHIEAE (%5 1 B HOAARAT
IZHEFFH R 125 mg 2 1 B 1 RIKERO#RE) TR L&

XD CYP3A EDOHWEHREIC 5 2 2 2% T L7 (S-217622-CPK-011-C #%). PBPK E7
IVOREFE R N X = L—3 3 2% Simeyp™ PBPK Simulator % VM7=, S-217622 @ PBPK &
TOUIE, T1211 RERIZEBIT 5 S-217622 (e #Al) 22k Hlnl & G- Re D3 EhiE 7 v 7 7 A )L L Y
FEREIR in vitro FBRAE RICIED T L 72 L L2 E 7 L& IV T, S-217622 (M) % Day 1
DB AL 750 mg, £ D% Day 2~6 I[CHEFFH & 250 mg 2 1 B 1 BIZZERFRERE A5 L,

RHVT A 2mg & Day 6 [ICHFAKG LI EDIF YT ALY EEAEZTRILZ. &
100 51 (10 588k, & 106)) O I = b— a3 &3 LR, S-217622 K GRrD I %
7 LD AUCqint D X &> 7 NHIRPE G RFIZ 5 D % O X 8.85 TH Y, TI211 R TH
DAV ERIRBRRE L (8.80, % 2.5.3.3-1 &) LRI CTh o7z, £7¢,8-217622 (FEfl) % Day 1
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DI A HE 750 mg, & D% Day 2~5 ([ZHEFFH&E 250 mg 2 1 B 1 [IZEERERER D& 5L,
TXH ALY Img & Day5 IZOFHEG Lz L xOT7 X2 %Y > L OIEYMHE/ER %2 T3
L7c. &Y T AE[RER G100 61 (10 38Uk, £ 10 ffil) O I 2 b—3 3 & Efi L7-#5R,
S-217622 Pf I GREDT X4 A Z> D AUCqint DT FH A &V L B 5 RFIT 50T 5
KO 3.23 TH Y, TI211 iRk CTH O ERHERAE R (3.47, & 25332 &) LREE
Tholz (FF 25334 2M8). LI EOKERNG, #EEEL7- S-217622 @ PBPK E7 /v % T
S-217622 73 CYP3A HEOHEMEREIC 5 2 282 T RETH 5 L HIWT L, S-217622 % HiGE
MEMRE (&5 1 BEOAAMME 375 mg, TO®KES 2~5 B BICHR & 125 mg #5501
H1MERAO®ZRE) TR L, 24V T7L52mg% Day5 ICFAKG Lt &I F T hE
OEWMAEREZ TR L2, ZTOE, S-217622 fFAKERD X 4T 50D AUCiunt (X3 &
T LHMPE GRE & bl U C 3.83 RIS RT 5 & TRl E 4, S-217622 IXHIFEAIEA&EICS VT
CYP3A OHREDOHFAITHL Z L ma. Fio, FILEHTTIIAZY L I1mg &
Day 5 I[ZHFEE L7 &DOT 0 A 2 v L ORWMAIERZ TRl L7k R, S-217622 fFH
B GREDT XY A 5D AUCoint 1T X A X > BB G-I & bRl U C 2,49 5128 KT 5

TSR (25335 B08).

#* 2.53.3-4 XY T LEROT FH ALY Oy EhREIC KIF T S-217622 FH 5
(Day 1| O A AMHE 750 mg, % D% Day 2~6 & %\ Day 2~5 (ZHERH &
250 mg % 1 F1 | EZMIRGEC R 11 5) 12 % B0 TS
CYP3A substrate  $-217622 Dose Substrate - Simulated/ | g piqe AUCoint Ratio®
Dosing Observed
Simulated®  2.69 8.85
750 mg on Day 1, _
Midazolam 250 mg on Days 2 t0 6, Day 6 gsifv;? 22'72786’33'40) %6090’21 1.21)
Suspension (N=8) (2.3341, 3.3022) (6.7061, 11.5484)
Simulated? 1.46 3.23
Dav s (N=10x10)  (1.41,1.53) (2.91,3.76)
Y Observed®  1.4737 3.4666
(N=14) (1.3037, 1.6660) (3.2318, 3.7184)
Simulated? 1.37 2.46
750 mg on Day 1, _
Dexamethasone 250 mgon Days2to 5, Day?9 g\lloséfvzldg) (11 23347’ 61 44) (2252716792.81)
Tablet (N=14) (1.0948, 1.3991) (2.2263, 2.5377)
Simulated? 1.23 1.75
(N=10x10)  (1.17,1.27) (1.55, 1.94)
Day 14 —opserved  1.1725 1.5792
(N=14) (1.0372, 1.3255) (1.4704, 1.6960)

Geometric mean value for all participants (range of geometric mean values for virtual 10 trials).

a
b  Geometric least squares mean for Cmax and AUC, Geometric least squares mean (90% confidence interval) for ratio.
¢ Ratio of Cmax or AUCo-inf of each CYP3 A substrate with to without S-217622.

Higt : 5.3.3.4-01 S-217622-CPK-011-C_Table 8, Table 9 tk%
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# 2.5.3.3-5 REVTAROT Y A K DI ENREIC MIE T S-217622 (RS

(Day | DA AR 375 mg, % D% Day 2~5 [CHEFF & 125mg 2 1 B 1[4
ZERERE AR DB 12 & D EO TR

CYP3A substrate $-217622 Dose Substrate Cinax Ratio AUCo-inf Ratio @b
Dosing
1.93 3.83
Day 5 (1.75,2.54) (3.07,5.41)
. 375 mgon Day 1, 1.63 2.60
Midazolam 125 mg on Days 2 to 5, Tablet % ° (1.48,1.97) (2.10,3.11)
1.29 1.63
Day 14 (1.19, 1.39) (1.38, 1.91)
Dav 5 1.37 2.49
Y (1.31,1.46) (2.09, 2.90)
375 mgon Day 1, 1.28 1.95
Dexamethasone 125 mg on Days 2 to 5, Tablet % ° (1.23,1.37) (1.67,2.18)
1.16 1.45
Day 14 (111, 1.21) (1.28, 1.56)

a
b

Geometric mean value for all participants (range of geometric mean values for virtual 10 trials).
Ratio of Cmax or AUCo-inf of each CYP3 A substrate with to without S-217622.

Hidl : 5.3.3.4-01 S-217622-CPK-011-C_Table 10, Table 11 tkZt

FERER BRI BV TH BT S-217622 & CYP2B6 iHE/EAIC OV T, S-217622 DI #EHiE
FEDY Coax D F EGFET DR A UE L 72 FAVEYBIREET L2 W TIME L7z, ZOfER
CYP2B6 HEHFED AUC HlE 0.733~0.933 & Tl 41, CYP2B6 ALE HED M il i 2 i S ¢
LHAEMENRH D HOD, TORREFRBTHL LB HND (32.64.8.2 BFH). S-217622 DH
FEAEMHEIZBWT, CYP2B6 FEEIEDIEMBIREICERIRIICER O & 2 B4 5 2 5 ATRelEl
RnWeEZ 6.

T1215 RABRIZIBWT, YIF T (P-gp HH), # ARZXAZF L (BCRP, OATPIBI K}
OATP1B3 &) K ONA hA/LI v (OCT1 &Y MATEL HE) & O3YpFH B AEH RN 2 5556 L
7z. S-217622 ($EHl) #HFEMIEAE (&5 1 HHOAAMME 375 mg, TO#%ES 2~5 HH
WCHEFFRHE 125mg @ 1 H | FIREROKRS) THERE5LE 5 HHEFRRBEORELZ R LT
S-217622 ($EA!) 500 mg Z H[R|ZEfERERE OB 5 L7z & &, 2% 2 2 D Ciaxy AUC o105 2 N AUC.ing
NI 2,17, 1.30 KT 1.31 5 (R 2.53.3-6 ), B ANZAZF D Cpax, AUCqps XY
AUCoint & ZE40 1.97, 1.64 KN 1.65 %5 (3 2.53.3-7 M), A FELI D Crax, AUCoast
KOYAUCint & ZHLE 401,03, 1.02 L TN.02 % (£ 25338 ) TR LIZZ &b, S-217622
X OHEHAEIZBWT, P-gp, BCRP, OATPIBI K& U OATPIB3 OV HEAITH D = L3R
ST,
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# 25336 VAR OIEYERE T A —H KO X DY ENREIC KIE T
S-217622 500 mg Hil[EIff ¢ 5 D52
e BEE2 UaA¥ Lk 8217622
- v RIS S-217622 Df i PRI/ % o L B 5
NI AS g ST s ST/ e (T f /I LD 90% 15 HE X TH]
TR TERY) RFEHO TR FR
Conax (ng/mL) 14 1.09 14 2.37 2.1682 1.7212 27313
AUCous (ng-hr/mL) 14 14.23 14 18.56 1.3038 1.1482 1.4804
AUCoint (ng-hr/mL) 13 16.85 11 22.09 1.3110 1.1314 1.5190
ti,, (hr) 14 38.7 14 41.6 1.0756 1.0309 1.1222
A (1/hr) 14 0.0179 14 0.0166 0.9297 0.8911 0.9700
MRT (hr) 13 51.2 11 52.2 1.0193 0.9939 1.0453

Higt : 5.3.3.4-04 T1215 CSR Table 11.4-5

#* 2.53.3-7 O ANAL T OIYBIRE/NT A —F KOO AN F o ORYEN IR R IT
9" S-217622 500 mg H B[ % G- 58
BANRLF OANRREF vk 0 ANRZF b 8217622 B/
o HUE G- S-217622 ] 0 AN L F B G
NTA=F e RN 15 e (T f /N e (T f /N FE 0D 90%(5 X [H]
TRy TR RS TR IR
Cuax (ng/mL) 14 4.09 14 8.07 1.9729 1.7269 2.2538
AUCo-st (ng-ht/mL) 14 37.28 14 61.30 1.6443 1.4686 1.8411
AUCo-inf (ng-hr/mL) 14 37.92 14 62.41 1.6460 1.4709 1.8418
ti22 (hr) 14 16.4 14 19.6 1.1964 1.0588 1.3520
Az (1/hr) 14 0.0422 14 0.0353 0.8358 0.7396 0.9445
MRT (hr) 14 15.1 14 152 1.0095 0.9100 1.1199

Hgl : 5.3.3.4-04 T1215 CSR_Table 11.4-6

# 2.53.3-8 A MBIV DOIRMBHAE R T A — X LA FR/L S O ENREIC M IE 3
S-217622 500 mg Hi[Ef FH$& 5- D 2E
A KRNI v ARFALI L A RS b S217622 B/
o Hm$E 5 S-217622 ffH A MRV R

RTA=S g RN 48 TN 48 TN L0 90%1 41X
St TRy TREYO TR RIR
Cunax (ng/mL) 14 1040 14 1070 1.0291 0.9143 1.1583
AUCons (nghymL) 14 6504 14 6660 1.0240 0.9386 1.1171
AUCo.inf (ng-hr/mL) 14 6672 14 6809 1.0206 0.9363 1.1124
ti2,, (hr) 14 4.54 14 4.29 0.9466 0.8242 1.0872
A (1/hr) 14 0.1528 14 0.1615 1.0564 0.9198 1.2133
MRT (hr) 14 6.36 14 6.36 0.9995 0.9085 1.0997

Mt : 5.3.3.4-04 T1215 CSR_Table 11.4-7

T1211 FBRICEBT D, HAR AR A B MEIZ S-217622 (F¥#EA]) 500 mg K (Y 1000 mg % 22 iF iF
HERAO#KE Lz & & oo —%4 AT, OATPIB O XA F~—h—L L Tamoh5
coproporphyrin-I O Ifil §fE FR E 2 PRFRAVICHIE L7 (S-217622-CB-126-X #BR). = OfER, 77
YR GRECRTT D S-217622 500 mg K& Y 1000 mg $% 5-F£ T coproporphyrin-1 © AUC @ bhi%
ZNZI 0.884~0.911 11 0.926~1.00 TH Y, coproporphyrin-1 O IHEFFHEEEIZ S-217622 {fF
ICEDHBII LN Do T2 (5.3.2.3-04 BIR). S-217622 OHFEHEME (%5 1 B H OB AN
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A& 375 mg, ZO%EE 2~5 HBICHERFHE 125 mg 850 1 B 1 BIKERYS) TOE 5 H
H D Cuax 1% 28.1 pg/mL TH Y, S-217622 @ 1000 mg H[E%5- L 7= & & D Cpax (63.8 ng/mL) K
D HAKW T8, S-217622 12 K 5 OATP1B1 KUY OATPIB3 [HEMEMA O EITE W EE 2 b,
AFEFIN D, S-217622 1XHGEHIEH EIZEBW T, OATPIBI KUY OATP1B3 O JLE 3K o Sy e
ZERIRIC B O & 5 8% 5 2 D TREMEIXRW & B 2 bz,

PBPK €7 /L& HWT, S-217622 ##:5 L7z & & ® OCT1 O MATE1L fEZ4 L7z, OCTI
KON MATEL $WRIVE CHh D A bRV v OFEWEHREIZ 5 2 528 % Tl L7- (S-217622-CPK-
006-C #B&). PBPK EF /L DK N I = L—3 5 221 Simeyp™ PBPK Simulator % iV,
OCT1 KUY MATE1 BHE/RT A—% (Kj) & LT k7 AR—%—3H HEK293 Hifaz 7z
in vitro WERIC BV CHIMS 28T A —& (ICs0) 28 EAEFL) RUzhbofEz [
Lefizws (=7 L2 coeF oLz, $217622 1000 mg % BRI M #
HL, FIRFCZA FARLIY 390mg (7 VU —fKE LTC) ZHEREOERE L- & & O3EYMHEE/EH
ZPHIL7Z. 3100 B (10 RBR, & 106)) OV I 2 —Ta o Z2FEHm LREE, A MR v
% S-217622 1000 mg Hi[ERE O 5 & O G L7 & & D Coa L O 0 BEI 5 24 B &
TOIMAE P FE-R AR T ERE (AUCoas) DR DE (X Rk b S217622 OOFH/
A RV CHM) X, ERER 1.04~1.18 KT 1.05~126 Th-o7- (F 2.533-9 ZH).
S-217622 OHFEHIEME (&5 1 A HOAAMHE 375 mg, £ D#%EE 2~5 A BICHRH &
125mg #5650 1 H 1 [BIE#HE) TOBRGEIE, S-217622 @ 1000 mg HE#E 5 L 7= & & OB X
D HIRWZ®, A AL U ORYEIEICE 2 DREBTRVEEZ DR, APHIERND,
S-217622 IZHFEHEME (%5 1 HHOAAMME 375 mg, ZDO#%EE 2~5 H HIZHERFHE
125mg %50 1 B 1 [FIEHRS) 12BN T, OCTI O MATE] O FE HE o> SR B RE |2 ik A 1 12
BWO® HHEE 5 2 HAREMHITRVWE B 2 b,

#* 25339 A NBRIVI DOIEMENRE R T A — 2 LTONA RV v OERYENREIZ KT T
S-217622 1000 mg HL[EI {1 4% G- 5228 D 5 H
IRTA—H ST Lo - fiE
(90% 7 I X fi])?
A RARILI A MBI L A MBI L
MR- S-217622 1} FH S-217622 BFH/
A AL CHEMEE
EATTL Conax (ig/mL) 1.12 1.16 1.04 (1.01, 1.08)
AUC.p4 (ug-hr/mL) 8.499 8.933 1.05(1.02, 1.11)
Conax (ng/mL) 1.12 1.32 1.18 (1.09, 1.38)
ETIL AUCo.4 (ug-hr/mL) 8.499 10.75 1.26 (1.12,1.52)

a

O AT PHIE (5~95 /X—F v Z A L)

M : 5.3.3.4-03_S-217622-CPK-006-C_Table 5

FERERRBRIC BV TA BN S-217622 @ OAT3 BLEMEFICOWT, KEHA RT74 2 [24]
IZHSE OAT3 AE L DK DDl BRALE L HrEh b 00, HEEHIEHETH D
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375/125 mg (3£ 5-1 HH DA 375 mg, ZD%E 5 2~5 HHIZ 125 mg %50 1 B 1 FIERS)
P55 B B OIFEET Crnax (1.21 pmol/L) & OAT3 1251425 1Cso (8.37 umol/L) 121 7 i ek
NHY, HEIRMTHDL EEZ LN, TOD, S217622 1XHEAIEAEICB VT, OAT3
DIEIEO I ENREIZBRIRAC A BB A2 5 2 5 /Rl e & 2 5.

FERLOER LY, S-217622 IZHFEHIEMEIZIHB VT, CYP3A, P-gp, M UYBCRP OFHE(EH
IR0 B IEEEOEYERE IR B R B2 B2 D RN & 5 &l L7z,

2.5.3.3.1.2 ftFIAARFNDEYEREICRITTHE

v MR Z W TR Hiv7z S-217622 O (S-217622 triazole N-desmethyl [M4] K O
S-217622 indazole N-desmethyl [M5]) 1%, CYP3A4/5 %z &Het85D CYP HpFHEIC L v Ak & T
WA ZENRBENT (2.6.4.5.1.2 TESR). S-217622 OHHIIEL CYP3A % & Lo DS
NEEL TV HDOD, TOHTIE CYP3A OHRGNRHEHREWEEZOND Z LD,
S-217622 % CYP3A OFRWFEEAI L JFH L= & Z121%, S-217622 O MIEFRENMI T L, A%
PEOAR FIZ 272N D Al REVEDN /R SNz, — 5T, S-217622 OARHNZITE LR DOHIEESRE A B 5- L
TEY, H—DEZENHESN THOMOBERIC L > TR#TEND Z &005, CYP3A ZDH
SR OBAEAIAY S-217622 O IMAEHFIRED EFIZ KT THBORE /NI NWEBZ b,

In vitro FBR DFE R, S-217622 1% P-gp & N BCRP OILE TH 0, OATP1BI, OATP1B3, OCTI,
OCT2, OAT1, OAT3, MATEI1, K& O MATE2-K OIE Tix/2ro72 (2.6.4.7.1 THEHR). S-217622
IERWEE ORI (7 B TONALFT XA TEVT 1 :855%) - d 2 &6 (2.643.1 H
M), HILEIZBIT D P-gp X OXBCRP FLEANC X 5 S-217622 WU & D HEHN O FELEE (X% & HE
225N, P-gp M O BCRP [LEAIOPEHIC & 5 S-217622 D i i 2 KT HEBORE T/ &
WEHEER SN D.

2534 RNZHER

S-217622 73 QTc R RIE T BT OV T, fERERR AT S-217622 (&) 20~2000 mg % 22
HE ISR B A1 0 4% G- Rf oD i A HR R S K VLRI 7 — #1235 &, Concentration-QTe fi#4T [27, 28]
Z TR L 7= (S-217622-CPK-002-A iRER). #IZIRAZETT /L% T, Fridericia 41
QTc & (QTcF) DO_—RA T A b DZALE (AQTCF) & g S-217622 R & OBHRIZS
WCTET M LT, Fiz, M S217622 RE L 77 B R KN —R T A Ui IEH D Fridericia
fH1E QTc [HIME (AAQTCF) DEMRAIX 2.5.3.4-1 12, EFTANLTFRIESZ T1211 RERICEBIT 5
BB E D Coax DRATEEEIZ I 5 AAQTCF DE T N TRINEZ K 2.5.3.4-1 ITR"F. S-217622
(A % 20~2000 mg F CTHERR O&KG Lz & & OBRERFEICHB VT, AAQTCF (LmiE R
FEIZBD 59 0msec [T TH 7=, 72, ETDOHED Coax DR FEEIZISIT D AAQTCFE D
7 VTR O R 90%(EHE XM D _EBRIZ 10 msec % Flal->7-. LLEOFEREMND, S-217622 (&
H#F) 20~2000 mg HLEHE 5T Crax D T LB OMEFEHIFH (1.70~96.9 pg/mL) 123\ T,
S-217622 % QT MIFRICHEAE I S e E Il L7 (5.3.4.1-01 2FR). S-217622 (BEAl) % HA
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MNBERERR N ZePEIC Day 1 D F 375 mg, % D% Day 2~5 (2 125mg T 1 A 1 [IKERO#EE LT
& XD Day5 O Coax DRATEEIEIL, 28.1 pg/mL(F 2.53.1-3 ) TH Y, 2000 mg H[a[H 5
T D Crnax DEATEIIE 96.9 pg/mL (FF 2.53.1-1 BIR) 1T 20O 34 (5 ChoTo. KRFAND,
S-217622 %, Day 1 ®# 375 mg, & D1 Day2~512125mg T1 A 1 BIKEROHEEG L L &,
QTR V A7 T &2 bivT.

2.5.3.4-1 S-217622 (%&#Al) 20~2000 mg H[EIHE 1554 O MAEH S-217622 R D K4y
N IBIT 5 1) AAQTCE o OVE T /L Tl S 7= 45 AAQTCE Dk B

20
15
10

= 77

£ XN

=

o %I—ILT T

{:.J

4 5.
-10
-15 +
20 9 - - : :

0 25 50 75 100 125

Plasma Concentration (pg/ml)

BEER L OH WA & fEI = AAQTCF O 7 /L T K OV D 90% 15 =X [H.

E¥ERFREEZEDM = miEd S-217622 A% 10 500 L72BEOS NI IEIT D AAQTCF OIE-HIE K ONZ D 90%1F
HE X .

A = MAEPEREE 2 10 5900 L 7ZBRD R4 Z & OFiPH.

Hih : 53.4.1-01_S-217622-CPK-002-A_Figure 1.1.1
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7 2.5.3.4-1 ET NS PRI SN EREED Cray D BEHEICIB T D AAQTCF
90% (= FE X fH
A& Cinax AAQTCF
(mg) (ug/mL) (ms) TR kIR
20 1.7 -0.13 2.76 2.49
70 52 -0.06 -2.64 2.51
250 15.2 0.14 2.34 261
500 32.6 0.49 -1.96 2.94
1000 63.8 1.12 -1.75 3.99
2000 96.9 1.79 -1.97 5.54

AAQTCF = 75 B R KR — 2 5 A U #HIEH% D Fridericia i 1E QTc IR
Hi#i : 5.3.4.1-01_S-217622-CPK-002-A_Table 2.1.1
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254 A 1% BHE T
2.5.4.1 T1221 $XE& Phase 2a Part & Uf Phase 2b Part D #5582 & D < §1f
PRI/ M OVISEE D SARS-CoV-2 JEYE \Zx 3 2 K OAF 2 E%, T1221 5% Phase 2b
Part }2 OY Phase 2a Part O — % % FWCalli L 7=.

T1221 BRI SRR ILR), EAERb, —EHER, 77 A ARERTH Y, BIE/ D EEUT
MESE D SARS-CoV-2 JiYLH % %F BT HL T A /L A G F A YRR HEZR 4 % Phase 2a Part, #%JiE/
HEEIED SARS-CoV-2 JEYLH & kG2 FAH DR RIE IR UGE ) R M Y SARS-CoV-2 (2% 3 D81
A VAR R A e8I % Phase 2b Part, BJE/TEIED SARS-CoV-2 JE&YLH 2 %t G A N & KRGk
"% Phase 3 Part, M OMEEJE {5/ EEREAIR D729~ % SARS-CoV-2 YL % it G A M & b+
% Phase 2b/3 Part ® 4 > ® Part THRL S 7z,

Phase 2b Part CIX#BE/F55E D SARS-CoV-2 JikYe#5 %, Phase 2a Part CIXHIE/ T EENE & OV
JEMED SARS-CoV-2 J&HeH % 375/125 mg Bf, 750/250 mg &, 77 BARBEO3IRFEZ1:1: 1Dk
RCEAEZITEIT T 7. BREHOEMEZ LU TIRT. SE3RE OIRBRWIMIX 28 AL L,
Phase 2b Part Tl% 6 H ] DOH ZhIE R V222 5HM L, 21 BREIOAZER 28 HEOLEMED
ffe7 L7=. Phase 2a Part T1% 21 A OAH MR 28 A OZRZEMZFME L2 (K 2.5.4-1 7).

e 375125mg Bf (FHTIE M25mgl &-7):
1H1ES5SHE, ATFOHE&EEZREORE L.
1 HBIZ 125 mg #E x 3 $& % OF Placebo-D x 3 #&, 2 HH/2*5 5 H HIZ 125 mg $& x 1 £}
X Placebo-D x 1 % & 5-.

e 7501250 mg BE (FHTIE 250 mg) &~ T):
1H1ESAHME, UToHEsRAFEL L.
1 H HIZ 250 mg §E x 3 §E % O Placebo-B x 3 §, 2 HH/2»H 5 H HIZ 250 mg & x 1 H&£ &
X Placebo-B x 1 $E7% # 5-.

o TTLBARE::
1H1ESHME, UToHEsRAFKL L.
1 H HIZ Placebo-B x 3 #& & (X Placebo-D x 3 &, 2 H H2>5 5 H HIZ Placebo-B x 1 $EM
X Placebo-D x 1 % & 5-.
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2.5.4-1 AN 2 — )L DX (45 Part HiE)
A7 Y — ; .
oy et B PRIR] >
Op Op
V1l V2 Vi V3 V2 V4 V5 Vo6 \Z V8 A% V10 A%08!
Day Day Day Day Day Day  Day Day Day Day Day Day Day
1 2 3* 4 5% 6 9 14 21 28 85 169 337

[-1] [+1] [+1] [+1]  [£1]  [#2] [£3]  [+3] [+14] [+14] [+14]
rr 11t

BAEBL

AR e

[ ]: #FFAE
*  Day3, Day5 ® Visit OEEIIEE & L.
w PRBRHIAOBINRE/ T v b LTEERE DB FERT 5.

2.5.4.1.1 R EH
254.1.1.1 BRIE/DEED SARS-CoV-2 ¥ (Phase 2a Part, Phase 2b Part)
SARS-CoV-2 DEIL RS S 4L, BYE K O EE TIZEE Y T D EARER [9] 2632 12 2L
70 BRI O B AL AT, KIRBRIZIS 1T D BIE/EED SARS-CoV-2 YL D T 7058
PUEHE T OBRAMENE S LI FIZRT (5.3.5.1-01_T1221 CSR (Phase 2b Part) Appendix 16.1.1 Z:&).
B IIEREAM ~ D BB DM, ARHTO COVID-19 EIEE A BB L, Wi LEE
ARE LTz,

<AL UE>
o EVEZAEINET 120 BERILANIZ, LA FOWFIORiA T SARS-CoV-2 B & 2 S
-4

—  RIATH VR, SRR VR, SUTMERR 22 O 7o e R A
- AIATHD W, SIER VKR, UTEER 2 AW - hURRd (8 &)
—  BEEEEM UWNECSUTEED W A O IR (E)

o COVID-19 ZJE*) b EIE 2B E TORE2Y 120 R AN O

* 1 COVID-19 O 14 fEdR (FEIEMED SARS-CoV-2 &Y, BPULHERIR) oo 1 THA U L
A Uiz &I U7z g

o AEAEIIIEZ COVID-19 (2 X LU FOER (COVID-19 @ 12 fER) D H BT
T, WS (COVID-19 ER A 27 @ 2) LLEDERZ 1 THE LI E (COVID-19 FIERTH
BIFAE LTERZ RS ) BT 5H.
H DT, FEVEAE P EE (COVID-19 JER 2 =7 1 2) LI EAD COVID-19 12 &
DAL LTV D & PEERE DI L 72 BEAFRESR (COVID-19 F8AERTH B AFE LTZIEIR) %
1 HBLL AT 5.

EHEIR T AR EITRR), TR SUTIROIR 2, B, HIEFET,
Bo T E UTFEEL
—  PRESIEAR BASUTRSED, MEOFH, %, B (RPN EE)
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- IHAERER - &5, WErE, TR

<BRAFEAE>

o HERRF ORI MIEFEAIAE (Sp02) 23 93%LL T (BNR) DF.

o MEFEELNNEE.

o AN LMWERNSMLE/RFE.

o IRERTE(T (/) EMIORMIC LY, BAEABIF% 48 FEHILANIZ, SARS-CoV-2 EYYE
DIERDNEAL T2 Z L B 5.

o MEVEZBIFIFICIRE &4 B HIREIME TR M ORYYEN DIV 5 (SARS-CoV-2 % [k
).

254112 IEIZD SARS-CoV-2 E## (Phase 2a Part)

SARS-CoV-2 DJEGLD MRS S 4L, EEARIERZ A L7ew 12 5RlL | 70 skl o B ok A AL
7o, RIGBRIZIBIT 2 EEWR D SARS-CoV-2 EYLF O £ 72 B PULUE K OSBRI EHE A DL R IR+
(5.3.5.1-01_T1221 CSR (Phase 2a Part) Appendix 16.1.1 /). A LWL~ BECH B E D%
Mk, ARHTO COVID-19 HIEE A ZE L, FRAIMEELZRIE LT

<R ELUE >
o EVEZEINET 120 BERILANIZ, LAFOWT IO A T SARS-CoV-2 Gt &2l &
7=

— BIHIEHN VKR, SRR VWK, XIEMER & O - IR R
—  RIHIEN VKR, SRR UMK, SUEMER &2 W e LR A (E )
—  SIHEHD VR ST SRR W E W PURRE (EME)

o HEVEAEINET 2 WRLINIZ, AT COVID-19 JERIFRD S TR,

- aeHER T AR EITRR), TR UK OIR 2, B%E, HIERET,
Blo X S 3UTFEEL, BRES, MR
—  MPRRERIELR BACUIRSED, MEOFAH, %, B (RPN EE)
- HERIEIR - &5, Mar, TR
<BRAMEHE>

o EEHFD Sp0y 28 93%LL T (BNR) DF.

o MBEENMIEIRE.

o A LMRARNSMLIERE.

o IRBAEME (o0fH) EAID M LY, BT 48 FFHEILANIZ, SARS-CoV-2 FEYYE
DIERDEAL 25 2 &35 < S D A

o AEABIRCIEH Z BT HIRENIE TR PEDRYYEN DN HHE (SARS-CoV-2 %R
).
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254.1.2 ANEEHEIEE R UHEFiE
2.5.4.1.2.1 fRITREME
ANEDIMT R R D 9 5, Phase 2b Part [Z351F 5 ITT1 4 IZ5BRICEENES (BT 5

I, MONR=ZAF A4 L TOTANAIIBRE SN ERE NS R DEREERL, VAR
T O ENFHER . < UNERFRIRIZ HE S < 7 A )V 2 I E CHE S 417=. Phase 2a Part (235
\F % modified intention-to-treat (mITT) £ 1%, JRBRIKIZHE/ELIZEIHT 54, SARS-CoV-2 DI
YRR XA, D3O R— R T A L TOTA NV ANMDR SN E N O 7 AEF & &
SARS-CoV-2 DG K T A /L 2 Tl O L, E A Z 7 EIHER SOBIRIRIZEL-S < reverse
transcription-polymerase chain reaction (RT-PCR) } OV A /L A Sl & CH|E X417z, F 7=, Phase
2a Part (ZH51F 2 ITT ML, 1RBRFEICEMERIZEIT B, 723D SARS-CoV-2 DIEGL A TR
NI BEBRE S22 HEN & EF L, SARS-CoV-2 DG TSR UWERFR IR IZ 25 < RT-PCR
OFRTHE Sz, ITT1 £, mITT £H, KOITT £ 2 80T1E, FIEEHZ IS
THEMEI .

254122 AMEFEER
Phase 2b Part } Uf Phase 2a Part CaxiE L7 A2 RHETEE 0 9 5, LLTFOIEHE %2 KICAA OH
ME AR L 7.
< Phase 2b Part>
e COVID-19 ® 12 JERAFHA 2T ® Day 1 205 Day 6 F COHNEEH#H -0 OL(LE
(TT1 ££H)
o COVID-19 JESR DY 7 EF A 27 D Day 1 775 Day 6 £ TOHMNKMH 7= DAL
B (ITT1 ££H])
o UANAIEENT A VA RNA BEDOR—RT A b OEE (ITT1 2£H)
o U A VAl N RT-PCR [PESR (ITT1 ££1H)
o U A LA KON RT-PCR [2VEN BN MRS S 2 £ TORFfE] (TT1 ££H])
e COVID-19 JERN[EIE T 25 F TORH (TT1 $ERH)
e COVID-19 ® 12 JERAFH AT DR—2F A vk DLk (ITT1 £H)
o COVID-19JERDH T EFF AT OR—RT A ind DR (ITT1 M)
e COVID-19 JEIR N EIE L7-#BE OEIA (ITT1 M)
e COVID-19 JEIR2MIME T2 F COMRM (ITT1 ) : FEMEHT
e 8-Point Ordinal Scale 23 #E{b3 % F TOK:fE (ITT1 5[H)
FEL (37.0°CA) (ZEIET 5 £ TOREE ATTI 4£:H)
< Phase 2a Part>
o TUANARNMIEDR=ZT A 6D E (mITT ££MH) KT A /LA RNA \ED~N—
AT A b0 E (TT £H)
o UANZIMEGMESR (mITT £4£H]) KO RT-PCR 5= (ITT 4£HT)
o U AINLANMEEMENRYNCHER SN D £ TORRE (mITT M) & O RT-PCR &2 5%
WINCHERR S D £ TORE (TT ££H)
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e COVID-19 JERN[EIE T2 £ TOWRFM] (BE/FEAED SARS-CoV-2 [EYLF, ITT )

e COVID-19 ® 12 JERBFHAIT ORX—RAT A LD O bE (BAE/TEEED SARS-
CoV-2 [&Hu3r, ITT 4£[H])

e COVID-19 SEIR[EIE L 7= OFlE (BIE/FEED SARS-CoV-2 EILF, ITT £
[4)

e 8-Point Ordinal Scale 23{b3" 2% £ TOIKEfE] (ITT 4£H])

o CFEEN (37.0°CAM) (ZIEIE T 5 F TORFHE] (BYE/HESED SARS-CoV-2 &Y, ITT 4
i)

e COVID-19 JERNFIE L 7o girE OEIE (JEiEWD SARS-CoV-2 f&HL, ITT ££[H)

Phase 2b Part COHIE/ T EEAE O SARS-CoV-2 Y % %15 & 25300 L EFHMHE B 1,
COVID-19 ® 12 JERAFE A 2 7 OHIEIFGBitG (Day 1) 7>5 120 FE[E (Day 6) % T HAAL ]
b= D2 &, KO Day 4 [Z81F 5 SARS-CoV-2 DT A VA IO _—R T A LD DAL
mE L, Z#b 2HHE% Co-primary endpoint & L CEXE L7-.

COVID-19 @ 12 JEREFF A 271, COVID-19 O 12 fEIR (A& IR, 75 AR U3k
DS, B, EIEFETT, Bl S UIHEE, SKXTRSFED, MEOFA, %, B8 [FF
WeIREE], A, MERE, RN ICOWT, EBRE RS TENR TN 4 B (0 HEL, 1: A,
2 R, 3 EHE) TRMiEN/bDEEF L7 b D ThDH. Phase 2b Part DA 2D 25T
fliTHH D 1> T&H 2D, COVID-19 D 12 FEIREFHA 27 D Day 1 7> 5 Day 6 £ TOHALRFH]H 7=
0 DAL ETIL, S TEH SN 72 COVID-19 D 12 JEREFH A I T OR—=2F A b D%
{bLEIZDOWT Day 1 725 Day 6 £ TOH#R T iEfg 4 5 LR ORI (R : FfE]) THI-72
D& BN -0 o2 bR E LCHEB Lz, Z oL IHIE B (S92 S & LT, ITTI
£ H B, Day 1 O COVID-19 D 12 FEREFEA 27 23 1 LLEOBRSE/FZ)E D SARS-CoV-2 i
YeB 2 x0T, BNLREE & 72 0 O LB A IS, COVID-19 FEAEH & MEAEZA BT £ T ORERH],
SARS-CoV-2 U 7 F U RO H M, K OR—Z 7 A VKD COVID-19 O 12 JEREGFFA a7 %3t
T3 HIHNT AL, WA EAKE 0.05 T S217622 FHER L 77 B AFEOMT
XA AT o 7.

MMz T, COVID-19 JESRDY 7 HF A 27 D Day 1 75 Day 6 £ TOHNIH 7= 0 OE L&
ZRIKEHETEH & L CREL, COVID-19 @ 12 SERZLLTO®EY 53E L, RO 21T\,
ELICHERMITE LT, 470 U RICFHEINITH S [29], FRPREERICE - I1E & UTREE
Iz 7z SHER %8 & U CRBEOMT 217> 72,

o SWHAEIR : MRODIE A, %, BT S UTFEL

o  TRERAAEIR ¢ MAKITESSEY, WRODIFEA, %, IS, BolE & UIFHEN

o FRRZMEI : MAKSULEDEY, MEOA, %, BEUIIL (PRI EE)

o EHJEIR  FABE (EFIK), TR SUIRORRA, B, BT, ol XS T
FEEN

o THLEMELR : thEK, WEM:,
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COVID-19 @ 12 SERLISNTlE, R L OMRTERFIZONT, HRE A TENEh 3 B
B (0 : @Y, 1 @Il TE U2, 2 &R ER) TRMis =,

F 72, Phase 2bPart DAINED S 5 1 DO FEFHIEHE Th 5, Day4 IZF1F 2D SARS-CoV-2
DI AIWVATHD =T A b OEALEINTT 5 EfT & LT, ITT1 B£HIZH 1T 5 BE/

EEED SARS-CoV-2 JEYLH # X RIZ, Day 4 (281D A NVATIOR—RT A4 b DEAL
BAIGE, COVID-19 FIEN b HEIEL BT £ TORFWE, SARS-CoV-2 U 7 F U B OAEE, K
R—=2AT A VHEO T A NAIMi % AR LT 208 E2@EM L, milaEK%E 005 T
S-217622 % FHERE L 7T B AR EEO K] TR Ll 24T - 7=,

Phase 2a Part Cl, #E/H2E T BESERED SARS-CoV-2 &Y TO, % HAICF 1T 5 SARS-
CoV-2 DA NATMDR—=AT A b OB LB Z2 TEFREE & Lz, BE/FEED
SARS-CoV-2 [EYH M, MEIEMWED SARS-CoV-2 YL HEM, KON b 2= 2EMZNE
AUZDOWT, mITT £ A2 %510, FRERICEIT D SARS-CoV-2 DT A )V ATUlDN—RF A
MO DOV EOERMHEEZEH Lz, 5612, 28MHIZ38 T van Elteren fREZ @A L, 1
A B /KYE 0.05 THIFRIZIIT D 7 A VAT OWTEFERE L 7T B ARBEORM THI ik %
1To7=. 7=, FHEMAHTE LT, Phase2bPart ® Day4 (251} D SARS-CoV-2 D 7 A LA F i D
N—=2 T A LD REE RO E LT, N—=ZFA VO T A VANl LERICE
T BT 21T o 72,

F 72, Phase 3 Part }2 O} Phase 2b/3 Part (23317 2 FE R AIREHEEHE Téh 5, SARS-CoV-2 D7
A VA TR TE D B AN HERR S D £ TORER] 25 L 7. Phase 2a Part @ mITT £ K&K O
Phase 2b Part ® ITT1 $E[H %2 %f4:(2, @RI log-rank #iE & FVC, WA E /K% 0.05 T SARS-
CoV-2 DA )L A IBFENEDN BN HERS S D £ TORFMIZ OV T S217622 KRR E 7T+
RO Cx L 21T > 7. $AE/HZHE D SARS-CoV-2 JEYH ], MAEED SARS-CoV-2 Ji
Y £, KON 6 2 e 2L ME N E NI BV TEBED Kaplan-Meier #ifE 4 i £, SARS-
CoV-2 DT A VA IUBFEMED RN HER S LD £ TORM O FIRAE & 2 D 95% (S HEIX [ % 5
L7z, S DICHRAEORERIZE & E D 95%ISHEIX A & F M L7=.

NZC, HIE/PESED SARS-CoV-2 &Y TD, COVID-19 FERB[EIE T 5 F TORERH, 4%
1231 5 COVID-19 D 12 fEREGFF R a7 DR—ZF A L inb O E, KT COVID-19 fi
W EE L& 0B 4 b L7z, COVID-19 JEJR O HHE O E % %2 LL FIZRT
(5.3.5.1-01_T1221 CSR (Phase 2b Part) Appendix 16.1.1 ).

COVID-19 etk D> TEIE ] 1%, TREREEE G-BAMARF A5 COVID-19 @ 12 fEfR4T2S TR

ZIH R, ﬁﬁXi&%LtﬁE%hb ZOWREN DI L b 24 BRI L TV D L&, Y
MR D COVID-19 JERILFIE L7z &Il L7z,

e COVID-19 FIERTH HAFAE LTBEFIEIR T, N—RA T4 v (FGRIRE) R TELL
TV D E BRI LTERICOWTIE, X=X T A VIR OEEENO W ET D
VENDH D (N— AT A RO TEEE DR ILFR ).

e COVID-19 BIERTN HFAE LTZREFIER T, _—RA T4 v (EHHiRE) Rl TEl L
TR & WRBRAE AV L 7RIS DN TR, R—R T A Wi o0 BE FE & MERE U
BETDOMEND D (N— R T A RO ENE DR 3R ).
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o [ELLMNDIEL, T72H COVID-19 BIERNZIIFEL TE LT, X=X 71 (5
ATARET) REAR D D UWIEZALBABRIC R BL L 7SR D W T, SRR T L2 72 5
VENH 5.

COVID-19 SER 3 A4 2 £ CTORFEIE, TR8REER 5B R COVID-19 @ 12 SER 4T
EE L7kl E TR & BT 5. ARHIE B 1233 2 Ef##tr & LT, Phase 2b Part @ ITTI
SE [} OF Phase 2a Part @ ITT 4EMNIZ 31T 28E/HEAED SARS-CoV-2 JEYLH [ A X 5:1Z,
COVID-19 F&HEN &gk E TOREHE, & SARS-CoV-2 U/ F U MDA ML E L9 5 Ehl
log-rank #E % T, WA ZEKNE 0.05 T COVID-19 JERNEIE TS F TORRIZOWT
S-217622 M ERE L 7T B ARBEOM TR AT o 7. 72, FFEIK LT, BEEHIHIMZ
21 B & T 2R AFRE (RMST) ZHEE L, FHAERE 77 e RHOX iR A1T 7.
Z O OREMNTIX 5.3.5.1-01_T1221 CSR (Phase 2b Part) Appendix 16.1.1 (27779,

BHAICBITD COVID-19 @ 12 JERBFIATAT DR—=ZAT A b DELEIZOWVWT,
Phase 2b Part CI% ITT1 £EFIZ 31T D HIE/HEEIE O SARS-CoV-2 YL FE 2t 5z, 3531y
Mrawi L, miflaEKYE 0.05 THIRLTIZEIT S COVID-19 @ 12 FERAEFF AT DR—2F
AP HDEALEIZOUWNT S-217622 & HE#EL 77 B A O] Txi bk 21T - 7-. Phase 2a Part
TIE ITT E£HICB T D BIE/HHE D SARS-CoV-2 JEYFHEM 2 xR, KRERICBITS
SARS-CoV-2 D7 A VA TEDR—RA T A D DR & RO 24T~ 7-. 7272 L, £
32 AT I REE/ T EE O SARS-CoV-2 R H LS ROfEMT O 7~ & L7=. Phase 2b Part Tl
VT EFHA T xS L LERBROMIT 21T, S DICHEBMNT & LT, MEREERIZE - 1
S XIIFEBEAE N 2 72 5 fEtR & k15 & U CREBRD T 21T - 7.

COVID-19 JEMR[AIE L 7= 985 E OE|E 1220 T, Phase 2b Part @ ITT1 2] & OF Phase 2a Part
O ITT LI RBIT 2 BIE/TE)ED SARS-CoV-2 J&HYe# M2 %) L T Mantel-Haenszel 1€ % 1
AL, mRAEAKYEE0.05 THILSICEIT D COVID-19 SER M EIE L-#ERE 0EI &I >0 T&
MEREL 7T B RO T 21T - 7-.

TR L LT, HIE/TEEAE D SARS-CoV-2 &Y« T, COVID-19 fERNRIE T HE TD
R 2 34 U 7=, ASEHIIE B (%05 MM & LC, COVID-19 JEIRAEIE T 5 £ TORFR & [F
FROMENT 24T o 72

COVID-19 SEdk D THAE ) X, TRBRER G5B RN COVID-19 @ 12 SERATH TR
DICIRE LR A2 L, TOREN DA< &b 24 BEfIFRGE L T D & &, Ykpiia o
COVID-19 JESRITRAE L7z & flr L7z,

e COVID-19 RBIEFTH HAFAE LTZBEAFIEIR T, _X—R T4 v (EHAiME) R Tl
T D ERBRE DI L 7RIS DV TIE, =R T A VRO EIEE ) S S X
MEFFT DR S D,

e COVID-19 BIERTN HFAE LTZREFIER T, "= T4 v (EHAiRE) Rl TEl L
TR & BRBRAE AV L 7RIS DN TR, _R—R T A W o0 BEFE & MERE U
KETDINLENDD.

o LFLLMNDIEL, T 70 B COVID-19 BIERNZIIFEL TE LT, X=X 71 v (&5
AR D) RER D 2 WIZENLBABRICHEL L 7R IC DWW T, BRI LIS 72 2 BN &
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5.

7, WREE KO 2 &t COVID-19 JER AN PIE 5 £ TORRK] (PRI IRIE DR :
96 WEMEILL b)) &3 L7, AFHEE H x5 M & LT, COVID-19 SERAEIE T 2 E T
DO & [FRIRE DT 21T - 7=

MR B M OB B 2 & Te COVID-19 JEIR D T8 1%, EFE COVID-19 JER D TR
Nz, TRBRIER: G-BIAAIE S0 D MR B L OWRTE s 28 FRE 0@ 0 IZIRIE LRz L,
ZDOWHEN D2 &b 96 Rl FFRE L T\ D & &, BRTERE K O B 2 5 20 COVID-19 JEiR
DRAE L7 (REIRIE DO RRGE - 96 REHILL |) & b L7-.

e COVID-19 FJERTH B IFAE LTZBEAAEIR T, RN—AT 1 v (FKERIHRTE) FSTElL
TV D EWBRE DVEIT LIIERIC DWW T, =R T o R O FIEE S o T
HEFFT DN S 5.

e COVID-19 RJERTN DIFAE LIZBEAFIER T, _"—RA T A > (BGARTE) R CE(LL
TR & B AV L 7RIS DN TR, R— R T A W 5 0 BE JE & MERE SIS
WETOIVLENDD.

o [ELLMNDIEL, T72 B COVID-19 BIERNZIIFEL TE LT, X=X 71 v (5
ATARES) WREARd D WIEZALBABRIC R BL L 7RI DWW T, Stk NlE @Y ) 12725
VENG 5.

8-Point Ordinal Scale I, #¢BRF DIRFER 0~7 (0 : JERDBD SN2, 1:ERRH Y, HE
AETRIC D 72Wy, 2 ERN BV, HEAEIRIZKERH D, 3: ABE, siWITZIUCHET B
MLBEEL T2 D, 40 ABE, BOOTZICHET D08, MOMFEK S (5 L/min Kiii) PS0LELRD,
50 ABE, SO TEIUCHET DR, KOWEHRE L (5 Lmin BLE) RSB ERD, 6 ARt 8
WIEZEIUCHET 20858, KON TIFRERN NI L 702, 7:581) O 8 RS CIABRE(T () &
B3EEM L7= & D T 5. Phase 2b Part @ ITT1 #[H K% O Phase 2a Part @ ITT [ & %1412,
8-Point Ordinal Scale 73 % #1% 41 Score 1 LA I, Score 2 UL E, Score3 UL E, Score4 VL L, Score5
PLE, Score 6 LA E, Score7 8T 2% COREM (HE) OERFEFEZF L L.

FEREED SARS-CoV-2 JERYLH 12O\ T, COVID-19 JEIRASFIE L 7= 4BRE OB ik L
2. MEEMWED SARS-CoV-2 JEYEHE NI KT 2%, COVID-19 O 12 JEfk ST IR 55 K N 5
FWOWTINPIIE LT WBE OBIS L EFR L. WBE ST 295 AREicB VTR
P R OWLRE B A 0~2(0 - @@ Y, 1 @I TE T2, 2 &< URY) O3 B
B CREM L, COVID-19 0 12 SEIR ITHRAE/FE D SARS-CoV-2 J&YH & [FIERIZ 4 BERE CREAR L
7-. Phase 2a Part @ ITT S35} 5 MESERED SARS-CoV-2 &Y FH M % %512, SARS-CoV-2
U U F RO % g &3 % Mantel-Haenszel f#iE % VT, mifflA /K 4E 0.05 T COVID-19
FERDFIE L I BRE DEIGIZ DN T S-217622 KA ERE L 77 B ARBEORM TR 217 o 72
Phase 2a Part CIIHERE A 5O OFIE A2 FHM L7=. COVID-19 0 12 ik SITBRF 2
B M QMR B H O FEIE 1T LL R TEFE L 72 (5.3.5.1-01 _T1221 CSR (Phase 2a Part) Appendix 16.1.1
Z ).

o IREHEENOWMIREFORI T [0: @FEY | 25 1 @FICHTEE 20,
E 2 &K U e 1B L LSS
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o BT IFEE, B, B (FEREE) o 3 ERIZOWTE, W OSER T,
RAATPR=ATA RN D 1 B BB L L725E (N— AT A VIFOEREE N E
JEDH DI COVID-19 JEIR D FIEHTE DX G0 HFR ).

o JARIK (FEHIK), MR SUIRORFEA, B, BT, SKXIT&SED, Mo
A, XA, WM, FHIO 9 JERICOWTIE, [A—FREAIZBWT, 2 2Ll EOJEIR T,
AT WR—=AT A VRS 1 BFELL EEAL LT E (N— R T A VREOEIEE N E
FED H DX COVID-19 FEIR DIJEHE DRG0 HERL ).

FOMOFEMIER (7 AL A RNA BEOR—R T4 L inhOELE, 71 LA FEBESR,
RT-PCR P53, RT-PCR F2PESRANIHERS S D £ TORRH], FEUCEE T 5 £ TORR) @
WRFTIEOFEMIX, 5.3.5.1-01_T1221 CSR (Phase 2b Part) Appendix 16.1.1 (27379,

25413 BHEREE

2.5.4.1.3.1 WEREDANRE VU ANOMFETERIEE

< Phase 2b Part>

Phase 2b Part (235 1) 2 BJE/HAEE D SARS-CoV-2 [&He# @ ITT1 4133 341 1 (375/125 mg
FE 114 511, 750/250 mg # 116 %, 77 &AREE 111 i) Tholz.

ITT1 £ D A DR 2 5 2.5.4.1-1 [ ToRT. BUE/PEEED SARS-CoV-2 J&YH 2k
WC, BHEOEIGIXZINER, 375/125 mg B 53.5% (61/114 f41), 750/250 mg £ 56.9% (66/116 1)),
77 B AREE 64.9% (72/111 ) (L FREINE) THY, 772 REETHEENE -T2, Flpo bRl
(FEPH) 1%, 32.0 (14—68) 1%, 34.0 (12—69) %, 37.0 (16—68) K ThH v, B CRIELDOMEH T
bole. WTNORIZ G REE KOG RE DS LN, AL, 750250 mg #EL O 7 R
HOK 1 HlERE, R TT VT AThoT2. DO H, KM HAN (335339 #)) TH-7-.
COVID-19 FIEN & HEAEAEIL) £ CORFRNIL, 72 BRI EOEIE DS, 51.8% (59/114 #1), 54.3%
(63/116 Bi), 51.4% (57/111 i) TH Y, WTNORETE 72 B LL EO#ERE OEIAIIH Y0 T
Ho7=. SARS-CoV-2 U7 F A OEIEIL, 85.1% (97/114 1), 83.6% (97/116 #i), 87.4%
97111 i) THY, WTFNDORETEH SARS-CoV-2 U 7 F U AEFRE L DWERE DN Do 1=,

#* 2.54.1-1 BB O N DFFHFEAOFFE © Phase 2b Part (ITT1 2H)
S-217622 S-217622 Placebo
125 mg 250 mg
N=114 N=116 N=111
n (%) n (%) n (%)
Sex Male 61 (53.5) 66 (56.9) 72 (64.9)
Female 53 (46.5) 50 (43.1) 39 (35.1)
Age (Years) (informed N 114 116 111
consent obtained)
Mean (SD) 35.6 (13.5) 353 (13.1) 37.3 (12.6)
Min 14 12 16
Median 32.0 34.0 37.0
Max 68 69 68
Height (cm) N 114 116 111
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S-217622 S-217622 Placebo
125 mg 250 mg
N=114 N=116 N=111
n (%) n (%) n (%)
Mean (SD) 166.14 (8.96) 166.51 (8.41) 167.82 (8.77)
Min 147.6 147.0 144.5
Median 167.10 166.85 169.00
Max 185.4 189.5 188.1
Weight (kg) N 114 116 111
Mean (SD) 63.50 (15.77) 63.57 (12.67) 67.95 (14.49)
Min 35.0 42.0 40.6
Median 60.50 62.00 66.50
Max 115.0 108.0 115.6
BMI N 114 116 111
Mean (SD) 22.80 (4.25) 22.85(3.79) 23.97 (4.05)
Min 14.2 16.0 17.5
Median 21.80 2275 23.10
Max 373 37.0 384
Race Asian 114 (100.0) 115 (99.1) 110 (99.1)
American Indian or Alaska 0 0 0
Native
Black or African American 0 0 0
Native Hawaiian or Other 0 0 0
Pacific Islander
White 0 0 0
Other 0 1(0.9) 1(0.9)
Drinking habits Yes 54 (47.4) 49 (42.2) 62 (55.9)
No 60 (52.6) 67 (57.8) 49 (44.1)
Smoking habits Yes 27 (23.7) 20 (17.2) 30 (27.0)
No 87 (76.3) 96 (82.8) 81 (73.0)
Condition of subject Hospitalization 29 (25.4) 44 (37.9) 33 (29.7)
Outpatient 49 (43.0) 40 (34.5) 48 (43.2)
Recuperation at home 2(1.8) 1(0.9) 0
Recuperation at accommodation 34 (29.8) 31(26.7) 30 (27.0)
(hotel)
Other 0 0 0
Time from onset to <72 hours 55 (48.2) 53 (45.7) 54 (48.6)
randomization (Category
1))
> 72 hours 59 (51.8) 63 (54.3) 57 (51.4)
Time from onset to < 24 hours 11 (9.6) 2(1.7) 5(@4.5)
randomization (Category
2)
Between > 24 and < 48 hours 21(18.4) 21 (18.1) 24 (21.6)
Between > 48 and < 72 hours 23 (20.2) 30 (25.9) 25(22.5)
Between > 72 and < 96 hours 37 (32.5) 38 (32.8) 33(29.7)
Between > 96 and < 120 hours 22 (19.3) 23 (19.8) 24 (21.6)
> 120 hours 0 2(1.7) 0
Vaccination of SARS- Yes 97 (85.1) 97 (83.6) 97 (87.4)
CoV-2
No 17 (14.9) 19 (16.4) 14 (12.6)
Past medical conditions  Yes 2(1.8) 8(6.9) 7 (6.3)
No 112 (98.2) 108 (93.1) 104 (93.7)
Current medical conditions Yes 53 (46.5) 49 (42.2) 60 (54.1)
No 61 (53.5) 67 (57.8) 51 (45.9)
Prior drugs Yes 87 (76.3) 86 (74.1) 82 (73.9)
No 27 (23.7) 30 (25.9) 29 (26.1)
Concomitant drugs Yes 82 (71.9) 86 (74.1) 80 (72.1)
No 32 (28.1) 30 (25.9) 31(27.9)
Prior therapies Yes 0 0 0

- 64 -



S-217622 2.5 BEIRIZBE9 2 G REAM

S-217622 S-217622 Placebo
125 mg 250 mg
N=114 N=116 N=111
n (%) n (%) n (%)
No 114 (100.0) 116 (100.0) 111 (100.0)
Concomitant therapies Yes 0 0 2(1.8)
No 114 (100.0) 116 (100.0) 109 (98.2)

Min = Minimum; Max = Maximum; SD = Standard Deviation
BMI = Body Mass Index; SARS-CoV-2 = Severe Acute Respiratory Syndrome Coronavirus 2
Hi#l : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.1.2.1.1.1.1-2

< Phase 2a Part >

Phase 2a Part O ZhIEMHT F REM OMEE 2 3K 2.5.4.1-2 |Z7~7". Phase 2a Part (23517 5 BIE/
HISEE O SARS-CoV-2 [&He3 O mITT 21135 37 51 (375/125 mg ¥ 13 41, 750/250 mg £f 12 1,
7 vARRE 124, LATNFEIR) TH Y, ITT LHIELFH40 B (14 61, 1241, 146]) Thoto.
JERED SARS-CoV-2 JEYLE o mITT £ IXFH 6 51 2 1, 241, 24l) TV, ITT LI 7 i
B, 241, 34 Tholz. T1221 ABERIERRILFENRBR E L CH MR ThH 5723, Phase 2a Part D
69 BlEFETHARMNEB CTH -T2, Fio, RIENBTAVFRIZLDEETHH-T-.

ITT £EENC 31T D HIE/HEEE O SARS-CoV-2 JEHLF K OMIESE D SARS-CoV-2 [EYH D A M
et FRREE, TRENE 25413 LOF 2.54.1-4 ([T d. 8BE/PSED SARS-CoV-2 J#&
YEIZBWT, BB ITZR T, 375/125 mg B 42.9% (6/14 f51]), 750/250 mg £f 50.0% (6/12
Bl), 77 BAREET78.6% (11/14 ) (LA FRENR) THO, 7T BREETEER LT, FlnoH
JLE (ELPH) 1%, 34.5(22—359) %, 37.5(23—63) %, 35.0(16—61) K TH Y, BEHE TREEDH
W Tho T2, RAIBHIIARBAER TS 720> 72, COVID-19 FIAEM b BAEAEI) & TOR
L, 72 BRI EOEIE D, 64.3% (9/14 1)), 58.3% (7/12 f5]), 64.3% (9/14 ) TH YV, T i
DOEETH 72 B LA EOWBRE OEIA A m /- 72, SARS-CoV-2 U 7 F L BfEA OEIAIL, 85.7%
(12/14 ), 83.3% (10/12 f5ll), 71.4% (10/14 f5) TH Y, WTHOETH SARS-CoV-2 UV 7 F 4
TR 2 DWERAE DN Dy o T, BEJEED SARS-CoV-2 JEYLE T OWTIE, Bk 7a <, Mm%
BETE o7,
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#* 2.54.12 BN G285« Phase 2a Part (BE{E 251 & fu7- 4
Mild/Moderate Asymptomatic All
S-217622  S-217622 Placebo S-217622  S-217622 Placebo S-217622  S-217622 Placebo
125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=20 N=20 N=20 N=2 N=3 N=4 N=22 N=23 N=24
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Participants included in ITT 14 (70.0)  12(60.0) 14 (70.0)  2(100.0) 2 (66.7) 3 (75.0) 16 (72.7)  14(60.9) 17 (70.8)
Participants excluded from ITT 6 (30.0) 8 (40.0) 6(30.0) 0 1(33.3) 1 (25.0) 6(27.3) 9(39.1) 7(29.2)
Reason for exclusion [a] RT-PCR result 6 (30.0) 8 (40.0) 6 (30.0) 0 1(33.3) 1(25.0) 6(27.3) 9(39.1) 7(29.2)
Participants included in mITT 13(65.0) 12(60.0) 12(60.0) 2(100.0) 2 (66.7) 2 (50.0) 15(68.2) 14(60.9) 14 (58.3)
Participants excluded from 7 (35.0) 8 (40.0) 8 (40.0) 0 1(33.3) 2 (50.0) 7 (31.8) 9(39.1) 10 (41.7)
mITT
Reason for exclusion [a] RT-PCR result 6 (30.0) 8 (40.0) 6 (30.0) 0 1(33.3) 1(25.0) 6 (27.3) 9(39.1) 7(29.2)
Viral titer result 5(25.0) 5(25.0) 6 (30.0) 0 1(33.3) 2 (50.0) 5(22.7) 6 (26.1) 8(33.3)
Participants included in PPS 13 (65.0) 9 (45.0) 11(55.00 2(100.0) 2 (66.7) 3(75.0) 15(68.2) 11(47.8) 14(58.3)
Participants excluded from 7 (35.0) 11 (55.0) 9 (45.0) 0 1(33.3) 1(25.0) 7 (31.8) 12 (52.2) 10(41.7)
PPS
Reason for exclusion [a] Excluded from ITT 6 (30.0) 8 (40.0) 6 (30.0) 0 1(33.3) 1(25.0) 6(27.3) 9(39.1) 7(29.2)
Exclusion Criteria 0 1(5.0) 1(5.0) 0 0 0 0 1(4.3) 1(4.2)
Inclusion Criteria 0 0 1(5.0) 0 0 0 0 0 14.2)
Overdose/Misuse 1(5.0) 1(5.0) 0 0 0 0 1(4.5) 1(4.3) 0
Prohibited Co- 4 (20.0) 3 (15.0) 3 (15.0) 0 0 0 4 (18.2) 3(13.0) 3(12.5)
Medication

ITT = Intention-to-Treat; mITT = modified Intention-to-Treat; PPS = Per Protocol Set
[a] Participant may have had more than one reason for exclusion from the analysis population.
Wil 1 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.1.1.3.1
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# 2.54.1-3 WeBRE O N DR EH A% © Phase 2a Part (B9E/ T 2EIE D SARS-CoV-2 JiYs
#, ITT 4£[H)
S-217622 Placebo
125 mg 250 mg
N=14 N=12 N=14
n (%) n (%) n (%)
Sex Male 6 (42.9) 6 (50.0) 11 (78.6)
Female 8 (57.1) 6 (50.0) 3(214)
Age (Years) (informed consent N 14 12 14
obtained)
Mean (SD) 38.0 (13.2) 40.7 (11.6) 36.6 (15.1)
Min 22 23 16
Median 345 37.5 35.0
Max 59 63 61
Height (cm) N 14 12 14
Mean (SD) 165.20 (8.04) 164.76 (8.77) 170.20 (5.74)
Min 155.0 151.3 158.6
Median 164.55 165.00 168.75
Max 182.5 179.0 180.0
Weight (kg) N 14 12 14
Mean (SD) 60.96 (17.18) 66.69 (20.56) 66.11 (10.16)
Min 45.7 455 49.2
Median 53.80 60.55 67.00
Max 107.6 105.8 81.1
BMI N 14 12 14
Mean (SD) 22.08 (4.69) 24.27 (6.07) 22.76 (2.87)
Min 18.6 18.6 17.7
Median 20.20 21.70 22.40
Max 35.7 36.7 27.7
Race Asian 14 (100.0) 12 (100.0) 14 (100.0)
American Indian or Alaska 0 0 0
Native
Black or African American 0 0 0
Native Hawaiian or Other 0 0 0
Pacific Islander
White 0 0 0
Other 0 0 0
Drinking habits Yes 10 (71.4) 10 (83.3) 3(21.4)
No 4 (28.6) 2 (16.7) 11 (78.6)
Smoking habits Yes 4 (28.6) 1(8.3) 6 (42.9)
No 10 (71.4) 11 (91.7) 8 (57.1)
Condition of subject Hospitalization 5(35.7) 5(41.7) 5(35.7)
Outpatient 1(7.1) 0 0
Recuperation at home 0 0 0
Recuperation at 8(57.1) 7 (58.3) 9 (64.3)
accommodation (hotel)
Other 0 0 0
Time from onset to <72 hours 5(35.7) 5(41.7) 5(35.7)
randomization [a] (Category 1)
> 72 hours 9 (64.3) 7 (58.3) 9 (64.3)
Time from onset to < 24 hours 0 0 0
randomization [a] (Category 2)
Between > 24 and < 48 hours 1(7.1) 0 2(14.3)
Between > 48 and < 72 hours 4(28.6) 541.7) 3(21.4)
Between > 72 and < 96 hours 4 (28.6) 4(33.3) 3(214)
Between > 96 and < 120 hours 5(35.7) 3(25.0) 6 (42.9)
> 120 hours 0 0 0
Vaccination of SARS-CoV-2  Yes 12 (85.7) 10 (83.3) 10 (71.4)
No 2 (14.3) 2 (16.7) 4 (28.6)
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S-217622 Placebo
125 mg 250 mg
N=14 N=12 N=14
n (%) n (%) n (%)
Past medical conditions Yes 0 1(8.3) 0
No 14 (100.0) 11 (91.7) 14 (100.0)
Current medical conditions Yes 10(71.4) 7 (58.3) 5(35.7)
No 4(28.6) 5(41.7) 9(64.3)
Prior drugs Yes 13(92.9) 8 (66.7) 6(42.9)
No 1(7.1) 4(33.3) 8 (57.1)
Concomitant drugs Yes 11 (78.6) 8 (66.7) 7 (50.0)
No 3(21.4) 4(33.3) 7 (50.0)
Prior therapies Yes 0 0 1(7.1)
No 14 (100.0) 12 (100.0) 13 (92.9)
Concomitant therapies Yes 0 0 1(7.1)
No 14 (100.0) 12 (100.0) 13 (92.9)

Min = Minimum; Max = Maximum; SD = Standard Deviation

BMI = Body Mass Index; SARS-CoV-2 = Severe Acute Respiratory Syndrome Coronavirus 2
[a] Only Participants with Mild/Moderate SARS-CoV-2 Infection

HHL ¢ 5.3.5.1-01_T1221 CSR (Phase 2a Part)_Table 14.1.2.1.1.1

# 25414 WeBRE O N\ OFEEHFREHE © Phase 2a Part (BEJEMED SARS-CoV-2 EY#E, ITT
£H)
S-217622 Placebo
125 mg 250 mg
N=2 N=2 N=3
n (%) n (%) n (%)
Sex Male 2 (100.0) 2 (100.0) 2 (66.7)
Female 0 0 1(33.3)
Age (Years) (informed consent N 2 2 3
obtained)
Mean (SD) 44.0 (4.2) 39.0(2.8) 44.3 (7.0)
Nin p 1 1
Median 44.0 39.0 45.0
Max 4' SI
Height (cm) N 2 2 3
Mean (SD) 176.50 (2.12) 178.30 (5.94) 161.93 (7.80)
Min 1740 174 1540
Median 176.50 178.30 162.20
Max 1740 15 5 16} 6
Weight (kg) N 2 2 3
Mean (SD) 71.25 (8.56) 73.45 (12.52) 59.10 (9.22)
Min o2 6‘.6 shs
Median 71.25 73.45 56.30
Max | E g3 dja
BMI N 2 2 3
Mean (SD) 22.85(2.19) 23.00 (2.40) 22.60 (3.47)
Min 213 213 19.6
Median 22.85 23.00 21.80
Max 244 24.7 26.4
Race Asian 2(100.0) 2 (100.0) 3(100.0)
American Indian or Alaska 0 0 0
Native
Black or African American 0 0 0
Native Hawaiian or Other 0 0 0
Pacific Islander
White 0 0 0
Other 0 0 0
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S-217622 Placebo
125 mg 250 mg
N=2 N=2 N=3
n (%) n (%) n (%)
Drinking habits Yes 1 (50.0) 1 (50.0) 2 (66.7)
No 1 (50.0) 1 (50.0) 1(33.3)
Smoking habits Yes 1(50.0) 0 0
No 1 (50.0) 2 (100.0) 3 (100.0)
Condition of subject Hospitalization 1 (50.0) 0 0
Outpatient 0 2 (100.0) 0
Recuperation at home 0 0 0
Recuperation at 1 (50.0) 0 3 (100.0)
accommodation (hotel)
Other 0 0 0
Days from day of close contact 0 day 0 0 0
with SARS-CoV-2 patients to
randomization [a]
1 day 0 0 0
2 days 0 0 0
3 days 0 0 0
4 days 0 0 0
5 days 0 2 (100.0) 1(33.3)
6 days 1 (50.0) 0 0
7 days 0 0 0
> 7 days 0 0 2 (66.7)
Unknown 1 (50.0) 0 0
Vaccination of SARS-CoV-2  Yes 2 (100.0) 2 (100.0) 2 (66.7)
No 0 0 1(33.3)
Past medical conditions Yes 0 0 0
No 2 (100.0) 2 (100.0) 3 (100.0)
Current medical conditions Yes 1 (50.0) 0 2 (66.7)
No 1 (50.0) 2 (100.0) 1(33.3)
Prior drugs Yes 0 0 0
No 2 (100.0) 2 (100.0) 3 (100.0)
Concomitant drugs Yes 1 (50.0) 0 0
No 1 (50.0) 2 (100.0) 3 (100.0)
Prior therapies Yes 0 0 0
No 2 (100.0) 2 (100.0) 3 (100.0)
Concomitant therapies Yes 0 0 0
No 2 (100.0) 2 (100.0) 3 (100.0)
Min = Minimum; Max = Maximum; SD = Standard Deviation
BMI = Body Mass Index; SARS-CoV-2 = Severe Acute Respiratory Syndrome Coronavirus 2
[a] Only Participants with Asymptomatic SARS-CoV-2 Infection
Hi# : 5.3.5.1-01 T1221 CSR (Phase 2a Part) Table 14.1.2.1.1.2
254.13.2 FEFMER
254.1.3.21 COVID-19 @ 12 fEKEFTA 27D Day 1 /5 Day 6 FTHHEGFHEHI-YD
TiLE
<Phase 2b Part>

Phase 2b Part O EEFHEEE O 1 > ThH D, BIE/PEEAED SARS-CoV-2 JEH#H (ITT1 M)
(2B D COVID-19 D 12 fEIRAFA =27 D Day 1 75 Day 6 £ TOHFEMH 720 0%
# 25415187, F, ZHUCEE LZRIRGGHEHE Tdh % COVID-19 ER D P 7 G5t A
27 ® Day 1 7°5 Day 6 £ COHfIIH 720 OZBbBEEF 2.5.4.1-6 (T-7.
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217622 2.5 BEIRIZBE9 2 G REAM

COVID-19 ® 12 JERAFH A 27 D Day 1 75 Day 6 £ TOHNKNH 72 0 DL EDFHHE
(FEHE(RF 7= [SD]) 1%, 375/125 mg #£-5.95 (4.02), 750/250 mg #£—5.42 (3.70), 7 7 & R EE-4.92 (3.25)
T o7, 375/125mg BEL TN 7501250 mg REDOWTHUZE N TEH 77 REEE il L THEZIT
RO LNIRMNoT. Teds, FEEALCEOHEEMIL, 375/125 mg BE & Y 750/250 mg DiFET
T RRBEL L TRE NPT

%72, COVID-19 JER DKV 7 AFHA 2T D Day 1 7>5 Day 6 £ TO LR &7 0 D& LR
DH B, FEREHER (BUKUTERSEY, EORRA, %, B8 [FEREEE) T, 375/125mg
RER T 750/250 mg REOWFHUICE W T H 7 7R E ORI THERUENA LN (FNTh
p=0.0153, p=0.0033). LEREEKIER GAKITERSEY, MEORFH, %, EERET, B-olF
TR ROBYEER (MEOTRA, %, BAolE S SUIREY) TiE, 750250 mg B C7 7R
TEE DRICHEBRRUENA LI (T p=0.0149, p=0.0070), 375/125 mg LT :tﬁ%-‘
BOOINIRNST2b DD, T8RRIV UGET AN AL, —F, &FER (AR
[ 55 1K), 75 AR SR O 7, BB, TBREEFEIT, BAIE S SUTFEEY) K OV LR (nié“ s
M&M:, FH0) T, 375/125 mg #E K TN 750/250 mg Ei@u\ﬂm IBWTYH, FIEREEL L

THEEETRD b ehoTo. REER (FARBR K], AR XUIEROR A, 5, &
FEPRTT, Bl F S UTHEY) T, %Jﬁ%iﬁmﬁmgm&mf 1% 375/125 mg #£ K Y 750/250 mg D
WTIUZBWTH 7 T EARRE L IR L THEEITRD bR o7e b DD, RIFRYZRIER R =
7 O T AR E 72 (5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.27.1.3 ). {H{LEHER
(&R, EM, TR IEROFBAERD D, BUEE LTT T ERREE OEEZFMT 5 2
& DY R RPL T Tl Aotz 8B 2 5.

IO, FHEMTE LCHEM L, FFREER (GKSUTRSEY, MO A, %, Bl
[ R ] (2B E S UTFEEAE N Z 72 5 JEIRD Day 1 225 Day 6 £ TOHAIK# &H 72D DZE
{LEIZDUWT, 375/125 mg BEK TR 750250 mg BEDOWTAUZBWTH 7 78R L i L THE
RUGENR A LIV (ZNELp=0.0164, p=0.0039).

# 2.54.1-5 COVID-19 @ 12 JERAFEA 27 D Day 1 725 Day 6 £ TOHMRH 720 O
Z%{t & : Phase 2b Part (ITT1 ££[H)
S-217622 S-217622 Placebo
Statistics 125 mg 250 mg
N=114 N=116 N=111
n 109 113 110
Mean -5.95 -5.42 -4.92
SD 4.02 3.70 3.25
Min -20.37 -18.16 -13.90
Median -5.40 -4.92 -4.57
Max 2.43 2.47 1.99
LS mean (SE) by ANCOVA [a] -5.37 (0.24) -5.17 (0.23) -5.12 (0.24)
Difference in LS means vs. Placebo (SE) -0.24 (0.30) -0.04 (0.29) -
95% ClI for difference -0.83,0.34 -0.62, 0.53 -—
p-value 0.4171 0.8806 ---
[a] Covariate: Total score of COVID-19 symptoms at baseline, time from onset to randomization [<72 hours or >72 hours],

SARS-CoV-2 vaccination history [Yes or No]
ANCOVA = Analysis of Covariance, SD = Standard Deviation; SE = Standard Error; Min = Minimum; Max = Maximum,

L

S = Least Squares, CI = Confidence Interval
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S-217622 2.5 BEIRIZBE9 2 G REAM

The participants whose total score of COVID-19 symptoms at baseline is 0 were excluded from this analysis.
Hilt : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.1.1.1

# 254.1-6 COVID-19 SERDFH 7 G FEA 27 O Day 1 725 Day 6 % TO R HT= Y
DZE{LE: : Phase 2b Part (ITT1 4£[H)
S-217622 S-217622 Placebo
Parameter Statistics 125 mg 250 mg
N=114 N=116 N=111
Acute Symptoms N 107 108 109
Mean -2.52 -2.63 -2.09
SD 1.34 1.34 1.31
Min -6.19 -6.93 -4.92
Median -2.55 2.7 -1.99
Max 0.45 0.52 1.18
LS mean (SE) by ANCOVA [a] -2.36 (0.10) -2.50 (0.10) -2.16 (0.10)
Difference in LS means vs. Placebo (SE) -0.20 (0.12) -0.33 (0.12) -
95% CI for difference -0.44, 0.04 -0.58, -0.09 -
p-value 0.1080 0.0070 ---
Main Clinical Symptoms N 109 111 110
Mean -3.56 -3.54 -2.94
SD 2.01 2.00 1.94
Min -9.76 -10.11 -7.81
Median -3.33 -3.42 -2.91
Max 0.55 0.39 1.81
LS mean (SE) by ANCOVA [a] -3.34(0.14) -3.42 (0.14) -2.99 (0.14)
Difference in LS means vs. Placebo (SE) -0.34 (0.17) -0.42 (0.17) -
95% CI for difference -0.68, 0.00 -0.76, -0.08 -
p-value 0.0504 0.0149 ---
Respiratory Symptoms N 106 111 109
Mean -2.28 -2.33 -1.67
SD 1.54 1.58 1.44
Min -6.44 -6.34 -5.56
Median -1.99 -2.30 -1.53
Max 1.30 2.29 1.81
LS mean (SE) by ANCOVA [a] -2.09 (0.12) -2.16 (0.12) -1.72 (0.13)
Difference in LS means vs. Placebo (SE) -0.37 (0.15) -0.44 (0.15) -
95% CI for difference -0.67, -0.07 -0.74, -0.15 -
p-value 0.0153 0.0033 ---
Systemic Symptoms N 100 104 98
Mean -3.71 -3.19 -3.35
SD 2.86 2.54 2.28
Min -14.30 -9.66 -11.26
Median -3.18 -2.81 -2.55
Max 1.80 2.71 0.60
LS mean (SE) by ANCOVA [a] -3.31(0.14) -3.16 (0.14) -3.46 (0.14)
Difference in LS means vs. Placebo (SE) 0.15 (0.18) 0.30 (0.17) -
95% CI for difference -0.20, 0.49 -0.04, 0.64 ---
p-value 0.4052 0.0843 -
Digestive Symptoms N 35 35 32
Mean -1.39 -1.13 -1.27
SD 1.18 1.37 0.86
Min -5.80 -5.78 -3.58
Median -0.99 -0.79 -0.95
Max -0.16 0.50 0.19
LS mean (SE) by ANCOVA [a] -1.27 (0.14) -1.08 (0.14) -1.32 (0.14)
Difference in LS means vs. Placebo (SE) 0.06 (0.18) 0.25 (0.18) -
95% CI for difference -0.30, 0.42 -0.11, 0.61 -
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S-217622 S-217622 Placebo
Parameter Statistics 125 mg 250 mg
N=114 N=116 N=111
p-value 0.7519 0.1769 -
Respiratory and Feverish N 108 111 109
Symptoms
Mean -3.17 -3.26 -2.49
SD 1.79 1.81 1.66
Min -8.54 -8.26 -6.53
Median -2.98 -3.03 -2.48
Max 0.20 1.16 1.81
LS mean (SE) by ANCOVA [a] -2.97 (0.13) -3.04 (0.13) -2.56 (0.14)
Difference in LS means vs. Placebo (SE) -0.40 (0.17) -0.48 (0.16) ---
95% CI for difference -0.73, -0.07 -0.80, -0.15 -—-
p-value 0.0164 0.0039 -

[a] Covariate: Baseline values of each parameter, time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2
vaccination history [Yes or No]

ANCOVA = Analysis of Covariance, SD = Standard Deviation; Min = Minimum; Max = Maximum, LS = Least Squares,
CI = Confidence Interval

Acute Symptoms: Sore throat, Cough, Feeling hot or feverish; Main Clinical Symptoms: Stuffy or runny nose, Sore throat,
Cough, Chills or shivering, Feeling hot or feverish

Respiratory Symptoms: Stuffy or runny nose, Sore throat, Shortness of breath, Cough; Systemic Symptoms: Low energy or
tiredness, Muscle or body aches, Headache, Chills or shivering, Feeling hot or feverish; Digestive Symptoms: Nausea,
Vomiting, Diarrhea

Respiratory and Feverish Symptoms: Stuffy or runny nose, Sore throat, Shortness of breath, Cough, Feeling hot or feverish
The participants whose each subtotal score of COVID-19 symptoms at baseline is 0 were excluded from this analysis.

Hi#i : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.27.1.5

254.1.3.22 SARS-CoV-2 DA JLAAEDR—RXZ4 UMb DELE
< Phase 2b Part >
Phase 2b Part ® % 9 1 DO EEFHIIEHE Th 5, $RIE/FIED SARS-CoV-2 [#Yes (ITT1 £
) T? Day 4 128175 SARS-CoV-2 DU A NAIMEDRX—AT A inb OELEE TR
2.5.4.1-7 [T
Day4 TO 7 A VA IHDOR—RZ A i OEALE: (logio [TCIDsy/mL]) O F¥IfE (SD) I,
375/125 mg FE—1.69 (0.84), 750/250 mg #£—1.43 (0.83), 77 L AREE-1.06 (0.99) TH 7. Day4
2317 5 SARS-CoV-2 D 7 A )b R )i OFHHE R A B OHEEMIX, 77 BARREE g LT
375/125 mg BEJ OY 750/250 mg BED i#ETHI 0.4 logio (TCIDso/mL) Db %7~k L, 375/125 mg Bf
KN 750/250 mg BEDWERE T 7 2 AREE L Il L THEZENGRD LI (p<0.0001).

#* 2.54.1-7 Day 4 (231} 5 SARS-CoV-2 D7 A )L ATl D_R—Z T A v DIELE: -
Phase 2b Part (ITT1 ££[)

S-217622 S-217622 Placebo
Statistics 125 mg 250 mg

N=114 N=116 N=111
n 106 112 107
Mean -1.69 -1.43 -1.06
SD 0.84 0.83 0.99
Min -3.7 -3.4 -3.0
Median -1.70 -1.40 -1.00
Max 0.0 0.0 2.0
LS mean (SE) by ANCOVA [a] -1.49 (0.04) -1.49 (0.04) -1.08 (0.04)
Difference in LS means vs. Placebo (SE) -0.41 (0.05) -0.41 (0.05) -
95% CI for difference -0.51, -0.31 -0.51, -0.31 -
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S-217622 S-217622 Placebo
Statistics 125 mg 250 mg

N=114 N=116 N=111
p-value <.0001 <.0001 -

UNIT: logio (TCIDso/mL)

[a] Covariate: SARS-CoV-2 viral titer at baseline, time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2
vaccination history [Yes or No]

ANCOVA = Analysis of Covariance, SD = Standard Deviation; SE = Standard Error; Min = Minimum; Max = Maximum,
LS = Least Squares, CI = Confidence Interval

Lower limit of detection for virus titer is 1.1 logio (TCIDso/mL).

If virus titer is less than the lower limit of detection, the virus titer was imputed 1.1 logio (TCIDso/mL).

The virus titer data entered in the Visit 3 (Day 4) form of the CRF was used in this analysis.

Hi#l : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.1.1.2

F 72, Phase 2b Part DEIKFHIIE B T d 2 8IE/H2IE D SARS-CoV-2 & (ITT1 #£[H) T
DEEEFIZIIT D SARS-CoV-2 D7 A )L AT DR—RZ T A b DEALBEORE R %2 K
2.5.4.1-8 X 2.5.4.1-2 (2R

TANATUMDR—R T A 6 DEAE (logio [TCIDso/mL]) O F-¥)fE (SD) 1%, Day 2 T
375/125 mg #£—0.85 (0.90), 750/250 mg #£-0.81 (0.76), 7 7 EHREE-0.35 (0.75) (L FIHENE) TH
», Day 4 T-1.69 (0.84), —1.43 (0.83), —1.07 (0.99), Day 6 T-1.69 (0.83), —1.43 (0.85), —1.37
(0.90) TdH->7-. Day2 KT Day4 (281} 5 SARS-CoV-2 D 7 A L A Jlli O FHEE 5 222 B D HE
TEAENE, 77 B ARRE L bl LC 375/125 mg #E K OY 750/250 mg FED iHE TR 0.4 logio (TCIDso/mL)
DO %7~ L, 375/125 mg BE KN 750/250 mg FEOMFETT 7 B ARREL B L CHAEZEZNRD
iz (Z4F4 p<0.0001, p<0.0001). Day6 (21T % SARS-CoV-2 D 7 A /b A FIfli DO FHEE F 7
AL EOHEEMIX, 78R LOEIT/NININLOD, AEENPRD LN (ENLEh
p=0.0012, p=0.0010).

# 254.1-8 FRERIZHIT D SARS-CoV-2 DT A VA TIDR—RA T A b DEALE:
Phase 2b Part (ITT1 ££[)
S-217622 S-217622 Placebo
Time Point  Statistics 125 mg 250 mg
N=114 N=116 N=111
Baseline N 113 115 111
Mean 2.79 2.54 2.59
SD 0.83 0.84 0.84
Min 1.1 1.1 1.1
Median 2.80 2.50 2.50
Max 4.8 4.5 4.5
Day 2 N 112 113 111
Mean -0.85 -0.81 -0.35
SD 0.90 0.76 0.75
Min -3.0 -3.0 -2.0
Median -0.70 -0.70 -0.40
Max 2.0 0.7 1.7
LS mean (SE) by ANCOVA [a] -0.73 (0.08) -0.80 (0.08) -0.32 (0.08)
Difference in LS means vs. Placebo (SE) -0.41 (0.10) -0.48 (0.09) -
95% CI for difference -0.60, -0.22 -0.66, -0.29 -
p-value <.0001 <.0001 -
Day 4 N 107 112 108
Mean -1.69 -1.43 -1.07
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S-217622 S-217622 Placebo
Time Point  Statistics 125 mg 250 mg
N=114 N=116 N=111
SD 0.84 0.83 0.99
Min -3.7 -3.4 -3.0
Median -1.70 -1.40 -1.00
Max 0.0 0.0 2.0
LS mean (SE) by ANCOVA [a] -1.49 (0.04) -1.49 (0.04) -1.08 (0.04)
Difference in LS means vs. Placebo (SE) -0.41 (0.05) -0.41 (0.05) -
95% CI for difference -0.51, -0.31 -0.50, -0.31 ---
p-value <.0001 <.0001 -
Day 6 N 111 112 108
Mean -1.69 -1.43 -1.37
SD 0.83 0.85 0.90
Min -3.7 -3.4 -3.4
Median -1.70 -1.40 -1.00
Max 0.0 0.0 1.4
LS mean (SE) by ANCOVA [a] -1.51 (0.02) -1.51 (0.02) -1.42 (0.02)
Difference in LS means vs. Placebo (SE) -0.10 (0.03) -0.10 (0.03) ---
95% CI for difference -0.15, -0.04 -0.15, -0.04 -
p-value 0.0012 0.0010 -
Day 9 N 109 106 105
Mean -1.69 -1.46 -1.48
SD 0.83 0.86 0.83
Min -3.7 -3.4 -3.4
Median -1.70 -1.40 -1.40
Max 0.0 0.0 0.0
LS mean (SE) by ANCOVA [a] -1.54 (0.01) -1.55 (0.01) -1.55 (0.01)
Difference in LS means vs. Placebo (SE) 0.01 (0.01) 0.00 (0.01) ---
95% CI for difference 0.00, 0.03 -0.02, 0.02 ---
p-value 0.1297 0.9932 -—-

UNIT: logio (TCIDso/mL)

[a] Covariate: SARS-CoV-2 viral titer at baseline, time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2
vaccination history [Yes or No]

ANCOVA = Analysis of Covariance, SD = Standard Deviation; SE = Standard Error; Min = Minimum; Max = Maximum,
LS = Least Squares, CI = Confidence Interval

Day 3 and Day 5 were optional visit in all countries. Day 9 was optional visit in Korea.

Lower limit of detection for virus titer is 1.1 logio (TCIDso/mL). If virus titer is less than the lower limit of detection, the
virus titer was imputed 1.1 logio (TCIDso/mL).

The virus data at the analysis visit specified within the acceptable time window was used in this analysis.

Hi#i : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.1.1.7, Table 14.2.1.1.10
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2.54.1-2 HHESIZ 1T D SARS-CoV-2 D7 A LA Sl (CEHIME + F=HE(F 72)  Phase 2b
Part (ITT1 ££[)

(logyo[TCIDse/mL])

as | T —A— 5-217622 125 mg
. - —— 5-217622 250 mg
_ T —-e Placebo
_g 3.0
©
> 25
o
>
8 2.0 1
%)
%
I 1.5 H
1.0
I I ' !
1 2 4 6
Day
< Phase 2a Part>

Phase 2a Part O F=EREAGIE H Tdb HHIE/ P EHE &K OIEE D SARS-CoV-2 &Y (mITT £
) TORFESIZEBIT S SARS-CoV-2 DT A NVATAIDOR—RAT A4 s OB EEY F
2.5.4.1-9 TR

WRE/ SR E B OVIESE( D SARS-CoV-2 JilHLH % fft 7o 2EEMIC BN T, U A L ATl ~—
AT A it DZEALE (logio [TCIDso/mL]) O F-HIE (SD) 1%, Day 2 T 375/125 mg #£-1.05 (1.17),
750/250 mg #£-2.03 (1.21), 77 & AREE-0.86 (0.93) (LA FFEINE) TH Y, Day4 T-2.42(1.42), —2.81
(1.21), —1.54(0.74), Day 6 T-2.56(1.35), —2.76(1.19), —2.08(0.91) TH-o7=. VA N AP
R—=R T AN DOEALEIX, Day2 B TF 7 BARRE L LT 750250 mg #£C 1 logio
(TCIDso/mL) Db (—2.03 —[-0.86]=—1.17) %,Day 4 B8 C7Z 2 AREE L il LT 375/125 mg
BE KON 750/250 mg BEDHRETHI 1 logio (TCIDso/mL) D) (ZAE4—2.42 - [—1.54] =—0.88,
—2.81 —[-1.54] =-1.27) %7~ L7=. 375/125 mg #£ TiX Day 6 TABI T A VA Tl 23 1 T BRIEAR
il £ TR LTz,

FRE/H 2 SE D SARS-CoV-2 JEYEEIZBIT DU ANV AIMIIORX—R T A b DELE
(logio [TCIDso/mL]) D F-#)iE (SD) 1%, Day 2 T 375/125 mg #—1.13 (1.22), 750/250 mg #F—1.92
(1.25), 77 & AREE-0.87 (0.99) (LL FIFINE) T Y, Day4 T-2.43 (1.43), —2.83(1.28), —1.63 (0.75),
Day 6 T—2.59 (1.35), —2.78 (1.26), —2.12(0.99) ThH-o7=. TANATMHD—Z T A I DHD
AV BlE, Day2 ST 7 BAREEE il LT 750/250 mg BETHI 1 logio (TCIDso/mL) i/
(-1.92—-[-0.87] =—1.05) %, Day4 B C7 7 REEE il LT 375/125 mg BEM Y 750/250 mg
B o i BE TH 1 logio (TCIDs¢/mL) @ & A (% L % v —2.43-[-1.63]=-0.80 ,
—2.83 —[-1.63]=-120) Z/RL7-.
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SESEE D SARS-CoV-2 JEGE 1 FIELA D 7208, BRIE/ 2 4E D SARS-CoV-2 JEH & [RIEED
i m &2 7R L7z,

F 7z, BIE/ P E M OEEBR D SARS-CoV-2 &G« (mITT £H) TOARERIZIIT 5 SARS-
CoV-2 DT A NATEDR—=R2 T A L5 DOEEALENIZ DU T, Phase 2b Part & [AIEED 515 TRENT
U 7o BERNTRE R 22 2.5.4.1-10 IR T,

SARS-CoV-2 O 7 A )b A Sl DO FEE 35 AV B OHEEE X, Day2 Bisi T 7 BARREE HHEZ L
T 750/250 mg #ETHKI 1 logio (TCIDso/mL) D/ %, Day 4 Kl C7 7 B AREE & ik LT
375/125 mg #£ % OY 750/250 mg BED [#E THI 1 logio (TCIDso/mL) D %7~ L7z,
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S-217622 2.5 BRI S D BEREATAG
7 2.54.1-9 HIFRIZIIT D SARS-CoV-2 DT A VA IUMDR—R T A 935 DZE{bE : Phase 2a Part (mITT £ )
Time Point ~ Response Type  Statistics Mild/Moderate Asymptomatic All
S-217622 S-217622  Placebo  S-217622 S-217622  Placebo S-217622 S-217622 Placebo
125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=13 N=12 N=12 N=2 N=2 N=2 N=15 N=14 N=14
Baseline Observed Value N 13 12 12 2 2 2 15 14 14
Mean (SD) 3.39(1.35) 3.69 (1.24) 3.36 (1.27) 3.15(1.91) 3.50 (0.99) 2.85(0.49) 3.36(1.35)  3.66 (1.18) 3.29(1.19)
Min 0.8 1.5 0.8 1.8 2.8 2.5 0.8 1.5 0.8
Median 3.80 3.70 3.50 3.15 3.50 2.85 3.80 3.70 3.35
Max 52 5.5 5.5 4.5 4.2 32 52 5.5 5.5
Day 2 Observed Value N 13 12 12 2 2 2 15 14 14
Mean (SD) 2.26 (1.29) 1.78 (0.88) 2.49 (1.60) 2.65 (1.20) 0.80 (0.00) 2.00 (1.13) 2.31(1.24) 1.64 (0.88) 2.42(1.52)
Min 0.8 0.8 0.8 1.8 0.8 1.2 0.8 0.8 0.8
Median 2.20 1.50 2.35 2.65 0.80 2.00 2.20 1.35 2.35
Max 4.2 32 4.8 3.5 0.8 2.8 4.2 3.2 4.8
p-value by van Elteren test [a] 0.6021 0.7239 - - - - 0.9669 0.1678 -
Change from N 13 12 12 2 2 2 15 14 14
Baseline
Mean (SD) -1.13 -1.92 -0.87 -0.50 -2.70 -0.85 -1.05 (1.17)  -2.03 (1.21) -0.86
(1.22) (1.25) (0.99) (0.71) (0.99) (0.64) (0.93)
Min -3.7 -4.0 2.3 -1.0 -34 -1.3 -3.7 -4.0 -2.3
Median -1.00 -1.65 -0.65 -0.50 -2.70 -0.85 -1.00 -1.85 -0.70
Max 1.0 0.0 0.6 0.0 -2.0 -0.4 1.0 0.0 0.6
p-value by van Elteren test [a] - - - - - - 0.8858 0.0212 -
p-value by Wilcoxon rank sum  0.6821 0.0640 -—- 0.6985 0.2453 -—- -—- -—- -
test
Day 4 Observed Value N 13 12 12 2 2 2 15 14 14
Mean (SD) 0.96 (0.31) 0.86 (0.20) 1.73 (1.27) 0.80 (0.00) 0.80 (0.00) 1.80 (0.00) 0.94 (0.29)  0.85(0.19) 1.74(1.17)
Min 0.8 0.8 0.8 0.8 0.8 1.8 0.8 0.8 0.8
Median 0.80 0.80 1.00 0.80 0.80 1.80 0.80 0.80 1.35
Max 1.5 1.5 4.2 0.8 0.8 1.8 1.5 1.5 4.2
p-value by van Elteren test [a] 0.3395 0.0693 - - - - 0.0333 0.0059 -
Change from N 13 12 12 2 2 2 15 14 14
Baseline
Mean (SD) -2.43 -2.83 -1.63 -2.35 -2.70 -1.05 -2.42(1.42) -2.81(1.21) -1.54
(1.43) (1.28) (0.75) (1.91) (0.99) (0.49) 0.74)
Min -4.4 -4.7 -2.7 -3.7 -3.4 -1.4 -4.4 -4.7 -2.7
Median -3.00 -2.90 -1.70 -2.35 -2.70 -1.05 -3.00 -2.90 -1.55
Max 0.0 -0.7 0.0 -1.0 -2.0 -0.7 0.0 -0.7 0.0
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Time Point ~ Response Type  Statistics Mild/Moderate Asymptomatic All
S-217622 S-217622  Placebo  S-217622 S-217622  Placebo S-217622 S-217622 Placebo
125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=13 N=12 N=12 N=2 N=2 N=2 N=15 N=14 N=14
p-value by van Elteren test [a] - - - - - - 0.0712 0.0083 -
p-value by Wilcoxon rank sum  0.1074 0.0271 - 0.6985 0.2453 - - - -
test
Day 6 Observed Value N 13 12 11 2 2 2 15 14 13
Mean (SD) 0.80 (0.00) 0.92 (0.27) 1.05 (0.62) 0.80 (0.00) 0.80 (0.00) 1.00 (0.28) 0.80 (0.00)  0.90 (0.25) 1.04 (0.57)
Min 0.8 0.8 0.8 0.8 0.8 0.8 0.8 0.8 0.8
Median 0.80 0.80 0.80 0.80 0.80 1.00 0.80 0.80 0.80
Max 0.8 1.5 2.8 0.8 0.8 1.2 0.8 1.5 2.8
p-value by van Elteren test [a] 0.2482 0.6873 - - - - 0.0627 0.5624 -
Change from N 13 12 11 2 2 2 15 14 13
Baseline
Mean (SD) -2.59 -2.78 -2.12 -2.35 -2.70 -1.85 -2.56 (1.35) -2.76 (1.19) -2.08
(1.35) (1.26) (0.99) (1.91) (0.99) 0.21) (0.91)
Min -4.4 -4.7 -3.7 -3.7 -3.4 -2.0 -4.4 -4.7 -3.7
Median -3.00 -2.85 -2.00 -2.35 -2.70 -1.85 -3.00 -2.85 -2.00
Max 0.0 -0.7 0.0 -1.0 -2.0 -1.7 0.0 -0.7 0.0
p-value by van Elteren test [a] - - - - - - 0.3544 0.1358 -
p-value by Wilcoxon rank sum  0.3370 0.2664 - 1.0000 0.4142 - - - -
test
Day 9 Observed Value N 12 11 11 2 2 2 14 13 13
Mean (SD) 0.86 (0.20) 0.80 (0.00) 0.93 (0.28) 0.80 (0.00) 0.80 (0.00) 0.80 (0.00) 0.85(0.19)  0.80 (0.00) 0.91 (0.26)
Min 0.8 0.8 0.8 0.8 0.8 0.8 0.8 0.8 0.8
Median 0.80 0.80 0.80 0.80 0.80 0.80 0.80 0.80 0.80
Max 1.5 0.8 1.5 0.8 0.8 0.8 1.5 0.8 1.5
p-value by van Elteren test [a] 0.6374 0.1824 - - - - 0.4932 0.1473 -
Change from N 12 11 11 2 2 2 14 13 13
Baseline
Mean (SD) -2.75 -2.79 -2.24 -2.35 -2.70 -2.05 -2.69 (1.27) -2.78 (1.18) -2.21
(1.25) (1.25) (1.20) (1.91) (0.99) (0.49) (1.11)
Min -4.4 -4.7 -3.7 -3.7 -3.4 2.4 -4.4 -4.7 -3.7
Median -3.00 -2.40 -2.00 -2.35 -2.70 -2.05 -3.00 -2.40 -2.00
Max -0.7 -0.7 0.0 -1.0 -2.0 -1.7 -0.7 -0.7 0.0
p-value by van Elteren test [a] - - - - - - 0.3266 0.1947 -
p-value by Wilcoxon rank sum  0.3079 0.2908 -—- 1.0000 0.6985 - - - -

test

UNIT: logio (TCIDso/mL)
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SD = Standard Deviation; Min = Minimum; Max = Maximum
All : Combination of Mild/Moderate and Asymptomatic
Day 9 was optional visit in Korea. (Participants in Korea were not entered into Phase 2a Part)
Lower limit of detection for virus titer is 0.8 logio (TCIDso/mL).
If virus titer is less than the lower limit of detection, the virus titer will be imputed 0.8 logio (TCIDso/mL).
[a] van Elteren test vs. placebo adjusted by the following strata
1. Mild/Moderate (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination history [Yes or No])
2. Asymptomatic (SARS-CoV-2 vaccination history [Yes or No])
3. All (condition of participant [Mild/Moderate or Asymptomatic])
Hidlt : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.2.1.1

# 2.5.4.1-10 BT 1T D SARS-CoV-2 DA LA FHHDN— AT A b DA & (G458 HT) « Phase 2a Part (mITT ££[H])
Mild/Moderate Asymptomatic All
. . - S-217622  S-217622 Placebo S-217622  S-217622 Placebo S-217622  S-217622 Placebo
Time Point  Statistics 125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=13 N=12 N=12 N=2 N=2 N=2 N=15 N=14 N=14

Baseline n 13 12 12 2 2 2 15 14 14
Mean 3.39 3.69 3.36 3.15 3.50 2.85 3.36 3.66 3.29
SD 1.35 1.24 127 1.91 0.99 0.49 1.35 1.18 1.19
Min 0.8 1.5 0.8 1.8 2.8 2.5 0.8 1.5 0.8
Median 3.80 3.70 3.50 3.15 3.50 2.85 3.80 3.70 3.35
Max 52 55 55 4.5 42 32 52 55 5.5

Day 2 n 13 12 12 2 2 2 15 14 14
Mean -1.13 -1.92 -0.87 -0.50 -2.70 -0.85 -1.05 -2.03 -0.86
SD 1.22 1.25 0.99 0.71 0.99 0.64 1.17 1.21 0.93
Min 3.7 -4.0 2.3 -1.0 3.4 -13 3.7 4.0 23
Median -1.00 -1.65 -0.65 -0.50 -2.70 -0.85 -1.00 -1.85 -0.70
Max 1.0 0.0 0.6 0.0 2.0 0.4 1.0 0.0 0.6
LS mean (SE) by -0.73 (0.30) -1.38(0.31) -0.70 (0.29) 0.12(0.56) -1.91 (0.58) -1.01(0.40) -1.14(0.31) -2.00(0.32) -0.99 (0.32)
ANCOVA [a]
Difference in LS means vs. -0.03 (0.39)  -0.68 (0.40) 1.13(0.70)  -0.90 (0.72) -0.15(0.38)  -1.01(0.39)
Placebo (SE)
95% CI for difference -0.82,0.76  -1.49,0.12 -7.74,10.00 -10.11, 8.31 -0.92,0.61  -1.79,-0.23
p-value 0.9385 0.0943 0.3529 0.4330 0.6863 0.0129

Day 4 n 13 12 12 2 2 2 15 14 14
Mean 2.43 -2.83 -1.63 -2.35 2.70 -1.05 2.42 -2.81 -1.54
SD 1.43 1.28 0.75 1.91 0.99 0.49 1.42 1.21 0.74
Min 4.4 -4.7 2.7 3.7 3.4 -1.4 -4.4 -4.7 2.7
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Mild/Moderate Asymptomatic All
Time Point  Statistics S-217622 S-217622 Placebo S-217622 S-217622 Placebo S-217622 S-217622 Placebo
125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=13 N=12 N=12 N=2 N=2 N=2 N=15 N=14 N=14

Median -3.00 -2.90 -1.70 -2.35 -2.70 -1.05 -3.00 -2.90 -1.55
Max 0.0 -0.7 0.0 -1.0 -2.0 -0.7 0.0 -0.7 0.0
LS mean (SE) by -2.28 (0.21) -2.45(0.22) -1.61(0.20) -2.37(0.00) -2.37(0.00) -1.37(0.00) -2.47(0.20) -2.63(0.20) -1.65 (0.20)
ANCOVA [a]
Difference in LS means vs. -0.66 (0.27) -0.83 (0.28) --- -1.00 (0.00)  -1.00 (0.00) --- -0.82 (0.24)  -0.98 (0.25) ---
Placebo (SE)
95% CI for difference -1.21,-0.11  -1.40,-0.27 --- --- --- --- -1.31,-0.33  -1.48,-0.47 ---
p-value 0.0198 0.0052 --- <.0001 <.0001 --- 0.0018 0.0004 ---

Day 6 n 13 12 11 2 2 2 15 14 13
Mean -2.59 -2.78 -2.12 -2.35 -2.70 -1.85 -2.56 -2.76 -2.08
SD 1.35 1.26 0.99 1.91 0.99 0.21 1.35 1.19 0.91
Min -4.4 -4.7 -3.7 -3.7 -3.4 -2.0 -4.4 -4.7 -3.7
Median -3.00 -2.85 -2.00 -2.35 -2.70 -1.85 -3.00 -2.85 -2.00
Max 0.0 -0.7 0.0 -1.0 -2.0 -1.7 0.0 -0.7 0.0
LS mean (SE) by -2.50 (0.11) -2.40(0.12) -2.28(0.11) -2.17(0.00) -2.17(0.00) -2.17(0.00) -2.60(0.11) -2.52(0.11) -2.34(0.11)
ANCOVA [a]
Difference in LS means vs. -0.22 (0.15) -0.12 (0.15) --- 0.00 (---) 0.00 (---) --- -0.26 (0.13)  -0.17 (0.14) ---
Placebo (SE)
95% CI for difference -0.52,0.08  -0.43,0.19 --- --- --- --- -0.52,0.01  -0.45,0.10 ---
p-value 0.1477 0.4268 --- --- --- --- 0.0620 0.2093 ---

Day 9 n 12 11 11 2 2 2 14 13 13
Mean -2.75 -2.79 -2.24 -2.35 -2.70 -2.05 -2.69 -2.78 -2.21
SD 1.25 1.25 1.20 1.91 0.99 0.49 1.27 1.18 1.11
Min -4.4 -4.7 -3.7 -3.7 -34 2.4 -4.4 -4.7 -3.7
Median -3.00 -2.40 -2.00 -2.35 -2.70 -2.05 -3.00 -2.40 -2.00
Max -0.7 -0.7 0.0 -1.0 -2.0 -1.7 -0.7 -0.7 0.0
LS mean (SE) by -2.59 (0.07) -2.65(0.07) -2.54(0.07) -2.37(0.00) -2.37(0.00) -2.37(0.00) -2.59(0.06) -2.63(0.06) -2.54(0.06)
ANCOVA [a]
Difference in LS means vs. -0.05 (0.09) -0.11 (0.09) - 0.00 (---) 0.00 (---) - -0.05 (0.07)  -0.09 (0.07) -
Placebo (SE)
95% CI for difference -0.23,0.13  -0.29,0.07 --- --- --- --- -0.19,0.10  -0.25,0.06 ---
p-value 0.5668 0.2359 --- --- --- --- 0.5324 0.2137 ---

UNIT: logio (TCIDso/mL)
ANCOVA = Analysis of Covariance, SD = Standard Deviation; SE = Standard Error; Min = Minimum; Max = Maximum, LS = Least Squares, CI = Confidence Interval
All: Combination of Mild/Moderate and Asymptomatic
Lower limit of detection for virus titer is 0.8 logio (TCIDso/mL). If virus titer is less than the lower limit of detection, the virus titer was imputed 0.8 logio (TCIDso/mL).
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[a] Covariates are as follows: SARS-CoV-2 viral titer at baseline, time from onset to randomization [<72 hours or >72 hours], and SARS-CoV-2 vaccination history [Yes or No] for
Mild/Moderate Participants. SARS-CoV-2 viral titer at baseline and SARS-CoV-2 vaccination history [Yes or No] for Asymptomatic Participants. SARS-CoV-2 viral titer at baseline and
condition of participant [Mild/Moderate or Asymptomatic] for All Participants.

Hi8t : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Add Table 14.8.1, Add Table 14.8.2
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2.54.1.3.3 Bl REHMIE B

2.5.4.1.3.3.1 SARS-CoV-2 D4 IJILARNAEDR—RSA4 U bDELE

< Phase 2b Part>

Phase 2b Part DHESE/HFESED SARS-CoV-2 J&YH (ITT1 ) TORRERIZIIT S SARS-
CoV-2 DA LA RNA BEDORX—R T A b DOE{LE (logio [copies/mL]) ZF 2.5.4.1-11 |[Z7R

ER

7 A LA RNA BEOR—RT A b OE{LE (logio [copies/mL]) O F-#JfE (SD) 1%, Day 2
T 375/125 mg #£-0.823 (0.778), 750/250 mg #£—0.742 (0.895), 7 7 & AREE-0.359 (0.773) (LA FIH
JIE) T&H v, Day4 T-2.694 (1.140), —2.546 (0.950), —1.401 (1.202), Day 6 T—3.552(1.159), —3.391
(0.966), —2.507 (1.411) Todh>7-. Day2, Day4, Day6 (ZF1} % SARS-CoV-2 DA LA RNA
BEOFER AL BEOHEEMEIL, 77 8RR L Ik LT 375/125 mg BEM& Y 750/250 mg BED [
FETZENZIUR 0.4 logio (copies/mL), 9 1.2 logio (copies/mL), 1.0 logio (copies/mL) Db %
ALTe. WTRORERIZE W TS 375/125 mg FEL TN 750/250 mg BEDMIEET Y7 B AR & g

LTHEBEENRD LN (W p<0.0001).
* 2.54.1-11 FIFRUZI 1T 2 SARS-CoV-2 DT A /LA RNA BEDR—A T A b DEAL
# : Phase 2b Part (ITT1 4£[)
S-217622 S-217622 Placebo
Time Point ~ Statistics 125 mg 250 mg
N=114 N=116 N=111

Baseline N 113 115 111
Mean 6.867 6.783 6.892
SD 0.735 0.800 0.752
Min 5.16 3.36 5.20
Median 7.010 6.820 6.880
Max 8.22 8.25 8.46

Day 2 N 112 115 110
Mean -0.823 -0.742 -0.359
SD 0.778 0.895 0.773
Min -3.65 -3.36 -2.18
Median -0.840 -0.680 -0.420
Max 1.91 2.30 1.96
LS mean (SE) by ANCOVA [a] -0.76 (0.08) -0.70 (0.08) -0.29 (0.08)
Difference in LS means vs. Placebo (SE) -0.47 (0.10) -0.42 (0.10) -
95% CI for difference -0.67,-0.27 -0.62, -0.22 -—
p-value <.0001 <.0001 -

Day 4 N 111 112 110
Mean -2.694 -2.546 -1.401
SD 1.140 0.950 1.202
Min -4.95 -4.64 -4.21
Median -2.740 -2.565 -1.325
Max 0.81 1.96 2.07
LS mean (SE) by ANCOVA [a] -2.58 (0.11) -2.49 (0.11) -1.28 (0.11)
Difference in LS means vs. Placebo (SE) -1.30 (0.14) -1.21 (0.14) -
95% CI for difference -1.57,-1.03 -1.48, -0.94 -—
p-value <.0001 <.0001 -—-

Day 6 N 111 112 110
Mean -3.552 -3.391 -2.507
SD 1.159 0.966 1.411
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S-217622 S-217622 Placebo
Time Point  Statistics 125 mg 250 mg

N=114 N=116 N=111
Min -5.68 -5.30 -5.87
Median -3.720 -3.425 -2.660
Max 0.59 -0.33 1.62
LS mean (SE) by ANCOVA [a] -3.44 (0.11) -3.36 (0.11) -2.39(0.12)
Difference in LS means vs. Placebo (SE) -1.05 (0.14) -0.97 (0.14) -—-
95% CI for difference -1.33,-0.78 -1.25, -0.69 -
p-value <.0001 <.0001 -

Day 9 n 109 106 106

Mean -3.994 -3.928 -3.523
SD 1.113 0.907 1.248
Min -5.78 -5.90 -6.38
Median -4.070 -3.860 -3.705
Max -0.47 -0.55 -0.47
LS mean (SE) by ANCOVA [a] -3.86 (0.10) -3.88 (0.10) -3.38 (0.10)
Difference in LS means vs. Placebo (SE) -0.48 (0.12) -0.50 (0.12) -
95% CI for difference -0.72,-0.24 -0.74, -0.26 -
p-value <.0001 <.0001 -

UNIT: logio (copies/mL)

[a] Covariate: SARS-CoV-2 viral RNA at baseline, time from onset to randomization [<72 hours or >72 hours], SARS-CoV-
2 vaccination history [Yes or No]

ANCOVA = Analysis of Covariance, SD = Standard Deviation; SE = Standard Error; Min = Minimum; Max = Maximum,
LS = Least Squares, CI = Confidence Interval

Lower limit of quantification of viral RNA is 2.08 logio (copies/mL).

If viral RNA is negative and less than the lower limit of quantification, the viral RNA was imputed by 2.27 and 2.08 logio
(copies/mL), respectively.

Hi#i : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.16.1.1

< Phase 2a Part>

Phase 2a Part O #E/ T 0E M OVERER: D SARS-CoV-2 &YL# (ITT 2£H) TORKKSICRIT S
SARS-CoV-2 @7 A /LA RNA D X—ZX T A b DOEALE (logio [copies/mL]) % &
2.5.4.1-12 |\TR T

WRIE/HH SEE S OVIESE(R O SARS-CoV-2 YL % 8 7= 24EMIZ W T, U A /LA RNA &D
NR—R2 T A b OEALE (logio [copies/mL]) D F-¥)fE (SD) (%, Day2 T 375/125 mg #£—1.109
(0.774), 750/250 mg #£—1.147 (1.325), 77 £ ARH-0.542 (0.848) (LL N[FEIIE) TdH v, Day4 T-2.677
(1.063), —2.761(1.291), —1.269 (1.228), Day6 T-3.114(1.025), —3.122(1.194), —1.924(1.114) T
HoT-. UA /L ARNA ETIE, Day 2 Beim 5 375/125 mg BE& N 750/250 mg B#E T 7 2 Rt
L0 WA B, Dayd Kl ClE 77 BARREE Hefg LT 375/125 mg K& O 750/250 mg #E D
WRECTHI 1.4 logio (copies/mL) DI/ (ZE411-2.677 — [-1.269] = —1.408, —2.761 — [-1.269] =
-1.492) Z#s/rL7-. Day 6 FiiCH 77 BARRE L Hfig LC 375/125 mg K Y 750/250 mg #E D i
BETHI 1.2 logio (copies/mL) D (ZAZF4-3.114 — [-1.924] = —1.190, —3.122 — [-1.924] =
-1.198) Z/R L7z,

BRIE/ T EIED SARS-CoV-2 JEREFIZH T DU A /LA RNA BOR—ZF A ipb O i
(logio [copies/mL]) D XA (SD) 1%, Day2 T 375/125 mg A£—1.236 (0.728), 750/250 mg #£—0.954
(1.291), 77 EAREE-0.568 (0.912) (L FIANE) TdH Y, Day4 T-2.622 (1.036), —2.666 (1.324),
—1.316 (1.355), Day 6 T—3.125(0.999), —3.088(1.236), —1.999(1.195) Td~7-. 71 /LA RNA
BT, Day 2 B 5 375/125 mg BEM Y 750250 mg BECT 7B REEL W LI AH BN,
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Day4 HF S CIX 7 7 B ARBEL Ll L C 375125 mg #F J OV 7501250 mg B O i B THK
1.3 logio (copies/mL) Db (ZHEH-2.622 - [-1.316]=-1.306, —2.666 —[1.316]=-1.350) %
RLUTZ. Day 6 B CH 77 ARREL Il LT 375/125 mg #E & TN 750/250 mg BEDRE TR
1 logio (copies/mL) DD (ZHFH1-3.125 - [-1.999] = —1.126, —3.088 —[-1.999] =—1.089) % 7
L.

HESEE D SARS-CoV-2 JEYH 1 IBIE DD 720D, U A LA RNA BEDX—RA T A 2D DAL
& (logio[copies/mL]) D F-¥JfEIL, Day4 s C7 7 AR L g LT 375125 mg # & Y
750/250 mg #f O i BE THI 2 logio (copies/mL) DI (& ZE 1 —3.034 —[-1.050] = —1.984,
-3.329 - [-1.050] = —2.279) %~ L7-.

F 72, BE/MPEIE L OMERE D SARS-CoV-2 & (ITT M) TOEEAIZEIT D SARS-
CoV-2 D7 A LA RNA BEDR—AT A b DELEIZ OV T, Phase 2b Part & [FIEED ik &
LT, R"=RATA DT A /LA RNA &&= ILEEITE I HOHT THENT U 7= 4 AT S R
3 254.1-13 ([T T.

RE/ HHSEE B OVIESE(E D SARS-CoV-2 YL % (8 7= 24 FB\\C, SARS-CoV-2 D 7 A
JL A RNA BOFHHEH A BEOHEEI, Day2 FifST7 7 B aRRE & bl LT 375/125 mg BEM&
¥ 750/250 mg BED i #ETHI 0.5 logio (copies/mL) D %, Day4 Wi T7 7 BRREL i LT
375/125 mg £ & OY 750/250 mg BEOWHETHI 1 logio (copies/mL) Db %7~ L7=. Day 6 Rl T
¥, 375/125 mg £ THY 0.7 logio (copies/mL), 750/250 mg £ THJ 0.8 logio (copies/mL) Db %7~ L
7.
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7 2.54.1-12 B IZH 1T D SARS-CoV-2 D7 A LA RNA BEDX— R T A L7 D2V E: : Phase 2a Part (ITT ££[H)
Time Point  Response Type Statistics Mild/Moderate Asymptomatic All
S-217622  S-217622 Placebo S-217622  S-217622 Placebo S-217622  S-217622 Placebo
125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=14 N=12 N=14 N=2 N=2 N=3 N=16 N=14 N=17
Baseline Observed n 13 12 14 2 2 3 15 14 17
Value
Mean (SD) 7.039 (0.992) 6.773 (1.263) 6.501 (1.251) 6.440 (1.643) 6.727 (1.283) 5.569 (1.279) 6.959 (1.039) 6.766 (1.216) 6.336 (1.269)
Min 5.61 3.76 3.40 5.28 5.82 423 5.28 3.76 3.40
Median 7.380 7.023 6.867 6.440 6.727 5.699 7.380 7.023 6.778
Max 8.81 8.34 7.83 7.60 7.63 6.78 8.81 8.34 7.83
Day 2 Observed n 13 12 14 2 2 3 15 14 17
Value
Mean (SD) 5.802 (1.347) 5.818 (1.028) 5.933 (1.523) 6.163 (0.991) 4.424 (0.115) 5.147 (1.518) 5.850 (1.281) 5.619 (1.073) 5.794 (1.5006)
Min 3.40 3.40 3.40 5.46 4.34 3.40 3.40 3.40 3.40
Median 6.041 5.918 5.824 6.163 4.424 5.929 6.041 5.744 5.929
Max 7.80 7.69 8.00 6.86 4.51 6.11 7.80 7.69 8.00
p-value [a] 0.7229 0.4376 --- --- --- --- 0.9520 0.7202 ---
Change from n 13 12 14 2 2 3 15 14 17
Baseline
Mean (SD) -1.236 -0.954 -0.568 -0.278 -2.303 -0.422 -1.109 -1.147 -0.542
(0.728) (1.291) (0.912) (0.652) (1.168) (0.571) (0.774) (1.325) (0.848)
Min -2.60 -2.61 -1.97 -0.74 -3.13 -0.83 -2.60 -3.13 -1.97
Median -1.135 -1.176 -0.569 -0.278 -2.303 -0.664 -1.021 -1.334 -0.622
Max -0.01 2.01 0.87 0.18 -1.48 0.23 0.18 2.01 0.87
p-value [a] 0.3663 0.3248 --- --- --- --- 0.0946 0.0901 ---
Day 4 Observed n 13 12 14 2 2 3 15 14 17
Value
Mean (SD) 4.417 (0.882) 4.106 (0.783) 5.185 (1.118) 3.406 (0.012) 3.398 (0.000) 4.519 (1.142) 4.282 (0.891) 4.005 (0.765) 5.067 (1.117)
Min 3.40 3.40 3.40 3.40 3.40 3.40 3.40 3.40 3.40
Median 4.279 3.988 5.159 3.406 3.398 4.477 4.041 3.526 5.114
Max 591 5.57 6.66 3.41 3.40 5.68 591 5.57 6.66
p-value [a] 0.2480 0.1007 --- --- --- --- 0.0536 0.0084 ---
Change from n 13 12 14 2 2 3 15 14 17
Baseline
Mean (SD) -2.622 -2.666 -1.316 -3.034 -3.329 -1.050 -2.677 -2.761 -1.269
(1.036) (1.324) (1.355) (1.631) (1.283) (0.199) (1.063) (1.291) (1.228)
Min -4.15 -4.94 -3.57 -4.19 -4.24 -1.22 -4.19 -4.94 -3.57
Median -2.459 -2.804 -1.275 -3.034 -3.329 -1.097 -2.459 -2.804 -1.215
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Time Point  Response Type Statistics Mild/Moderate Asymptomatic All
S-217622 S-217622 Placebo S-217622  S-217622 Placebo S-217622  S-217622 Placebo
125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=14 N=12 N=14 N=2 N=2 N=3 N=16 N=14 N=17
Max -0.96 -0.37 1.72 -1.88 -2.42 -0.83 -0.96 -0.37 1.72
p-value [a] 0.0148 0.0267 - - - - 0.0029 0.0039 -
Day 6 Observed n 13 12 13 2 2 3 15 14 16
Value
Mean (SD) 3.914 (0.808) 3.685 (0.361) 4.400 (1.170) 3.398 (0.000) 3.398 (0.000) 3.970 (0.991) 3.845 (0.770) 3.644 (0.348) 4.319 (1.121)
Min 3.40 3.40 3.40 3.40 3.40 3.40 3.40 3.40 3.40
Median 3.398 3.452 3.863 3.398 3.398 3.398 3.398 3.398 3.697
Max 6.00 4.26 6.48 3.40 3.40 5.11 6.00 4.26 6.48
p-value [a] 0.5774 0.2327 - - - - 0.2443 0.1853 -
Change from n 13 12 13 2 2 3 15 14 16
Baseline
Mean (SD) -3.125 -3.088 -1.999 -3.042 -3.329 -1.599 -3.114 -3.122 -1.924
(0.999) (1.236) (1.195) (1.643) (1.283) (0.736) (1.025) (1.194) (1.114)
Min -4.60 -4.84 -4.28 -4.20 -4.24 -2.30 -4.60 -4.84 -4.28
Median -3.441 -2.952 -2.125 -3.042 -3.329 -1.664 -3.441 -2.952 -1.903
Max -1.38 -0.37 0.00 -1.88 -2.42 -0.83 -1.38 -0.37 0.00
p-value [a] 0.0870 0.0330 - - - - 0.0108 0.0041 -
Day 9 Observed n 12 11 12 2 2 3 14 13 15
Value
Mean (SD) 3.525(0.254) 3.552 (0.349) 3.891 (0.767) 3.581 (0.258) 3.398 (0.000) 3.398 (0.000) 3.533 (0.245) 3.529 (0.323) 3.793 (0.710)
Min 3.40 3.40 3.40 3.40 3.40 3.40 3.40 3.40 3.40
Median 3.398 3.398 3.423 3.581 3.398 3.398 3.398 3.398 3.398
Max 4.11 4.38 5.77 3.76 3.40 3.40 4.11 4.38 5.77
p-value [a] 0.2387 0.2871 --- --- --- --- 0.3538 0.1478 -
Change from n 12 11 12 2 2 3 14 13 15
Baseline
Mean (SD) -3.633 -3.078 -2.757 -2.860 -3.329 -2.171 -3.522 -3.116 -2.640
(0.831) (1.250) (0.974) (1.384) (1.283) (1.279) (0.900) (1.203) (1.019)
Min -4.83 -4.56 -4.23 -3.84 -4.24 -3.38 -4.83 -4.56 -4.23
Median -3.638 -2.964 -2.918 -2.860 -3.329 -2.301 -3.638 -2.964 -2.891
Max -2.38 -0.37 -1.38 -1.88 -2.42 -0.83 -1.88 -0.37 -0.83
p-value [a] 0.1130 0.5271 --- --- --- --- 0.0323 0.2574 -

UNIT: logio (copies/mL)

SD = Standard Deviation; Min = Minimum; Max = Maximum

All : Combination of Mild/Moderate and Asymptomatic
Day 9 was optional visit in Korea. (Participants in Korea were not entered into Phase 2a Part)

Lower limit of detection for viral RNA is 3.3979400087 logio (copies/mL).
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If viral RNA is less than the lower limit of detection, the viral RNA will be imputed 3.3979400087 log1o (copies/mL).
[a] van Elteren test vs. placebo adjusted by the following strata
1. Mild/Moderate (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination history [Yes or No])
2. Asymptomatic (SARS-CoV-2 vaccination history [Yes or No])
3. All (condition of participant [Mild/Moderate or Asymptomatic])
Higt : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.2.16.1

#£ 254.1-13 HRERICH T D SARS-CoV-2 DT A /LA RNA BEDN—A T A p b DOZALE (5 H5HT) « Phase 2a Part (ITT 4£[H)
Mild/Moderate Asymptomatic All
Time Point  Statistics S-217622 S-217622 Placebo S-217622 S-217622 Placebo S-217622 S-217622 Placebo
125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=14 N=12 N=14 N=2 N=2 N=3 N=16 N=14 N=17

Baseline n 13 12 14 2 2 3 15 14 17
Mean 7.039 6.773 6.501 6.440 6.727 5.569 6.959 6.766 6.336
SD 0.992 1.263 1.251 1.643 1.283 1.279 1.039 1.216 1.269
Min 5.61 3.76 3.40 5.28 5.82 423 5.28 3.76 3.40
Median 7.380 7.023 6.867 6.440 6.727 5.699 7.380 7.023 6.778
Max 8.81 8.34 7.83 7.60 7.63 6.78 8.81 8.34 7.83

Day 2 n 13 12 14 2 2 3 15 14 17
Mean -1.236 -0.954 -0.568 -0.278 -2.303 -0.422 -1.109 -1.147 -0.542
SD 0.728 1.291 0.912 0.652 1.168 0.571 0.774 1.325 0.848
Min -2.60 -2.61 -1.97 -0.74 -3.13 -0.83 -2.60 -3.13 -1.97
Median -1.135 -1.176 -0.569 -0.278 -2.303 -0.664 -1.021 -1.334 -0.622
Max -0.01 2.01 0.87 0.18 -1.48 0.23 0.18 2.01 0.87
LS mean (SE) by -0.78 (0.29) -0.59(0.29) -0.40(0.26) -0.06 (1.00) -1.99 (1.06) -0.57(0.59) -1.11(0.29) -1.19(0.30) -0.69 (0.28)
ANCOVA [a]
Difference in LS means vs. -0.38 (0.36) -0.19 (0.36) -—- 0.51(1.11) -1.42(1.18) --- -0.42 (0.35) -0.50 (0.36) ---
Placebo (SE)
95% CI for difference -1.11,0.35  -0.92,0.54 --- -4.27,529  -6.49,3.65 --- -1.14,0.30  -1.22,0.22 ---
p-value 0.2961 0.5980 --- 0.6913 0.3510 --- 0.2435 0.1649 ---

Day 4 n 13 12 14 2 2 3 15 14 17
Mean -2.622 -2.666 -1.316 -3.034 -3.329 -1.050 -2.677 -2.761 -1.269
SD 1.036 1.324 1.355 1.631 1.283 0.199 1.063 1.291 1.228
Min -4.15 -4.94 -3.57 -4.19 -4.24 -1.22 -4.19 -4.94 -3.57
Median -2.459 -2.804 -1.275 -3.034 -3.329 -1.097 -2.459 -2.804 -1.215
Max -0.96 -0.37 1.72 -1.88 -2.42 -0.83 -0.96 -0.37 1.72
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Mild/Moderate Asymptomatic All
Time Point  Statistics S-217622 S-217622 Placebo S-217622 S-217622 Placebo S-217622 S-217622 Placebo
125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=14 N=12 N=14 N=2 N=2 N=3 N=16 N=14 N=17
LS mean (SE) by -2.43(0.30) -2.65(0.30) -1.52(0.26) -2.05(0.51) -2.10(0.54) -1.30(0.30) -2.69(0.26) -2.91(0.26) -1.71(0.25)
ANCOVA [a]
Difference in LS means vs. -0.91 (0.37) -1.13 (0.37) --- -0.75 (0.57)  -0.80 (0.60) --- -0.98 (0.31) -1.20(0.32) ---
Placebo (SE)
95% CI for difference -1.65,-0.16  -1.88,-0.38 --- -3.20,1.69  -3.39,1.79 --- -1.62,-0.35 -1.84,-0.56 ---
p-value 0.0191 0.0043 - 0.3167 0.3136 --- 0.0033 0.0005 ---
Day 6 n 13 12 13 2 2 3 15 14 16
Mean -3.125 -3.088 -1.999 -3.042 -3.329 -1.599 -3.114 -3.122 -1.924
SD 0.999 1.236 1.195 1.643 1.283 0.736 1.025 1.194 1.114
Min -4.60 -4.84 -4.28 -4.20 -4.24 -2.30 -4.60 -4.84 -4.28
Median -3.441 -2.952 -2.125 -3.042 -3.329 -1.664 -3.441 -2.952 -1.903
Max -1.38 -0.37 0.00 -1.88 -2.42 -0.83 -1.38 -0.37 0.00
LS mean (SE) by -2.76 (0.26) -2.95(0.26) -2.16(0.24) -1.89(0.00) -1.89(0.00) -1.89(0.00) -2.99(0.23) -3.13(0.23) -2.29(0.22)
ANCOVA [a]
Difference in LS means vs. -0.60 (0.32) -0.80 (0.32) -—- 0.00 (---) 0.00 (---) --- -0.69 (0.28) -0.84 (0.28) ---
Placebo (SE)
95% CI for difference -1.26,0.05  -1.44,-0.15 --- --- --- --- -1.26,-0.12  -1.41,-0.26 ---
p-value 0.0677 0.0177 --- --- --- --- 0.0187 0.0053 ---
Day 9 n 12 11 12 2 2 3 14 13 15
Mean -3.633 -3.078 -2.757 -2.860 -3.329 -2.171 -3.522 -3.116 -2.640
SD 0.831 1.250 0.974 1.384 1.283 1.279 0.900 1.203 1.019
Min -4.83 -4.56 -4.23 -3.84 -4.24 -3.38 -4.83 -4.56 -4.23
Median -3.638 -2.964 -2.918 -2.860 -3.329 -2.301 -3.638 -2.964 -2.891
Max -2.38 -0.37 -1.38 -1.88 -2.42 -0.83 -1.88 -0.37 -0.83
LS mean (SE) by -3.24 (0.16) -3.13(0.16) -2.83(0.15) -2.66(0.14) -2.87(0.15) -2.73(0.08) -3.27(0.14) -3.23(0.15) -2.93(0.14)
ANCOVA [a]
Difference in LS means vs. -0.41 (0.20) -0.30 (0.20) -—- 0.07 (0.15)  -0.14 (0.16) --- -0.34 (0.18)  -0.30(0.18) ---
Placebo (SE)
95% CI for difference -0.83,0.00  -0.72,0.11 -—- -0.59,0.73  -0.84,0.56 --- -0.71,0.03  -0.66, 0.07 ---
p-value 0.0515 0.1423 --- 0.7040 0.4851 --- 0.0693 0.1088 ---

UNIT: logio (copies/mL)
ANCOVA = Analysis of Covariance, SD = Standard Deviation; SE = Standard Error; Min = Minimum; Max = Maximum, LS = Least Squares, CI = Confidence Interval
All: Combination of Mild/Moderate and Asymptomatic
Lower limit of detection for viral RNA is 3.3979400087 logio (copies/mL). If viral RNA is less than the lower limit of detection, the viral RNA will be imputed 3.3979400087 logio

(copies/mL).
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[a] Covariates are as follows: SARS-CoV-2 viral RNA at baseline, time from onset to randomization [<72 hours or >72 hours], and SARS-CoV-2 vaccination history [Yes or No] for
Mild/Moderate Participants. SARS-CoV-2 viral RNA at baseline and SARS-CoV-2 vaccination history [Yes or No] for Asymptomatic Participants. SARS-CoV-2 viral RNA at baseline and

condition of participant [Mild/Moderate or Asymptomatic] for All Participants.
Hi8t : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Add Table 14.8.3, Add Table 14.8.4
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254.1.3.3.2 SARS-CoV-2 M 4 LR Affif5TEE
< Phase 2b Part>

Phase 2b Part DHESE/HFESED SARS-CoV-2 J&YeHE (ITT1 ) TORRERIZIIT S SARS-
CoV-2 D7 A )V A lGERZ K 2.5.4.1-14 (TR

SARS-CoV-2 D 7 A )V A SHi 3 gt ST R (0 A v 2 TG ERER ) DOEIE 1L, Day 2
T 375/125 mg & 72.3% (81/112 fl), 750/250 mg & 66.4% (75/113 i), 7" 7 &R EE 82.0% (91/111
Bil) (L FIRINE) TV, Day4 T 1.9% (2/107 fl), 5.4% (6/112 f5l), 50.0% (54/108 fi), Day 6 T
1.8% (2/111 ), 0.9% (1/112 f1l), 15.7% (17/108 f5l) T o7=. ©A /LA MGEREERE OFIE
I%, Day 9 @ 375/125 mg ##Z[RE, Day 2 ReiblfE T, 77 &R Ltz LT 375/125 mg #E &

W 750/250 mg FED M TR > 7. 375/125 mg £ Tl Day4 & OF Day 6 T, 750/250 mg Ff Tl
Day 2, Day4 }x T Day 6 CHEIZIKA > 72 (375/125 mg B : Z4LZ241 p<0.0001, p=0.0002,
750/250 mg & : A4 p=0.0057, p<0.0001, p<0.0001).

#* 254.1-14 K U231 D SARS-CoV-2 D 7 A L Z F{Hif5ME3R « Phase 2b Part (ITT1 £])
S-217622 S-217622 Placebo
125 mg 250 mg
N=114 N=116 N=111

Positive proportion of virus titer of SARS-CoV-2 at
each time point

Baseline 100.0% (113/113) 100.0% (115/115) 100.0% (111/111)
- p-value [a] - - -

Day 2 72.3% (81/112) 66.4% (75/113) 82.0% (91/111)
- p-value [a] 0.0738 0.0057 -

Day 4 1.9% (2/107) 5.4% (6/112) 50.0% (54/108)
- p-value [a] <.0001 <.0001 ---

Day 6 1.8% (2/111) 0.9% (1/112) 15.7% (17/108)
- p-value [a] 0.0002 <.0001 ---

Day 9 3.7% (4/109) 0.0% (0/106) 1.0% (1/105)

- p-value [a] 0.2292 0.3388 --—-

[a] Mantel-Haenszel test vs. placebo adjusted by the following strata (time from onset to randomization [<72 hours or >72
hours], SARS-CoV-2 vaccination history [Yes or No])

Day 3 and Day 5 were optional visit in all countries. Day 9 was optional visit in Korea.

Hi#l : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.8.1.1.1

< Phase 2a Part>

Phase 2a Part DFRJE/H 5 & OVIEEE D SARS-CoV-2 J&YL#H (mITT ££MH]) CTORRERIZI T

% SARS-CoV-2 D7 A )V A SiflifGte 2 3 2.5.4.1-15 (27

BRIE/ S E B OVESE (% D SARS-CoV-2 J& YL % f -7 REEFNICI51F H SARS-CoV-2 DT A L

A IR S TR (T A VA DMBETERERE) OFIA X, Day?2 T 375/125 mg Bf 86.7%
(13/15 fil), 750/250 mg Bf 71.4% (10/14 #), 7 Z & REE 78.6% (11/14 #il) (UL FFIE) TH Y,

Day 4 T 26.7% (4/15 {51]), 14.3% (2/14 f5), 71.4% (10/14 {5]), Day6 T 0.0% (0/15 ), 14.3% (2/14

#i), 30.8% (4/13 fiil) T o7z. U A NZIMERGIEEERE OFIA 1L, Day 14 O 375/125 mg #E %
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& Day 4 Hj i LI, 77 B REE & Hule L C 375/125 mg BEM Y 750/250 mg BE DO ii#E TR >
7.

HIE/ HEESE D SARS-CoV-2 &L 12 351F 5 SARS-CoV-2 D 7 A L A FHlA K H S 7= BB
(7 A VA THBGERERE) OEIA X, Day 2 T 375/125 mg Bf 84.6% (11/13 ), 750/250 mg &%
75.0% (912 f51l), 77 & HREE 75.0% (9/12 B) (LA FIRINE) CTd v, Day4 T 30.8% (4/13 fil), 16.7%
(2112 i), 66.7% (8/12 f5il), Day 6 T 0.0% (0/13 i), 16.7% (2/12 i), 27.3% (3/11 i) TH-7=.
U A L A ITIGVERERE OFIG X, Day 4 KR LIKET, 77 BAREEE Hk LT 375/125 mg #EX
Y 750/250 mg BEDERE T2 o 72, BEERED SARS-CoV-2 EEFIZHOWTIE, BT
DO, 7T ERFETIE Day 6 TH U AL ATMEBGPERERE 238 > 7225, 375/125 mg #EL
750/250 mg #ETl%, Day 14 T 375/125 mg BED 1 Bl & BRE, Day 4 B LI T A L A fikG 1
DOWBRE 1T o T2 (2.7.3.6 THEIR).

# 254.1-15 #IERIZ BT D SARS-CoV-2 D 7 A /L A iR : Phase 2a Part (mITT 4
)
S-217622 S-217622 Placebo

125 mg 250 mg

N=15 N=14 N=14
Baseline 100.0% (15/15) 100.0% (14/14) 100.0% (14/14)
- p-value [a] --- --- ---
Day 2 86.7% (13/15) 71.4% (10/14) 78.6% (11/14)
- p-value [a] 0.5563 0.6752 -
Day 4 26.7% (4/15) 14.3% (2/14) 71.4% (10/14)
- p-value [a] 0.0205 0.0033 -
Day 6 0.0% (0/15) 14.3% (2/14) 30.8% (4/13)
- p-value [a] 0.0276 0.3254 -
Day 9 7.1% (1/14) 0.0% (0/13) 15.4% (2/13)
- p-value [a] 0.4932 0.1473 -
[a] Mantel-Haenszel test vs. placebo adjusted by the following strata (condition of participant [Mild/Moderate or
Asymptomatic])

Day 9 was optional visit in Korea. (Participants in Korea were not entered into Phase 2a Part)
Hi#t : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.2.8.1.3

2.54.1.3.33 RT-PCR &1 3
< Phase 2b Part >
Phase 2b Part OXJE/MFEESE D SARS-CoV-2 J&Ye#E (ITT1 M) TORRERIZIIT D RT-PCR
Btk % 2.5.4.1-16 |27~ 3. Phase 2b Part D JEME RT-PCR £ T, threshold cycle (Ct) fE23EZ
EINTEOLT, €& RT-PCRETHIE SN2V A /LA RNA B0 ERE FRERM TH-TH Y
A /LA RNA 25 S L7 efkiE, RT-PCR Gk & HlE S .
RT-PCR [5G C & - 7= 4B E O EIA 1L, Day 2 T 375/125 mg £ 100.0% (112/112 41), 750/250 mg
Bt 100.0% (115/115 #), 77 BREE 100.0% (111/111 Fl) (L FENE) THY, Day 4 T 95.5%
(106/111 £, 100.0% (112/112 fi), 100.0% (110/110 fi), Day 6 T 94.6% (105/111 f1), 92.0% (103/112
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Bil), 96.4% (106/110 i), Day 9 T 81.7% (89/109 f51), 75.5% (80/106 f), 93.4% (99/106 i) Td> -
7-. Day 4 Ff T RT-PCR BEPE=RIL7 7 B AR L G L T 375125 mg B CTHEITK L
(p =0.0231), Day 9 £ T RT-PCR [543 7" 7 & AREE L bl LT 375/125 mg K O 750/250 mg
REOMBE CTHEIZIE > 72 (p=0.0086, p=0.0003).

7% 2.54.1-16 A RERITH 1T D RT-PCR 53 : Phase 2b Part (ITT1 4£[H)

S-217622 S-217622 Placebo

125 mg 250 mg

N=114 N=116 N=111
Baseline 100.0% (113/113) 100.0% (115/115) 100.0% (111/111)
- p-value [a] --- - ---
Day 2 100.0% (112/112) 100.0% (115/115) 100.0% (111/111)
- p-value [a] - - -
Day 4 95.5% (106/111) 100.0% (112/112) 100.0% (110/110)
- p-value [a] 0.0231 — -
Day 6 94.6% (105/111) 92.0% (103/112) 96.4% (106/110)
- p-value [a] 0.4918 0.1929 -
Day 9 81.7% (89/109) 75.5% (80/106) 93.4% (99/106)
- p-value [a] 0.0086 0.0003 -
Day 14 63.2% (67/106) 63.1% (65/103) 57.8% (59/102)
- p-value [a] 0.4450 0.4902 -
Day 21 31.1% (33/106) 33.7% (34/101) 38.0% (38/100)

- p-value [a] 0.2967 0.5053 ---

[a] Mantel-Haenszel test vs. placebo adjusted by the following strata (time from onset to randomization [<72 hours or >72
hours], SARS-CoV-2 vaccination history [Yes or No])

Hi#l : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.15.1.1.1

< Phase 2a Part>

Phase 2a Part O #8JiE/HH 450 M OVESE (5 D SARS-CoV-2 &L #E (ITT £MH) TORKLSICBIT S
RT-PCR [t %% 2.5.4.1-17 |{Z/~"F. Phase2a Part O EM: RT-PCR 75T, Ct a2 36 Al DR
K% RT-PCR [, CtfE2 36 L EDOR{A% RT-PCR f&lt & HIE L=,

PRI/ P A E B OVIRSE [ D SARS-CoV-2 e % it 7= 24EFIC 31T 5 RT-PCR Bt CTdh o 72
WBRE DOEIAIL, Day4 T 375/125 mg #f 93.3% (14/15 $1]), 750/250 mg £f 78.6% (11/14 f51l), 7°Z
T AREE 94.1% (16/17 ) (UL FFIIE), Day 6 T 66.7% (10/15 $51]), 57.1% (8/14 1), 75.0% (12/16 1),
Day 9 T 42.9% (6/14 i), 53.8% (7/13 f5), 66.7% (10/15 f5l) T -7=. Day 6 & Day 9 Tid,
7T AREE & el LT 375/125 mg BE KON 750/250 mg BED WAL T, RT-PCR Btk TdH - 79 BE
DEIG I > T2,

R/ E5E D SARS-CoV-2 J&YFH 12331 5 RT-PCR Btk T - -9 OE|A 1, Day 4 T
375/125 mg Bf 92.3% (12/13 i), 750/250 mg B¥ 83.3% (10/12 f5), 77 & REE 92.9% (13/14 ) (LA
TIRNE), Day6 T 69.2% (9/13 i), 66.7% (8/12 i), 84.6% (11/13 i), Day9 T 41.7% (5/12 1),
54.5% (6/11 i), 75.0% (9/12 f5l) T&H-7=. Day 6 & Day 9 Ti%, 7T BREELHEL T
375/125 mg £ O 750/250 mg BEDWRET, RT-PCR 5 TdH - 7248 E OEISITME -T2,
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JEWED SARS-CoV-2 JEJLE 12 HOWTIE, Bl D7e<, HAE2EE TRz (2.73.6 BES
8.

* 2.54.1-17 I AUZ 1T © RT-PCR 515K : Phase 2a Part (ITT 4E[4)
S-217622 S-217622 Placebo

125 mg 250 mg

N=16 N=14 N=17
Baseline 100.0% (15/15) 100.0% (14/14) 100.0% (17/17)
- p-value [a] --- --- ---
Day 2 100.0% (15/15) 100.0% (14/14) 94.1% (16/17)
- p-value [a] 0.3352 0.3545 -
Day 4 93.3% (14/15) 78.6% (11/14) 94.1% (16/17)
- p-value [a] 0.9574 0.2066 -
Day 6 66.7% (10/15) 57.1% (8/14) 75.0% (12/16)
- p-value [a] 0.5218 0.2030 -
Day 9 42.9% (6/14) 53.8% (7/13) 66.7% (10/15)
- p-value [a] 0.1895 0.4579 -
Day 14 13.3% (2/15) 33.3% (4/12) 23.1% (3/13)
- p-value [a] 0.4842 0.5465 ---
Day 21 14.3% (2/14) 9.1% (1/11) 0.0% (0/12)
- p-value [a] 0.2042 0.2918 --—-
[a] Mantel-Haenszel test vs. placebo adjusted by the following strata (condition of participant [Mild/Moderate or
Asymptomatic])

Day 9 was optional visit in Korea. (Participants in Korea were not entered into Phase 2a Part)
HH8l : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.2.15.1.3

< FRMET >

Phase 2a Part & Phase 2b Part T3&72 % JHIiEREE T RT-PCR € & 32k L 7272, EM: RT-PCR
EOYERENR R o7, 22T, FEMNT & LT, Phase2b Part D E & RT-PCR 1% THIE S 41
727 A /LA RNA EORHIRR TH 5 2.27logio (copies/mL) ZH#AEL LT, FREAIZHEITFDH U A
JL A RNA @23 R FLL EOBIG Ofift 4 Fk L 7.

Phase 2b Part D#RSE/HEIED SARS-CoV-2 &Y (ITT1 ££H]) 2815 T A /LA RNA &2
R LL BT - 72 OB G %22 2.54.1-18 [T~ T

U A LA RNA @2 BHIRALL ETh o 7o OFIA 1, Day2 T 375/125 mg # 100.0%
(112/112 51y, 750/250 mg #¥ 100.0% (115/115 i), 7" Z & ARHE 100.0% (110/110 1) (L FFEINE) T
HV, Day 4 T 91.0% (101/111 #l), 94.6% (106/112 i), 100.0% (110/110 ), Day 6 T 86.5%
(96/111 i), 82.1% (92/112 i), 93.6% (103/110 f3il), Day 9 T 61.5% (67/109 fi), 64.2% (68/106
B, 77.4% (82/106 ) T& ~7=. Day4 K TH A /LA RNA BEARHRRLLETH - 7485
FOEIRIXT T ARRELE L LT 375125 mg BER OV 750/250 mg RO RECAH E I <
(p=0.0014, p=0.0143), Day6 i TIL7 7 EHRREEL il L C 750/250 mg B CHE &N - 7=
(p=0.0111). 7, Day9 i TD A /LA RNA BB HIRFL ETH - 72 48RE OEIE&=RIT
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7T REEE LT 375/125 mg KUY 750/250 mg BEDEEECTH BN (p=0.0119,

p = 0.0337).
# 2.54.1-18 FRFRUCE T D7 A /LA RNA EDHHIRALL EOEIS « Phase 2b Part (ITT1
)
S-217622 S-217622 Placebo
125 mg 250 mg
N=114 N=116 N=111
Baseline 100.0% (113/113) 100.0% (115/115) 100.0% (111/111)
p-value [a] - - -
Day 2 100.0% (112/112) 100.0% (115/115) 100.0% (110/110)
p-value [a] --- --- ---
Day 4 91.0% (101/111) 94.6% (106/112) 100.0% (110/110)
p-value [a] 0.0014 0.0143 -
Day 6 86.5% (96/111) 82.1% (92/112) 93.6% (103/110)
- p-value [a] 0.0697 0.0111 -
Day 9 61.5% (67/109) 64.2% (68/106) 77.4% (82/106)
p-value [a] 0.0119 0.0337 -
Day 14 30.2% (32/106) 35.0% (36/103) 35.3% (36/102)
p-value [a] 0.4460 0.8703 -
Day 21 14.2% (15/106) 17.8% (18/101) 16.0% (16/100)
p-value [a] 0.6600 0.7814 -—-

LLODos = lowest amount of virus that could be detected with a positivity rate greater than 95% by probit analysis

[a] Mantel-Haenszel test vs. placebo adjusted by the following strata (time from onset to randomization [<72 hours or >72
hours], SARS-CoV-2 vaccination history [Yes or No])

Day 9 was optional visit in Korea.

LLODeys for viral RNA is 2.27 logio (copies/mL).

2541334
< Phase 2b Part >
Phase 2b Part OHE/FEHED SARS-CoV-2 [EYL# (ITT1 £4£[H) 1281F % SARS-CoV-2 D 7 A
IV A DA REVE N B OIS HERR S 41D F TOREME & 8% @ Kaplan-Meier #ift %, ZhZEhF*
2.54.1-19 LK 2.54.1-3 127,
SARS-CoV-2 D7 A L A JlFEMED AN iR S D £ TORFMICOWT, I EREEE
i LC 375/125 mg BEM TN 750250 mg BEOWT I H AR ZD RO Hiv (J85!] log-rank R E TE AL
I p<0.0001, p<0.0001), FIHAE (7 A VA FHHEIEDYERE DEIEN 50%E 725 F TORF
) ([2BWVTERZIR 40 FERET K O 30 BRI L7-.

SARS-CoV-2 D A JLRA Wl EA A IZHER S % F TORH
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# 2.5.4.1-19 SARS-CoV-2 D 7 A JL A JIMREME DS e N HERE S 4L 2 F TORER] : Phase 2b
Part (ITT1 ££[)
S-217622 S-217622 Placebo
125 mg 250 mg

N=114 N=116 N=111
N 111 113 108
Number of events 111 (100.0) 112 (99.1) 108 (100.0)
Number of censored 0(0.0) 1(0.9) 0(0.0)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

Up to 21 days

Restricted Mean Survival Time (RMST) [95% CI]

Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]

- p-value

Stratified Peto-Prentice's generalized Wilcoxon test

vs. placebo [b]
- p-value

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI]

- p-value

51.3[44.1, 61.8]
-40.6 [-58.5, -26.5]
41.5,69.8
14.8, 144.4

55.8 [51.1, 60.5]
-41.2[-52.9, -29.6]

<.0001

<.0001

3.4102.5,4.6]
<.0001

62.1[43.7, 66.5]
-29.8 [-52.0, -23.6]
36.5,70.9
12.7, 138.0

56.5[51.2, 61.8]
-40.6 [-52.5, -28.7]

<.0001

<.0001

3.2[2.4,4.4]
<.0001

91.9 [84.0, 109.9]

62.0,117.9
12.0,307.8

97.0 [86.4, 107.7]

CI = Confidence Interval; Min = Minimum; Max = Maximum
[a] +: Max includes censored data.
[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])

B : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.5.1.1.1
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2.54.1-3 SARS-CoV-2 D7 A )L A St N N R S5 £ TORER O
Kaplan-Meier Hi## : Phase 2b Part (ITT1 #[H)

100+
80

60
50

40+

- | Censor
mmmama: S2]17622 125mg
—5-217622 250mg

m— = Placebo

Proportion of First Negative SARS-CoV-2 Viral Titer (%)

0_
0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360 384 408 432 456 480 504 528 552
Hours
5-217622 125mg 111 93 58 20 ¢ 1 1 O O O O O O O O O O O O O O 0 0 o0
5-217622 250mg 113 87 59 26 8 1 o0 O O O O O O O O O O 0 O O 0 0 0 O
Placebo 108 95 8 69 46 23 17 14 4 3 2 2 1 0 0 O O O O O O O O O

Hig : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Figure 14.2.5.1.1.1

< Phase 2a Part>

Phase 2a Part DISE/ T 5E M OESEfE D SARS-CoV-2 f&Ys# (mITT M) 128175 SARS-
CoV-2 O 7 A )L A JUMFEVED B W HERS S 4L D £ TOWRE & V% @ Kaplan-Meier Hi#t %, Zil
T 2.54.1-20 KO 2.5.4.1-4 |-

BRE/ SR E B OVIESE( D SARS-CoV-2 S YL % fft- 7= 2% MIZH51F 5 SARS-CoV-2 DT A )L
A NMEERN R YNCHER SN D £ TORMIE, 77 BRREE i LT 375125 mg B RO
750/250 mg BET, HIRAE (VA L AT HIPEMEDOPERE OFEIG D 50%E 725 FTORH) & LT
ZEIHY 50 B KON 48 BERE (2 H) JE#E L 7=,

PR SE/HHE0E D SARS-CoV-2 JEYFE 2 H51F % SARS-CoV-2 D 7 A /L A FffiFEVEA B N HERR &
N5 ETORRMIL, 77 BARBEL Bl LT 375/125 mg BEM O 750250 mg BET, Fdufi (71 /L
ZIMEEVEDPERE DB 50% & 72 % £ TOREE) & LTENEN 71 (3 H) K148
Ref (2 B) M L7, SEEMED SARS-CoV-2 EYF T DWW TIE, Bl b7e <, BmazB5c
X7phots (27.3.6 TEHSBR).

# 2.5.4.1-20 SARS-CoV-2 D 7 A Jb A JHi &M DN e W HfERe S 4L % £ TORFH - Phase 2a
Part (mITT ££[4])
S-217622 S-217622 Placebo
125 mg 250 mg
N=15 N=14 N=14
Number of events 15 (100.0) 13 (92.9) 12 (85.7)
Number of censored 0 (0.0) 0(0.0) 2 (14.3)
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S-217622
125 mg
N=15

S-217622
250 mg
N=14

Placebo

N=14

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

Up to 21 days

Restricted Mean Survival Time (RMST)
[95% CI]

Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]
- p-value

Stratified Peto-Prentice's generalized
Wilcoxon test vs. placebo [b]
- p-value

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI]
- p-value

61.3[38.0, 68.4]
-49.8 [-96.7, 30.9]
38.0, 69.8
117, 110.5

56.0 [41.6, 70.4]

37.9[-73.4,-2.3]

0.0159

0.1008

3.7[14,9.6]
0.0070

62.7[39.2, 72.3]
-48.4[95.9, 28.5]
39.2,72.3
10.5, 111.2

59.6 [42.5, 76.7]

343 [-71.0,2.4]

0.0205

0.0848

3.0[1.2,7.8]
0.0219

111.1[23.2, 158.5]

34.2,158.5
13.7,184.4

93.9[61.4, 126.4]

CI = Confidence Interval; Min = Minimum; Max = Maximum

[a] +: Max includes censored data.

[b] Adjusted by the following strata (condition of participant [Mild/Moderate or Asymptomatic])
Hig : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.2.5.1.3

Kaplan-Meier Hi#% : Phase 2a Part (mITT ££[H)

2.54.14
100 -
g
B
3 80
5
=
Ry
=
S 60 -
. 50
[7s]
2
g 40
z
5
g
Q
&
-9
0_

SARS-CoV-2 D 7 A )V A SIMEMEDN PN HERR S D £ TORER D

| Censor

------- 5-217622 125mg
— 5217622 250mg
= Placebo

T T
0 24 48 72 96

S-217622 125mg 15 13 8 3 1 0
S-217622 250mg 13 11 7 5 2 0
Placebo 14 10 9 8 6 3

Hi#l : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Figure 14.2.5.1

0
3

T T T T T

Hours

o 0 0 0 0 0

o 0 0 0 0 0

1 0 0 0 0 O
3
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254.1.3.35 RT-PCR e RAIZHER SN D E TORR
< Phase 2b Part>

Phase 2b Part OEEJE/H4EE D SARS-CoV-2 iYL (ITT1 4£[H]) 123517 5 RT-PCR [&E03 5 4]
\ZHERE S AL D F TOREE & V2 @ Kaplan-Meier Hift%, EhZnE 2.54.1-21 LK 2.5.4.1-5
{2757 Phase 2b Part O JEPE RT-PCR £ T, CtIEAHREINTE LT, E& RT-PCR L CTHIE
IN7=U A /LA RNA DX EE FIMERTE CTH > TH VA /LA RNA B S mifklL, RT-
PCR Btk L HIE SN, ZHICHESE, RI-PCR BEMENKINICHR S5 £ TORMZREEL
7.

RT-PCR [EMEDSERANCHER S LD F CTORFMIE, R (RT-PCR FEMED RN MR S A7 8
BRE DEIG D 50% & 72 5 F TORFH) (95%E X M) & LT 375/125 mg # 425.8 It (332.0,
473.2), 750/250 mg B¥ 400.9 F#H] (309.3,449.0), 77 & AR 410.0 HfE (339.0,469.7) ThH-7=.
RT-PCR [EMEN AR S5 £ TORRILT 7 B ARRE & ik LT 375/125 mg £, 750/250 mg
FEOWTNORETH AL Do T,

#* 2.54.1-21 RT-PCR [EM: N e W HERR S 405 % CTOREM : Phase 2b Part (ITT1 4£[)
S-217622 S-217622 Placebo
125 mg 250 mg
N=114 N=116 N=111
N 111 113 108
Number of events 78 (70.3) 74 (65.5) 79 (73.1)
Number of censored 33 (29.7) 39 (34.5) 29 (26.9)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

Up to 21 days

Restricted Mean Survival Time (RMST) [95% CI]
Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]

425.8 [332.0,473.2]
15.8 [-96.8, 100.1]
262.4,504.7
64.8,551.4

367.3 [340.0, 394.6]
-21.4 [-56.4, 13.6]

400.9 [309.3, 449.0]
-9.0 [-120.0, 75.6]
198.2, 505.5
17.1,552.7 +

353.7[326.3, 381.1]
-35.0 [-70.1, 0.0]

410.0 [339.0, 469.7]

307.3,502.1
109.7,551.9

388.8 [366.9, 410.6]

p-value 0.8276 0.3131 -
Stratified Peto-Prentice's generalized Wilcoxon test
vs. placebo [b]

p-value 0.4662 0.0878 -
Stratified Cox proportional hazard model [b]

Hazard ratio [95% CI] 1.1[0.8,1.5] 1.20.9, 1.6] -

p-value 0.7048 0.3047 ---

CI = Confidence Interval; Min = Minimum; Max = Maximum

[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])

fHt : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.12.1.1.1

- 98 -



S-217622 2.5 BEIRIZBE9 2 G REAM

2.5.4.1-5 RT-PCR [2MEA SR S 41 5 £ TORER] O Kaplan-Meier #i## : Phase 2b
Part (ITT1 4£ )
100 +
§ 80 -
g
&
~
g 60
S
% 50 4
A 40
B
g 20 4 v —_ | Censor
& ]_r ------- S-217622 125mg
. — 5217622 250mg
04 4H .04":' wf — w— Placebo

T T T T T T T T T T T T T T T T T T T T T T T T

0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360 384 408 432 456 480 504 528 552

Hours
5-217622 125mg 111 111 111 106 104 103 101 94 86 81 81 78 72 66 59 56 55 50 43 37 29 15 4 0
5-217622 250mg 113 112 111 111 109 100 97 90 77 T4 4 69 62 58 53 49 49 45 37 28 16 10 3 1
Placebo 108 108 108 108 108 103 102 97 94 93 93 85 80 67 61 54 53 49 42 31 21 15 5 0

HH8 : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.12.1.1.1

< Phase 2a Part>

Phase 2a Part O HEIE/ T EIE K OMIESE D SARS-CoV-2 &Y (TT £MH) 1281F %5 RT-PCR [&
PEDS AN HERR S AL D £ TOREE KO D Kaplan-Meier Hifita, ThZhF+E 2.54.1-22 KUK
2.5.4.1-6 \Z7~7". Phase 2a Part D JEME RT-PCR 15 TIE, CtflA3 36 A DA% RT-PCR B,
Ct 2 36 LI LD RifA% RT-PCR [EtE L HIE L7z, 2S5 &, RT-PCR RYEN RN MR S
N2 ETORFMZRET L.

BRIE /SR M OVIESE [ D SARS-CoV-2 Y % Pt 7= 4L 31T 5 RT-PCR FEMED AT
MR IND E TORRIE, WTNORETH —HOERE TRt E TORMAEN>T2H DD,
77w ARRE L el LT 375/125 mg BE KO 750/250 mg BETIE, HfE (RT-PCR [FaPEDHERA D
EIEM 50%E 725 £ TORFM) & LTHK 120 BfE (5 H) i L7-.

¥R JiE/HH4E0E O SARS-CoV-2 &Y 12817 D RT-PCR [EMENBANHERS X2 £ TOREREIL,
WTHORETH —HOWBRE TRt E CORMMBE N2 TmbOD, I EARBELERL T
375/125 mg #E KON 750/250 mg BETIE, FRfE (RT-PCR [EMEDOHERE OEIEG D 50%E 725 £ T
DORERE]) & LK 120 I (5 B) %04 L7, BEERE D SARS-CoV-2 JEYF 2OV T, Bl
Dip, MM EZBLZTE Mol (2.73.6 HSR).
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# 2.54.1-22 RT-PCR &M e W HERR S 4 D & TOREfE : Phase 2a Part (ITT #£[H)
S-217622 S-217622 Placebo
125 mg 250 mg
N=16 N=14 N=17
Number of events 13 (81.3) 11 (78.6) 13 (76.5)
Number of censored 2 (12.5) 2 (14.3) 4(23.5)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

Up to 21 days

Restricted Mean Survival Time (RMST)
[95% CI]

Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]
- p-value

Stratified Peto-Prentice's generalized
Wilcoxon test vs. placebo [b]
- p-value

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI]
- p-value

158.9[107.4, 310.1]
-119.9[-191.9, 138.5]
113.3,328.8
88.7,495.4 +

231.2[159.7, 302.7]

-3.8[-108.5, 100.9]

0.7649

0.9051

0.9[0.4,2.0]
0.7969

158.3 [94.0, 496.4]
-120.5 [-192.4, 315.0]
111.6,496.4
58.2,501.4

240.8 [128.4, 353.2]

5.8 [-130.1, 141.8]

0.5719

0.9227

0.80.3, 1.9]
0.5453

278.8 [86.6, 350.7]

86.6, 350.7
17.7,480.1

235.0 [158.4,311.5]

CI = Confidence Interval; Min = Minimum; Max = Maximum

[a] +: Max includes censored data.

[b] Adjusted by the following strata (condition of participant [Mild/Moderate or Asymptomatic])
HH8l : 5.3.5.1-01 _T1221 CSR (Phase 2a Part) Table 14.2.12.1.3

2.5.4.1-6 RT-PCR [&MEA AN HER S 5 £ TORER] O Kaplan-Meier #i## : Phase 2a
Part (ITT £[H)
100 |
[—
¢ ___ll._ ..... beee
s r
&
2
c
£
&
z
g
&
& | Censor
&
------- S-217622 125mg
—-217622 250mg
— = Placebo

120 1

T T T T

384 4

0 24 48 72 96 44 168 192 216 240 264 288 312 336 360
Hours
5-217622 125mg 15 15 15 15 13 11 10 7 6 6 6 6 6 4 3 2 2
5-217622 250mg 13 13 13 11 10 7 6 3 3 3 3 3 3 3 3 3 3
Placebo 17 16 14 13 11 10 10 8 6 6 6 6 5 3 3 2 2

HH8l : 5.3.5.1-01_T1221 CSR (Phase 2a Part)_Figure 14.2.12.1.3
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< RN >

Phase 2a Part & Phase 2b Part C#72 2 JHIliE#%EI C RT-PCR & & 3 L 72728, EM: RT-PCR
EOHERMEN R 7. 22T, FHEMHTE LT, Phase2bPart O iE & RT-PCR £ THIE S 41
727 A LA RNA BEORHIRA TH % 2.27 logio (copies/mL) ZH:AEL LT, A /LA RNA &7
BN BRI 2 72 5 F T ORI OffT 2 SEhE L 7-.

Phase 2b Part D#ESE/HZESED SARS-CoV-2 &Y (ITT1 4£H) 128175 U A /LA RNA &N
AN IR AR 72 D F TORE K& U O Kaplan-Meier %, TN 2.54.1-23 &
X 2.5.4.1-7 12-7.

7 A LA RNA BN ERONIHRHBR AN/ 5 £ TOREMIE, Rl (741 /LA RNA &3
PNTHIR BRI AR 72 o 72 9B DOEIB DY 50% & 72 % £ TOREM) 95%F X ) & LT
375/125 mg &f 262.4 B[ (192.4, 310.4), 750/250 mg &f 267.7 K5 (211.7, 309.3), 77 & HREE
310.4 FE[E] (304.6, 339.0) T -o7=. 7 A /LA RNA BNHEANHHRARIGIC 72 5 £ TORFME
X772 ARRE L Bl L C 375/125 mg BECHEIZAE L, 750250 mg BETIIAEZENRD b/
otz b OO (JER log-rank fRE TEILEI p=0.0083, p=0.0919), FHRfEL L TENZIL 48
REfE] (2 H) KON 43 RERHELHE L 7=

# 2.54.1-23 SARS-CoV-2 D7 A /L A RNA B FANARHFRAARNGS 72 5 TORE]
Phase 2b Part (ITT1 ££1)
S-217622 S-217622 Placebo
125 mg 250 mg

N=114 N=116 N=111
N 111 113 108
Number of events 104 (93.7) 94 (83.2) 95 (88.0)
Number of censored 7 (6.3) 19 (16.8) 13 (12.0)
Kaplan-Meier estimator (hours)
Median [95% CI] 262.4[192.4,3104] 267.7[211.7,309.3] 310.4 [304.6,339.0]
Difference in median vs. placebo [95% CI] -48.0 [-138.4, 2.1] -42.7[-112.0, 1.0] ---
25th percentile, 75th percentile 164.0, 351.5 163.7,405.5 259.3,446.2
Min, Max [a] 64.8,547.2 17.1,552.7 + 84.9,551.9

Up to 21 days
Restricted Mean Survival Time (RMST) [95% CI] 268.6 [243.4,293.8] 282.6[256.2,309.1] 326.0 [302.7, 349.4]
Difference in RMST vs. placebo [95% CI] -57.5[-91.8,-23.1] -43.4[-78.7, -8.1] ---

Stratified log-rank test vs. placebo [b]
- p-value 0.0083 0.0919 ---

Stratified Peto-Prentice's generalized Wilcoxon test
vs. placebo [b]

- p-value 0.0009 0.0108 -

Stratified Cox proportional hazard model [b]

Hazard ratio [95% CI] 1.4[1.1,1.9] 1.310.9, 1.7] -

- p-value 0.0168 0.1136 -—-

CI = Confidence Interval; LLODgs = lowest amount of virus that could be detected with a positivity rate greater than 95% by
probit analysis; Min = Minimum; Max = Maximum
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LLODgs for viral RNA is 2.27 logio (copies/mL).
[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])
2.5.4.1-7 SARS-CoV-2 D7 A /LA RNA & NI HBRR AN IZ 72 5 £ TORFE O

Kaplan-Meier [i## : Phase 2b Part (ITT1 ££[H])

| Censor

mmmmma: §52]17622 125mg
—5-217622 250mg

m— - Placebo

16 14 12 8 2 0

§
-t 100+
E
2 80 4
Q
E
60
2 50
= e T T L LT T
5 40
I}
5
E’:
3 20
g
&
0_\ T T T T T T T T T T T T T T T T T T T T T T T
0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360 384 408 432 456 480 504 528 552
Hours
S-217622 125mg 111 111 111 102 99 93 89 79 65 58 58 54 50 42 27 22 21 18
S-217622 250mg 113 112 111 109 104 90 83 75 65 59 59 52 47 40 33 27 27 24
Placebo 108 108 108 108 107 102 99 88 82 78 78 69 65 49 44 34 32 28

2.54.1.3.3.6 COVID-19 SR A [EITE T 5 F THHFRE
< Phase 2b Part>

21 16 9 4 2 1
24 17 13 10 3 0

Phase 2b Part D#JE/HFAE D SARS-CoV-2 iYL (ITT1 %) 12817 5 COVID-19 FEtk A3 [A]
89 5 F TORH &2 @ Kaplan-Meier Bt %, EALZ3K 2.54.1-24 LUK 2.54.1-8 IZ7R 7.

HRE/FH5EE D SARS-CoV-2 YA 1281 5 COVID-19 SFER 3 BIE T 25 & TORFRIE, F ol
(COVID-19 JEIRMNEIE L= W E DEIAD 50% & 72D F TOREM) (95%E5HEX ) & LT,
375/125 mg & 28.0 (21.5, 36.6) WEfH], 750/250 mg #f 27.8 (24.6, 40.0) KffH, 7" 7 & AR EE 36.6 (28.0,

40.8) KffHI CThH o 7-.

COVID-19 fEMR 23 EE 925 £ CTOREMIX, 77 B AREE kbl L C 375/125 mg BE )% 10V 750/250 mg
HCTAEETRO LN 2T2b DD, HRAEE LTH 9 KR OREMEN 2 b7,

7 2.54.1-24 COVID-19 SEAR 23 AIE 32 F TORER] : Phase 2b Part (ITT1 $£[H)
S-217622 S-217622 Placebo
125 mg 250 mg
N=114 N=116 N=111
N 110 113 108
Number of events 109 (99.1) 110 (97.3) 107 (99.1)
Number of censored 1(0.9) 3(2.7) 1(0.9)
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S-217622
125 mg
N=114

S-217622
250 mg
N=116

Placebo

N=111

Kaplan-Meier estimator (hours)

Median [95% CI] 28.0[21.5, 36.6]

Difference in median vs. placebo [95% CI] -8.6 [-16.9, 5.0]
25th percentile, 75th percentile 14.7,59.7
Min, Max [a] 0.2,442.0

Up to 21 days
Restricted Mean Survival Time (RMST) [95% CI]
Difference in RMST vs. placebo [95% CI]

47.3[35.7,58.9]
-1.7[-18.4, 14.9]

Stratified log-rank test vs. placebo [b]

- p-value 0.7956
Stratified Peto-Prentice's generalized Wilcoxon test

vs. placebo [b]

- p-value 0.5070
Stratified Cox proportional hazard model [b]

- Hazard ratio [95% CI] 1.0 [0.8, 1.4]
- p-value 0.8233

27.8 [24.6, 40.0]
-8.7[-15.3,10.3]
15.8, 66.1
0.2, 240.2

46.6 [37.9, 55.4]
2.41[-17.2,12.3]

0.9331

0.8432

1.0[0.8, 1.3]
0.9651

36.6 [28.0, 40.8]

14.0, 63.2
0.5,471.0 +

49.1[37.2, 61.0]

CI = Confidence Interval; Min = Minimum; Max = Maximum

COVID-19 symptoms were 12 symptoms (low energy or tiredness, muscle or body aches, headache, chills or shivering,
feeling hot or feverish, stuffy or runny nose, sore throat, cough, shortness of breath [difficulty breathing], nausea, vomiting,

and diarrhea)
[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])
Hi#t : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.23.1.1

2.54.1-8
(ITT1 £ERH)
S 100
z
!
E
& 80 -
2
8
2
O 60
3
g 50
5
5 40
&
e
e
g 20
=
[#]
&
&
0_

COVID-19 JEAR 23 A11E 9% F TOREE ¢ Kaplan-Meier Hif# : Phase 2b Part

| Censor

=+ S8-217622 125mg

—5-217622 250mg

— P |acebo

T T T T T T T T T T T T T

0 24 48 72 96

Hours

S$-217622 125mg 110 63 35 20 11 7 6 5 3 3 3 1 1
S-217622 250mg 113 70 40 23 14 8 4 3 2 1 1 0 0
Placebo 108 69 41 23 14 6 3 3 2 2 2 2 2

Hidl : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Figure 14.2.23.1.1
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< Phase 2a Part >

Phase 2a Part DIRIE/F14IE D SARS-CoV-2 iYL (ITT 4£[H) 1281 5 COVID-19 SEtk 23 [El1E
T 5 F TOREE K % D Kaplan-Meier #ift %, E KR 2.54.1-25 LUK 2.54.1-9 ITR7.

EE/FHEEE D SARS-CoV-2 JE&YH 1281 5 COVID-19 SER N MIE T 25 & TORFRIE, Fofi
(COVID-19 JERMNEIE L= #ERE OEIE D 50% & 72 5 F TOREM) (95%(5H#EKH) & LT,
375/125 mg #f 40.6 (12.2, 76.5) W], 750/250 mg #f 55.2 (10.3, 109.2) BK§f#], 77 &REE 36.7
0.1, 190.7) Bffii TH > 7=. COVID-19 JERNAEIE T 5 F TORMILT 7 B R RE L g L C
375/125 mg #f, 750/250 mg BFEDOWT N ORET b FfEgI LA b/ nr > 72, COVID-19 Sk A3 a1
T % £ TOREMO P REIIHE CTRIEZE TH - b0, A OB OEKIEETH S 21 H
FTEERE T2 RMST 1377 B ARRE L il L C 375/125 mg B CRIME S AL D EM B S 7.

# 2.54.1-25 COVID-19 JEAR A8 5 £ TORER : Phase 2a Part (ITT #£[)
S-217622 S-217622 Placebo
125 mg 250 mg
N=14 N=12 N=14
Number of events 12 (85.7) 10 (83.3) 9 (64.3)
Number of censored 0(0.0) 0(0.0) 2(14.3)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

40.6 [12.2, 76.5]
3.9[-168.0, 47.9]
20.0,72.9
11.8,165.9

Up to 21 days
Restricted Mean Survival Time (RMST) [95% CI]
Difference in RMST vs. placebo [95% CI]

57.9[27.2, 88.7]
-23.0[-92.3, 46.3]

Stratified log-rank test vs. placebo [b]
- p-value 0.8291

Stratified Peto-Prentice's generalized Wilcoxon test
vs. placebo [b]
- p-value 0.6188

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI] 1.0 [0.4,2.6]
- p-value 0.9861

55.2[10.3,109.2]

18.5 [-162.6, 97.7]
19.7, 109.2
10.3,241.3

81.6 [34.2, 129.0]
0.7[-77.5, 78.8]

0.4878

0.3462

0.80.3,2.2]
0.5986

36.7[0.1, 190.7]

1.0, 190.7
0.1, 240.0

80.9[18.8, 143.0]

CI = Confidence Interval; Min = Minimum; Max = Maximum
[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])
Hill 1 5.3.5.1-01_T1221 CSR (Phase 2a Part)_Table 14.2.23.1
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2.5.4.1-9 COVID-19 JEAR 23R 3 % F TORE O Kaplan-Meier HifR : Phase 2a Part (ITT
££H)

100+ . l

| Censor

------- S-217622 125mg
—— 5217622 250mg
e wem Placebo

T T T T T T T T T T T T T T T T T T T T T T T
0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360 384 408 432 456 480 504 528

Hours

Proportion of improvement of COVID-19 symptoms (%)

5-217622 126mg 12 8 5 3 2 2 2 o0 O O O O O O O O O O O O 0 0 O
5-217622250mg 10 7 6 4 3 2 2 2 1 1 1 O O O O O O O O O O 0 O
Placebo 11 6 3 3 3 2 2 2 1 1 1 o0 O O O O O O O O O O O

Higl : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Figure 14.2.23.1

2.54.1.3.3.7 COVID-19 D 12 FER AR AT DR—RS A4 UHhLDELE
< Phase 2b Part >

Phase 2b Part (DRRSE/ 1 ESE D SARS-CoV-2 JEYLE (ITT1 4£MH]) TORRER (&5 12, 24, 36,
48, 72, 96, 120 KFfI#4) (2811 D COVID-19 @ 12 JEIRAFH AT DR_R—2 T A L )vB DAL
BAEF 254126 187

R IE/HHEE D SARS-CoV-2 JEYLE 12 81T D COVID-19 @ 12 SERAFHA AT DR—2F A
D DOEALEDFEMHE (SD) 1X, #4512 FEfH% T 375/125 mg Bf-3.4 (3.9), 750/250 mg #—2.6
(3.2), 77 B ARHE-2.6(3.3) (LA TRIE) THY, #4524 FFfi#% T-4.5(4.1), —3.8(3.8), —3.5(3.5),
o5 48 If#]1% T-6.0 (4.8), —5.7 (4.3), —4.7 (3.6), 5 72 IKff#1% T-6.7 (4.3), —6.8 (4.2), —5.9
(3.8), #4596 FEfiitk T-7.4(4.4), —7.5(4.2), —6.5(3.9), #% 45 120 Kfff]#% CT-8.3(4.7), —7.9(4.1),
72 (3.9) THoT-. FiMil ST, 375/125 mg BEM Y 750/250 mg BEOWFHIZBWTH 7T
BAREE L B L CHEZETRD bR - 72, COVID-19 D 12 JERAFEA 2 7 O 21
BOHEMIT, 772 AREEL ik LT 375/125 mg BTl 12 FERLARE T, 750/250 mg #EC
I35 48 W AR CEUEMIIC R Z Mo 72,

COVID-19 JERDE Y T EFH AT OR—=R2F A U InbOELED H b, FEREHER (FKk X
FESEY, MROFHA, B, B [FERREE) Tk, 375/125 mg BECTH G 24 FERE%R LY
750/250 mg Bt CTH G- 12 R ICB W T T 7R E ORI THEREED R A LN (£
Zip=0.0146, p=0.0151). EREEHKIER BAXITROED, MDA, %, BEFIT, o
IE S SUTFEEN) TiE, 375/125 mg BEL TN 750/250 mg BEDORE TR G- 48 FEfICB W C 77 &R
L ORICHEBRUGEDRYNICHA LT (FNZT p=0.0236, p=0.0069). SMEER (MEDTR
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Fry W%, BASIX I UFFEEN) TIE, 375/125 mg BETH G- 60 FEET, 750/250 mg & CH5- 36 Ff
MBICBWT T 78RO THEREENKAICHA LT (ZHLEI p=0.0497,
p=0.0347). —F, &HER FTABRE DEITRE], R XIIEOR A, 5EE, EERTT, o
IE S THEY) ROTHLEHER (&4, RH:, TF#) Tk, 375/125 mg B & O 750/250 mg &
DNTHIZEBNT Y, 77 BARME L TREZRIERZA 27 DR TIXA LN RN T
(2.7.3.6 THS ).

COVID-19 @ 12 JERLSFTIE, RREED A AT D=2 T A b DELEIZONT,
375/125 mg BETIIHR G- 12 BEH LA R TORE AT 7 B RBE L W L CTHRZENRED biL (K
p fEIE 0.0295), 750/250 mg B TiI#e G- 24 RefHILARE, &5 72 FEfIZ 2 FR< R TORR T Ik
REE L LB L THEZENRD DALz (K p fEiX 0.0498). 72, WREFEORA T DX—2F
A D DEALEIZOWT, 375/125 mg BETIEHR G- 48, 72, 96 it T 7 B ARRE & bl L T
BEAENRD BN (K p % 0.0143), 750/250 mg B T35 72, 120 % 7 7 RREL
B L CHBEZENRD b (kK p fEIE 0.0403). 375/125 mg RETIX T 7 v ARREL i L C,
BE5- 120 IEfE 1% £ CORMBFR7RIER A 27 O T3 R S 7z (2.7.3.6 THZ ).

I DI, FHRMHTE UCHER L, MEREER (RKXITRSED, BOFAR, %, Bl
[0l R ) ICBA S I E S NIZ BB ZMA T2 5 ERDOR—=ZF A 2 inb OELEIZHONT,
375/125 mg BECH G- 24, 48, 120 FEE%IZ, 750/250 mg BETHEG- 12, 48, 72, 96, 120 K%
WZBWT, 78R ORI THEREENA LN (FNERK p EIE 0.0447, 0.0391)
(2.7.3.6 THS ).

# 2.54.1-26 HHERICE T 5 COVID-19 O 12 JERGFHA T DRX—=AT A b DR
# : Phase 2b Part (ITT1 ££[)
S-217622 S-217622 Placebo
Time Point Statistics 125 mg 250 mg
N=114 N=116 N=111
Baseline n 110 113 110
Mean 9.9 9.3 8.6
SD 5.0 4.5 3.8
Min 2 2 2
Median 9.0 9.0 8.0
Max 29 24 19
12 hours post-dose n 97 96 93
Mean -3.4 -2.6 -2.6
SD 3.9 32 33
Min -15 -16 -14
Median -3.0 -2.0 -2.0
Max 5 3 4
LS mean (SE) by ANCOVA [a] -3.04 (0.36) -2.49 (0.35) -2.72 (0.36)
Difference in LS means vs. Placebo (SE) -0.32 (0.44) 0.23 (0.43) -
95% CI for difference -1.18, 0.53 -0.63, 1.08 -—-
p-value 0.4576 0.6014 -
24 hours post-dose n 102 108 106
Mean -4.5 -3.8 -3.5
SD 4.1 3.8 3.5
Min -20 -17 -13
Median -4.0 -3.5 -4.0
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S-217622 S-217622 Placebo
Time Point Statistics 125 mg 250 mg
N=114 N=116 N=111

Max 6 4 5
LS mean (SE) by ANCOVA [a] -3.98 (0.34) -3.51(0.33) -3.68 (0.34)
Difference in LS means vs. Placebo (SE) -0.29 (0.42) 0.17 (0.41) -
95% CI for difference -1.12,0.53 -0.64, 0.98 -
p-value 0.4887 0.6801 -

36 hours post-dose n 93 96 97
Mean -5.4 -4.7 -4.5
SD 4.7 3.9 3.5
Min -23 -20 -14
Median -5.0 -5.0 -4.0
Max 6 4 3
LS mean (SE) by ANCOVA [a] -4.83 (0.36) -4.50 (0.34) -4.55(0.35)
Difference in LS means vs. Placebo (SE) -0.28 (0.44) 0.04 (0.43) ---
95% CI for difference -1.15, 0.58 -0.81, 0.90 -
p-value 0.5214 0.9208 -

48 hours post-dose n 106 105 102
Mean -6.0 -5.7 -4.7
SD 4.8 43 3.6
Min -27 -20 -17
Median -5.0 -5.0 -4.0
Max 5 6 3
LS mean (SE) by ANCOVA [a] -5.45(0.32) -5.39(0.31) -5.07 (0.33)
Difference in LS means vs. Placebo (SE) -0.38 (0.40) -0.32 (0.40) ---
95% CI for difference -1.16, 0.40 -1.10, 0.46 -
p-value 0.3394 0.4208 -

72 hours post-dose n 105 100 104
Mean -6.7 -6.8 -5.9
SD 43 4.2 3.8
Min 221 -23 -17
Median -6.0 -6.0 -5.0
Max 3 5 4
LS mean (SE) by ANCOVA [a] -5.94 (0.28) -6.16 (0.28) -5.93 (0.28)
Difference in LS means vs. Placebo (SE) -0.01 (0.35) -0.24 (0.35) -
95% CI for difference -0.70, 0.67 -0.93, 0.45 -
p-value 0.9673 0.4987 -

96 hours post-dose n 102 99 101
Mean -7.4 -7.5 -6.5
SD 4.4 4.2 3.9
Min -25 221 -17
Median -7.0 -7.0 -6.0
Max 4 1 2
LS mean (SE) by ANCOVA [a] -6.76 (0.26) -7.08 (0.27) -6.64 (0.27)
Difference in LS means vs. Placebo (SE) -0.12 (0.32) -0.44 (0.33) -
95% CI for difference -0.75,0.52 -1.08,0.21 -
p-value 0.7222 0.1829 -

120 hours post-dose n 93 96 95
Mean -8.3 -7.9 -7.2
SD 4.7 4.1 3.9
Min -27 -20 -18
Median -7.0 -7.0 -7.0
Max 0 0 1
LS mean (SE) by ANCOVA [a] -7.78 (0.24) -7.62 (0.24) -7.43 (0.24)
Difference in LS means vs. Placebo (SE) -0.35(0.30) -0.18 (0.30) -
95% CI for difference -0.94, 0.24 -0.77, 0.40 -—-
p-value 0.2445 0.5380 -

[a] Covariate: Baseline values of each parameter, time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2
vaccination history [Yes or No]
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ANCOVA = Analysis of Covariance, SD = Standard Deviation; Min = Minimum; Max = Maximum, LS = Least Squares, CI =

Confidence Interval

Hilt : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.27.1.1, Table 14.2.27.1.2

< Phase 2a Part>

Phase 2a Part DSE/FHENE D SARS-CoV-2 &Y (ITT 4[H) TO&AR R (&5 12, 24, 36,
48, 72, 96, 120 B§E#%) (28T 5 COVID-19 D 12 JERAFF AT DR—RA T A )i DAL
AR 254127 187

PRI/ T EIE K D SARS-CoV-2 JEYEE 12 81F 5 COVID-19 @ 12 SERAF AT D_R—2F A
YD OZELEDONEIE (SD) 1X, #4512 KEfHl# T 375/125 mg #£-4.4 (4.3), 750/250 mg #-2.6
(3.4), 77 BAREE2.1(1.6) (LA FFNE) Th v, #4524 KFE# T-4.8 (3.8), —4.2(3.5), —1.6(1.8),
e 5 48 Wil #% T-5.8 (5.6), —4.1 (4.1), —2.9 (2.1), #&5 72 BEE#% T-7.3 (5.7), —5.2 (3.7), —2.8
(3.5), #1596 Hif1% T-8.2(6.3), —5.7(4.4), —3.2(3.1), $t5 120 H§fil#% T-8.4(5.9), —6.9(4.0),
—42(1.9) Thol=. 5 12FFEENDL, 77 2REEE il LT 375/125 mg BE M Y 750/250 mg
BEOMRET, COVID-19 @ 12 JEREGFEA a7 MEF L7z,

# 254127 FRFRICEIT D COVID-19 D 12 FEREFHA 2T D= T A 56 DOZHL
# : Phase 2a Part (ITT 4£[)
Time Point Response Type Statistics S-217622 Placebo
125 mg 250 mg
N=14 N=12 N=14

Baseline Observed Value n 13 12 14
Mean (SD) 10.2 (5.7) 8.8 (4.3) 7.3 (3.6)
Min 4 3 1
Median 8.0 9.0 7.0
Max 21 18 15

12 hours post-dose  Observed Value n 12 12 14
Mean (SD) 6.2 (4.9) 6.2(3.4) 52@3.5)
Min 1 3 0
Median 4.5 5.0 4.0
Max 19 15 12
p-value by van Elteren test [a] 0.3119 0.1115 -

Change from Baseline n 12 12 14

Mean (SD) -4.4 (4.3) -2.6 (3.4) -2.1(1.6)
Min -13 -11 -5
Median -3.0 -2.0 -1.5
Max 2 2 0
p-value by van Elteren test [a] 0.2462 0.7017 -

24 hours post-dose  Observed Value n 12 12 14
Mean (SD) 4.8(3.9) 4.6(3.2) 5.6 (4.3)
Min 1 0 0
Median 3.0 4.0 5.0
Max 12 11 16
p-value by van Elteren test [a] 0.9535 0.4515 -

Change from Baseline n 12 12 14

Mean (SD) -4.8 (3.8) -4.2 (3.5) -1.6 (1.8)
Min -13 -12 -5
Median -4.0 -3.5 -1.0
Max -1 0 1
p-value by van Elteren test [a] 0.0274 0.0735 -
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Time Point Response Type Statistics S-217622 Placebo
125 mg 250 mg
N=14 N=12 N=14
36 hours post-dose  Observed Value n 12 12 11
Mean (SD) 4.5(2.6) 4.2 (2.8) 4.1 (4.0)
Min 0 1 1
Median 4.5 35 2.0
Max 10 9 15
p-value by van Elteren test [a] 0.1691 0.8071 -
Change from Baseline n 12 12 11
Mean (SD) -6.1 (4.4) -4.6 (4.0) -2.9(2.1)
Min -16 -13 -6
Median -5.0 -5.0 -3.0
Max -1 3 0
p-value by van Elteren test [a] 0.3465 0.4730 ---
48 hours post-dose  Observed Value n 12 12 14
Mean (SD) 3.8(3.0) 4.73.2) 4.4 (4.3)
Min 0 0 0
Median 3.0 4.5 2.5
Max 10 10 13
p-value by van Elteren test [a] 0.4085 0.2757 -
Change from Baseline n 12 12 14
Mean (SD) -5.8(5.6) -4.1(4.1) -2.9(2.1)
Min -21 -13 -7
Median -4.0 -4.5 -2.5
Max 0 4 1
p-value by van Elteren test [a] 0.3316 0.5435 -
72 hours post-dose  Observed Value n 13 12 13
Mean (SD) 2.8(2.2) 3.6(3.3) 4.5(6.1)
Min 0 1 0
Median 3.0 2.5 2.0
Max 7 11 18
p-value by van Elteren test [a] 0.4114 0.4727 -
Change from Baseline n 13 12 13
Mean (SD) -1.3(5.7) -5.2(3.7) -2.8(3.5)
Min -20 -14 -6
Median -6.0 -5.0 -4.0
Max -1 0 5
p-value by van Elteren test [a] 0.4092 0.3809 -
96 hours post-dose  Observed Value n 12 12 14
Mean (SD) 2.3(2.5) 3.1(4.3) 4.1(5.3)
Min 0 0 0
Median 1.0 1.5 2.0
Max 7 13 18
p-value by van Elteren test [a] 0.9582 0.1146 -
Change from Baseline n 12 12 14
Mean (SD) -8.2 (6.3) -5.7(4.4) -3.2(3.1)
Min 221 -15 -6
Median -7.0 -6.0 -4.0
Max 0 0 6
p-value by van Elteren test [a] 0.3344 0.2414 -
120 hours post-dose Observed Value n 13 12 13
Mean (SD) 1.8 (2.0) 1.8(2.2) 2.7(2.8)
Min 0 0 0
Median 1.0 1.0 2.0
Max 6 7 11
p-value by van Elteren test [a] 0.5683 0.1619 -
Change from Baseline n 13 12 13
Mean (SD) -8.4(5.9) -6.9 (4.0) -4.2(1.9)
Min -21 -15 -8
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Time Point Response Type Statistics S-217622 Placebo
125 mg 250 mg
N=14 N=12 N=14
Median -8.0 -7.0 -4.0
Max -1 0 -1
p-value by van Elteren test [a] 0.3019 0.0484 ---

SD = Standard Deviation; Min = Minimum; Max = Maximum

[a] van Elteren test vs. placebo, each adjusted for the following stratification (time from onset to registration [<72 hours or >72

hours], SARS-CoV-2 vaccination history [Yes or No])
Hi# : 5.3.5.1-01 _T1221 CSR (Phase 2a Part) Table 14.2.27.1

2.54.1.3.3.8
< Phase 2b Part >

COVID-19 SERAEE L = HERE DEI &

Phase 2b Part D#IE/HZE D SARS-CoV-2 J&YeE (ITT1 4£H) TORRER (35 12, 24, 36,

48, 72, 96, 120 KFf#%) (2
7.

BT 5 COVID-19 SERNEIE U= 0BE &3 2.54.1-28 |TR

#% 2.54.1-28 KBRS

COVID-19 JEIRAEIE L 7T oBIA 1%, &5 12 FE# % T 375/125 mg #f 38.3% (36/94),
750/250 mg Bf 36.3% (33/91 f5l), 7T B REE 36.0% (32/89 H) (LA FIRINE) TH YV, #5524 B4
T 48.0% (47/98 51), 59.8% (61/102 i), 57.4% (58/101 f5l), %15 48 HE[#4 T 71.6% (73/102 fi)),
77.8% (77/99 Bi), 79.4% (77/97 f5l), &5 72 ¥4 T 84.2% (85/101 f31l), 83.2% (79/95 #il), 83.8%
(83/99 fil), #1596 IEfEI# T 90.8% (89/98 fil), 88.3% (83/94 f5ll), 86.6% (84/97 i) T -7z,
375/125 mg BE R O 7501250 mg REDO WP HUCE W TS, 77 B ARBEL Eille LT, WRE/ MBI
Loz,

F72, COVID-19 @ 12 fER LIS TIE, SRR K OWLR R E & 5E A6 TRUME L7z, 45F
M5 12, 24, 36, 48, 72, 96, 120 E#F”ﬁ %) 1R MR B IR R 2 AT AR
DENEEF 2.54.1-29 [T T.

R B SRR B & T DR OEIAIE, 5 12 FE#4 T 375/125 mg £ 19.0% (19/100),
750/250 mg ¥ 13.3% (13/98 f5), 7° 7 B REE 17.0% (16/94 %) (LLFREINA) TH Y, #7524 K5
T 22.9% (24/105 1), 19.1% (21/110 f31]), 21.7% (23/106 f51]), $%5- 48 FHEfiIt4% T 20.4% (22/108 4),
18.7% (20/107 51y, 22.3% (23/103 f31]), $¢5- 72 BefEIt4 T 18.5% (20/108 H1), 18.6% (19/102 ),
23.8% (25/105 ), #4596 B T 16.2% (17/105 ), 15.8% (16/101 ), 25.5% (26/102 i) T
b o7c. 375/125 mg BETIIBE G- 48 % L%, 750/250 mg #E ClXW T ORRIZE N TS, 7
TEAREELVIEI-T.

BT % COVID-19 JERANEE U 7= gkBr# DEIA « Phase 2b Part (ITT1

)
S-217622 S-217622 Placebo
Time Point 125 mg 250 mg
N=114 N=116 N=111
12 hours post-dose  Proportion of participants 38.3% (36/94) 36.3% (33/91) 36.0% (32/89)
Mantel-Haenszel test vs. placebo [a]
- p-value 0.8188 0.9767 ---

Risk ratio [95% CI] [a] 1.05[0.71, 1.54] 1.01 [0.68, 1.48]
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S-217622 S-217622 Placebo
Time Point 125 mg 250 mg
N=114 N=116 N=111
Risk diff [95% CI] [a] 0.02 [-0.12, 0.16] 0.00 [-0.14, 0.14] ---
24 hours post-dose  Proportion of participants 48.0% (47/98) 59.8% (61/102) 57.4% (58/101)
Mantel-Haenszel test vs. placebo [a]
- p-value 0.1759 0.7336 -—-
Risk ratio [95% CI] [a] 0.83[0.64, 1.09] 1.04 [0.83, 1.31] ---
Risk diff [95% CI] [a] -0.10[-0.24,0.04]  0.02[-0.11,0.16] ---
36 hours post-dose  Proportion of participants 65.9% (60/91) 73.3% (66/90) 70.7% (65/92)
Mantel-Haenszel test vs. placebo [a]
- p-value 0.4566 0.7176 -—-
Risk ratio [95% CI] [a] 0.93 [0.76, 1.13] 1.03 [0.86, 1.24] ---
Risk diff [95% CI] [a] -0.05[-0.19,0.08]  0.02[-0.11,0.15] ---
48 hours post-dose  Proportion of participants 71.6% (73/102) 77.8% (77/99) 79.4% (77/97)

72 hours post-dose

96 hours post-dose

120 hours post-dose

Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

0.2002

0.90 [0.77, 1.06]
-0.08 [-0.20, 0.04]

84.2% (85/101)
0.9956

1.00 [0.89, 1.13]
0.00 [-0.10, 0.10]

90.8% (89/98)
0.4295

1.04[0.94, 1.15]
0.04 [-0.05, 0.12]

93.3% (84/90)
0.4999

0.98 [0.91, 1.05]
-0.02 [-0.09, 0.04]

0.7750

0.98 [0.85, 1.13]
-0.02 [-0.13, 0.10]

83.2% (79/95)
0.8893

0.99 [0.88, 1.12]
-0.01 [-0.11, 0.10]

88.3% (83/94)
0.7028

1.02[0.92, 1.13]
0.02 [-0.07, 0.11]

92.3% (84/91)
0.3461

0.97[0.90, 1.04]
-0.03 [-0.10, 0.04]

CI = Confidence Interval
[a] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])

(it : 5.3.5.1-01_T1221 CSR (Phase 2b Part)_Table 14.2.28.1.1
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#* 2.54.1-29 FHIF RIS 2 WA R ST 5 2 A 5 58RE OFIE « Phase 2b Part
(TT1 £E[H])
S-217622 S-217622 Placebo
Time Point 125 mg 250 mg
N=114 N=116 N=111
12 hours post-dose Proportion of participants 19.0% (19/100) 13.3% (13/98) 17.0% (16/94)
Mantel-Haenszel test vs. placebo [a]
- p-value 0.8405 0.4393 -—-

24 hours post-dose

36 hours post-dose

48 hours post-dose

72 hours post-dose

96 hours post-dose

120 hours post-dose

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

1.06 [0.59, 1.92]
0.01 [-0.09, 0.12]

22.9% (24/105)
0.8343

1.06 [0.64, 1.75]
0.01 [-0.10, 0.12]

21.9% (21/96)
0.5650

1.18 [0.67, 2.06]
0.03 [-0.08, 0.14]

20.4% (22/108)
0.7243

0.91[0.54, 1.53]
-0.02 [-0.13, 0.09]

18.5% (20/108)
0.3158

0.77 [0.46, 1.29]
-0.06 [-0.16, 0.05]

16.2% (17/105)
0.0780

0.62 [0.36, 1.06]
-0.10 [-0.21, 0.01]

17.7% (17/96)
0.2249

0.71[0.41, 1.23]
-0.07 [-0.19, 0.04]

0.77 [0.40, 1.49]
-0.04 [-0.14, 0.06]

19.1% (21/110)
0.6328

0.88 [0.52, 1.48]
-0.03 [-0.13, 0.08]

16.3% (16/98)
0.7151

0.89 [0.48, 1.66]
-0.02 [-0.12, 0.09]

18.7% (20/107)
0.5056

0.84[0.49, 1.41]
-0.04 [-0.14, 0.07]

18.6% (19/102)
0.3317

0.77[0.45, 1.31]
-0.06 [-0.17, 0.05]

15.8% (16/101)
0.0923

0.63 [0.36, 1.09]
-0.10 [-0.21, 0.01]

10.2% (10/98)
0.0076

0.41[0.21,0.81]

-0.15 [-0.25, -0.04]

CI = Confidence Interval
[a] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])

Hill 1 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.29.1.1
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< Phase 2a Part >

Phase 2a Part DESE/FFENE D SARS-CoV-2 [&HLE (ITT %) TOAR R (&5 12, 24, 36,
48, 72, 96, 120 IEfEf%) 123517 5 COVID-19 SEIRA[FIE L 7= 9 8E OEFIE 23K 2.5.4.1-30 [T
7.

COVID-19 JEIRANEE U7 oFIE1E, #4512 FFfE# T 375/125 mg #f 25.0% (3/12),
750/250 mg &f 27.3% (3/11 f5ll), 7" 7 & REE 54.5% (6/11 By (UL FRINE) TH Y, 5 24 Bifijg T
45.5% (5/11 ), 45.5% (5/11 ), 54.5% (6/11 f5l]), &5 48 KEfET T 72.7% (8/11 i), 54.5% (6/11
1), 63.6% (7/11 f31l), 5 72 B4 T 83.3% (10/12 ), 63.6% (7/11 i), 60.0% (6/10 ), #15-
96 R[4 T 81.8% (9/11 f51l), 72.7% (8/11 f5il), 63.6% (7/11 Yy T ~7=. $&5 72 FEfiIte 0, 7
7B AREE L L L C 375/125 mg BEC, COVID-19 JEIRASAIE U 7= 9B OIS A3 v ME 6] A3 7

S

#* 2.5.4.1-30 K RUZI1T D COVID-19 FEMR N RIIE L 7= #BhE OEIS : Phase 2a Part (ITT
L)
Time Point S-217622 S-217622 Placebo
125 mg 250 mg
N=14 N=12 N=14
12 hours post-dose  Proportion of participants 25.0% (3/12) 27.3% (3/11) 54.5% (6/11)
Mantel-Haenszel test vs. placebo [a]
- p-value 0.0528 0.1263 -

24 hours post-dose

36 hours post-dose

48 hours post-dose

72 hours post-dose

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

Proportion of participants
Mantel-Haenszel test vs. placebo [a]
- p-value

0.38[0.14, 1.03]
-0.38 [-0.70, -0.06]

45.5% (5/11)
0.2593

0.65[0.32, 1.32]
-0.24 [-0.60, 0.13]

50.0% (6/12)
0.1851

0.67[0.38, 1.16]
-0.27 [-0.60, 0.07]

72.7% (8/11)
0.8978

0.97 [0.59, 1.58]
-0.03 [-0.43, 0.38]

83.3% (10/12)

0.3902
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0.48[0.18, 1.33]

-0.31 [-0.70, 0.08]

45.5% (5/11)
0.5164

0.79[0.38, 1.61]

-0.13 [-0.51, 0.25]

54.5% (6/11)
0.1700

0.65[0.36, 1.19]

-0.30 [-0.68, 0.08]

54.5% (6/11)
0.4618

0.79 [0.42, 1.47]

-0.15[-0.53, 0.24]

63.6% (7/11)

0.9006

60.0% (6/10)
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Time Point S-217622 S-217622 Placebo
125 mg 250 mg
N=14 N=12 N=14
Risk ratio [95% CT] [a] 1.26 [0.77, 2.06] 0.96 [0.53, 1.74] -—-
Risk diff [95% CI] [a] 0.17 [-0.22, 0.56] -0.03 [-0.41, 0.36] -
96 hours post-dose  Proportion of participants 81.8% (9/11) 72.7% (8/11) 63.6% (7/11)
Mantel-Haenszel test vs. placebo [a]
- p-value 0.9169 0.8759 -
Risk ratio [95% CT] [a] 1.03 [0.66, 1.59] 1.05[0.59, 1.87] -—-
Risk diff [95% CI] [a] 0.02 [-0.34, 0.38] 0.03 [-0.39, 0.45] -
120 hours post-dose Proportion of participants 91.7% (11/12) 81.8% (9/11) 80.0% (8/10)

Mantel-Haenszel test vs. placebo [a]
- p-value

Risk ratio [95% CI] [a]
Risk diff [95% CI] [a]

0.4855

1.14 [0.81, 1.60]
0.11[-0.19, 0.41]

0.7702

1.08 [0.63, 1.84]
0.06 [-0.34, 0.45]

CI = Confidence Interval
[a] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])

Higl : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.2.28.1

2541339

< Phase 2b Part>

COVID-19 SEIR M R1E T 5 F TORER

B fEAT & UCSEfE L7-, Phase 2b Part OHRE/HZEAED SARS-CoV-2 [ (ITT1 4£MH) 12
BT 25 COVID-19 JERBPIE T 5 E TOReM (PREREBOFKE : 24 FEELL E) K TOZED
Kaplan-Meier #iff %, T 2.54.1-31 XX 2.54.1-10 (ZRT.

PR SE/HHAEHE D SARS-CoV-2 JEYLFIZH5 1T D COVID-19 SEIR AR T2 £ CORMIE, kil
(COVID-19 JFEIRMAE L= HeBRE OEIE D 50% & 72 5 £ TORM) (95%FFIXM) & LT,
375/125 mg Bf 169.4 (133.5, 204.8) HFf, 750/250 mg £ 154.7 (135.6, 196.9) Wif, 77 Rt
243.4 (159.5, 338.4) Kl TH 7=,

COVID-19 JERARIE T 5 F TOREMIE, 77 AR & Ll LT 375/125 mg B CHEZEITR

HENRNoT-b DD, il LT 74 B (K3 H) ORI,
& B LT 750/250 mg B TR 90 IREfE] (K9 3.5 H) OF ERERMEN A v

F7z, TTEAHE
(J& 5] log-rank & iE

< p = 0.0406).

# 2.5.4.1-31 COVID-19 JEAR2MRAE 32 £ TORER] : Phase 2b Part (ITT1 4£[H)

S-217622 S-217622 Placebo

125 mg 250 mg

N=114 N=116 N=111
n 110 113 108
Number of events 85 (77.3) 88 (77.9) 76 (70.4)
Number of censored 25 (22.7) 25 (22.1) 32 (29.6)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]

169.4 [133.5, 204.8]

25th percentile, 75th percentile

74.0 [-175.8, 14.1]
104.5,432.4

- 114 -

154.7[135.6, 196.9]
-88.7[-188.4, -1.8]
104.4,357.4

243.4[159.5, 338.4]

124.1, -
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S-217622 S-217622 Placebo
125 mg 250 mg
N=114 N=116 N=111
Min, Max [a] 14.9, 487.8 + 0.8, 488.8 + 23.9,489.8 +

Up to 21 days

Restricted Mean Survival Time (RMST) [95% CI]

Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]
- p-value

Stratified Peto-Prentice's generalized Wilcoxon test

vs. placebo [b]
- p-value

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI]
- p-value

233.9[201.8, 265.9]
-45.8[-91.9, 0.4]

0.0939

0.0681

1.3 (1.0, 1.8]
0.0749

229.3[198.7, 259.9]
-50.3 [-95.5, -5.2]

0.0406

0.0462

1.4[1.0,1.9]
0.0357

279.7[246.5,312.9]

CI = Confidence Interval; Min = Minimum; Max = Maximum
COVID-19 symptoms were 12 symptoms (low energy or tiredness, muscle or body aches, headache, chills or shivering,
feeling hot or feverish, stuffy or runny nose, sore throat, cough, shortness of breath [difficulty breathing], nausea, vomiting,

and diarrhea)
[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])

2.54.1-10

(ITT1 £ [4)
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COVID-19 JEAR MM 3 2 F TOREE] O Kaplan-Meier HifR : Phase 2b Part

| Censor

..... S-217622 125mg

—5-217622 250mg

— — Placebo

0 24 48 72 96 120 144

S-217622 125mg 110 108 100 95 85 69 59
S-217622 250mg 113 109 104 101 87 72 62
Placebo 108 107 104 93 89 81 72

168

5b
49
63

216 240 264 288 312 336 360 384 408 432
Hours

42 40 37 34 33 30 28 27 27 26

41 38 37 36 34 32 26 24 21 20

58 b5 BO 47 46 45 41 38 34 32

456 480 504 528 552

19 14 0 0 0
18 6 0 0 0
32 20 0 0 0

F7-, FHRMANTE L TIEM L7=, Phase 2b Part OEE/P455E D SARS-CoV-2 Ji&e# (ITT1 4
M) (TR DR R O Bl 2 & e COVID-19 JEIRAPAE 45 £ CTORERE (ke
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Fife : 96 LA |) OV @ Kaplan-Meier #iff %, Eh £z 2.54.1-32 LT 2.54.1-11 |2
R
FRIE/ TP IE D SARS-CoV-2 JEYLHE |2 H5 1T 2 WRT Bk QWL B 2 5 e COVID-19 SEAR 23R
BT 5 E CTORHE (REIREDOFHE : 96 IFILL L) 1E, HFHRAE (COVID-19 JEMRDNRAE L 72 Bk
FHDOEIGD 50% & 72 5 £ TOREH) (95%FFEXH) & LT, 375/125 mg #F 288.2 (187.0, 365.1)
KM, 750/250 mg & 197.1 (164.4, 299.0) Wff], 77 & AHEE 364.9 (265.6, -) K] TH 7=,
RAEDIRREDFF5E 2 96 HFRRILL b & U7 BRTE 55 M O TE 25 2 3 2 COVID-19 SEIRANRAE 4

LETORRIL, 77 BRBELEL T375/125 mg BECHEZITBO LN bDo, |
Jfil & LCHI 80 ffH (K93 B) OFERENALITZ. 70, 77 BARREE ik LT 750/250 mg #f
THI 170 FEfE (K9 7 B) OFBREMENA LI (B85 log-rank f7E T p = 0.0472).

#* 2.54.1-32 R B M OB B % & Tp COVID-19 SEIR2MRAE -5 £ TORERM] (PRIEIR
REDFRGE : 96 IF[HLL_E) : Phase 2b Part (ITT1 ££[H)

S-217622 S-217622 Placebo
125 mg 250 mg

N=114 N=116 N=111
n 110 113 108
Number of events 65 (59.1) 70 (61.9) 56 (51.9)
Number of censored 45 (40.9) 43 (38.1) 52 (48.1)
Kaplan-Meier estimator (hours)
Median [95% CI] 288.2 [187.0,365.1] 197.1[164.4,299.0] 364.9 [265.6, ---]
Difference in median vs. placebo [95% CI] -76.7[-167.9,46.11 -167.9[-199.7, -15.9] ---
25th percentile, 75th percentile 115.0, --- 123.6, --- 156.3, ---
Min, Max [a] 17.7,489.4 + 0.8,490.4 + 23.9,489.8 +

Up to 21 days
Restricted Mean Survival Time (RMST) [95% CI] 297.3[262.4,332.3] 280.3[246.5,314.1] 332.7[298.3,367.0]
Difference in RMST vs. placebo [95% CI] -35.3[-84.3, 13.7] -52.4[-100.6, -4.2] -

Stratified log-rank test vs. placebo [b]
- p-value 0.1696 0.0472 -

Stratified Peto-Prentice's generalized Wilcoxon test
vs. placebo [b]
- p-value 0.1992 0.0711 -

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI] 1.3[0.9,1.9] 1.4[1.0,2.0] -
- p-value 0.1575 0.0448 -

CI = Confidence Interval; Min = Minimum; Max = Maximum

COVID-19 symptoms were 14 symptoms (low energy or tiredness, muscle or body aches, headache, chills or shivering,
feeling hot or feverish, stuffy or runny nose, sore throat, cough, shortness of breath [difficulty breathing], nausea, vomiting,
diarrhea, smell disorder, and taste disorder)

[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination
history [Yes or No])
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2.54.1-11 BRE L K ORI Bl 2 & T COVID-19 SEIR N PAE T 5 F TORE O

Kaplan-Meier fi# (PRADIRREDFHGE : 96 FEfELL L) : Phase 2b Part (ITT1 ££[H)

100+

80

O

| Censor

------- S-217622 125mg
—— 5217622 250mg
— w— Placebo

Proportion of sustained complete resolution of 14 COVID-19 Symptoms (%)

144 168

0 24 48 72 96 120

192 216 240 264 288 312 336 360 384 408 432 456 480 504 528 552

Hours
$-217622 125mg 110 109 102 97 91 77 73 70 64 61 59 57 52 48 45 44 40 40 40 36 28 0 0 0O
S-217622 250mg 113 110 106 106 95 83 73 63 57 50 48 46 45 42 42 39 38 37 37 35 17 0 0 0
Placebo 108 107 104 96 92 87 82 77 71 70 68 64 61 60 67 55 52 50 49 49 34 0 0 0

2541.3.3.10
<Phase 2b Part>

Phase 2b Part OHE/HEE D SARS-CoV-2 [EYH (ITT1 ££H) 128 W T, X=X T A1 VKD
8-Point Ordinal Scale 7% Score 3 (ABE, BVNIZIUCET HFEENMLE L D) Kl OIEF 2 %f
212, 8-Point Ordinal Scale 73 Score 3 LA HIZHEAL 92 £ CORE A FE 2.54.1-33 IR T.

8-Point Ordinal Scale 7% Score 3 LA FIZHEAL L 725EHIIE 750/250 mg #ED 1 FlTH Y, 375/125 mg
FELR O T2 RBEZITERD H7en o 72, Score 4 (APE, BVMIZICHET D, K UWEHE R
5[5 L/min &Ji5]) LA BIZEA L U ERNEL AR Do 72

Score 3 LA RIZHEAL L7SERIT D72 <, HMAZBLETE ol

8-Point Ordinal Scale &1t 9 % £ TOHFHE

# 2.5.4.1-33 8-Point Ordinal Scale 7% Score 3 VL _EIZH#b7 % F TOKffE : Phase 2b Part (ITT1
HE M)
S-217622 S-217622 Placebo
Criteria 125 mg 250 mg
N=114 N=116 N=111
Score>=3 n 109 106 110
Number of events 0 (0.0) 1(0.9) 0 (0.0)
Number of censored 109 (100.0) 105 (99.1) 110 (100.0)
Kaplan-Meier estimator (days)
Median [95% CI] [, ] [ ] [ ]
Difference in median vs. placebo [95% CI] o[-, -] e | -—-
25th percentile, 75th percentile m—— i mmmeme e e
Min, Max [a] 4.0,41.0 + 2.0,34.0 + 9.0, 46.0 +
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S-217622 S-217622 Placebo
Criteria 125 mg 250 mg
N=114 N=116 N=111
Up to 21 days
Restricted Mean Survival Time (RMST) [95% CI] el | 20.8 [---, ---] e |
Difference in RMST vs. placebo [95% CI] === [---, -] e | -

CI = Confidence Interval; Min = Minimum; Max = Maximum

[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination
history [Yes or No])

RMST was calculated based on 'Day' unit.

Hidl : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.2.20.1.1.1

< Phase 2a Part >

Phase 2a Part OELE/HEEED SARS-CoV-2 EYLHE (TT M) 12BN T, =2 T4 VIO
8-Point Ordinal Scale 7% Score 3 (APE, BWVMIZAUTHET HFENME L 72 D) A OAEF] 2 xf
%12, 8-Point Ordinal Scale 73 Score 3 A FIZEAT 5 F TORMZE 2.5.4.1-34 12779, 8-Point
Ordinal Scale 7% Score 3 LA RIZHEAL L7SEBNT T 7 BARRED 2 FlTHY, 375/125 mg FEAX Y
750/250 mg FEIZITFRD BV o7z, Score 4 (APE, BIWVTZIUCHET 5%, MUMERS
[5 L/min A]) BA EIZHE L L7 fEflE /o 7.

Phase 2a Part OESEMED SARS-CoV-2 JE&YL# (ITT #RH) 128V T, 8-Point Ordinal Scale 73
Score 1 (ERDZBH Y, HHATFICFEN 720 BLEICE(L L7ZREFNT 7 7 B AREEO 1 FlOHTH
v, 375/125 mg #E K& TN 750/250 mg BEIZIZRRD HALZe o 72, Score 2 (ERMAH Y, HF AR
XIER D D) LLEIZEAL LT IEBNI /2o T2

# 254134 8-Point Ordinal Scale 7% Score 3 VL _EIZHb7 % F TOKffE : Phase 2a Part (ITT
1)
Criteria S-217622 S-217622 Placebo
125 mg 250 mg
N=14 N=12 N=14
Number of events 0(0.0) 0(0.0) 2(14.3)
Number of censored 11 (78.6) 12 (100.0) 12 (85.7)

Kaplan-Meier estimator (days)

Median [95% CI] - [, -] S — N J—
Difference in median vs. placebo [95% CI] - [, -] e [--, -] -
25th percentile, 75th percentile - — —
Min, Max [a] 26.0,30.0 + 25.0,34.0+ 3.0,30.0 +

Up to 21 days

Restricted Mean Survival Time (RMST) [95% CI] - [, -] - [, -] 432.6 [303.0, 562.2]
Difference in RMST vs. placebo [95% CI] - [---, --- ] - [---, --- ] ---

CI = Confidence Interval; Min = Minimum; Max = Maximum

[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination
history [Yes or No])

Hi#i : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.2.20.1.1
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2.5.4.1.3.3.11 EE (37.0°C Xii) ICEET 5 TOHERE
< Phase 2b Part>

Phase 2b Part OHESE/HZESE D SARS-CoV-2 [EYH (ITT1 2£R) TOFEL (37.0°C Aii) (Z[A]
83 % E TORH L O D Kaplan-Meier fiff 4, ZiLZh#E 2.54.1-35 LU 2.54.1-12 ITR
7.

RN (37.0°C ARAi) ICIE TS F TORRIE, 77 B REEE B L T 375/125 mg BELOY
750/250 mg FET, FRAE CEEUZEIE L7-BRE OFIG D 50%E 75 £ TORH) & LTER
IR 8 IR RO 7 RERELHE L7z, F72, KM (& COWBRE DS FEICEIE T 5 £ TORE
M) & LTiE, 77 BREEE HE LT 375/125 mg #F K& T8 750/250 mg BE TR 30 BFFEAEHE L 7=,
R—R T A VIFIZ 37.0°C L EOFREAGT HRERNT ITTI £H D 5 H 3 HIRETH Y, HEZE
ITRO N> Tb OO, FEICRIE T % F TORRE 2 FEiET 2 MmN A b,

#* 2.54.1-35 SEEL (37.0°C i) (A8 5 F TORER : Phase 2b Part (ITT1 #£[4)
S-217622 S-217622 Placebo
125 mg 250 mg
N=114 N=116 N=111
n 45 39 30
Number of events 45 (100.0) 39 (100.0) 30 (100.0)
Number of censored 0 (0.0) 0(0.0) 0(0.0)

Kaplan-Meier estimator (hours)

Median [95% CI] 23.8[15.9,31.3]

24.6[15.9,32.8]

31.7[15.4, 52.0]

Difference in median vs. placebo [95% CI] -7.9[-28.3,9.3] -7.1[-27.6, 10.5] ---
25th percentile, 75th percentile 12.2,38.3 14.1, 48.6 13.7,59.9
Min, Max [a] 0.6, 132.6 04,1353 0.6, 162.5

Up to 21 days
Restricted Mean Survival Time (RMST) [95% CI]
Difference in RMST vs. placebo [95% CI]

27.6 [20.6, 34.6]
-13.2[-28.1, 1.8]

Stratified log-rank test vs. placebo [b]

36.6 [25.7, 47.6]
-4.1[-21.3,13.0]

40.8 [27.6, 54.0]

p-value 0.0601 0.7855 -
Stratified Peto-Prentice's generalized Wilcoxon test
vs. placebo [b]

p-value 0.1594 0.6176 -
Stratified Cox proportional hazard model [b]

Hazard ratio [95% CI] 1.5[0.9,2.4] 1.110.7,1.9] -

p-value 0.1115 0.5876 -

CI = Confidence Interval; Min = Minimum; Max = Maximum
[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])
HiBiL : 5.3.5.1-01_T1221 CSR (Phase 2b Part)_Table 14.2.30.1.1
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2.54.1-12

100+

80

60

50

40 4

Proportion of Resolution of Fever (%)

204

SEEN (37.0°CART) (ZRIfE T % F TOREE] O Kaplan-Meier fi#f : Phase 2b Part
(ITT1 4£F)

| Censor

------- S-217622 125mg
—5-217622 250mg

m— = Placebo

0 24 48 72 96 120 144 168 192 216 240 264 288

S-217622 12bmg 45 22 5 2 1 1
S-217622 250mg 39 21 10 6 3 2
Placebo 30 18 11 4 2 1

0 0 0 0 O

Hig : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Figure 14.2.30.1.1

<Phase 2a Part>

312 336 360 384 408 432 456 480 504 528 552

Hours
6o o0 0 0 0 0 0O O O 0 0 O
o o0 0 0 0 0O 0O O O 0 0 O
o o 0 0 0 0 O O O 0O 0 O

Phase 2a Part OESE/HEIE D SARS-CoV-2 EYLF (ITT ££[H) TOXE (37.0°C AKlifi) 1Z[F11E
2% £ TOREE K O O Kaplan-Meier Hiff 4, ZHE K 2.54.1-36 LK 2.54.1-13 ITR T

NR—RF A VIFIZ 37.0°C LLEDOREEG T DIEFIZ D0 o7 b D0, B (37.0°C HKi)
\ZEIES 5 £ TORRIE, 77 B ARBE L il LT 375/125 mg BEM Y 750/250 mg BET, PR
CERZEIE L 7B OEIB N 50% & 725 £ TORR) & LTENTNAI R 2 B9 &

64 R (2.5 B &#E L7=.

# 2.54.1-36 EER (37.0°C Adii) (Z[E1fE T 5 F TOREH : Phase 2a Part (ITT 4£[)
S-217622 S-217622 Placebo
125 mg 250 mg
N=14 N=12 N=14
Number of events 4 (28.6) 4(33.3) 2(14.3)
Number of censored 0 (0.0) 0(0.0) 1(7.1)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

Up to 21 days

Restricted Mean Survival Time (RMST)
[95% CI]

Difference in RMST vs. placebo [95% CI]

41.4[15.3,49.0]

-42.0 [-68.5, -24.8]
27.0,46.6
15.3,49.0

36.8[22.2,51.4]

-46.7[-74.5, -18.8]

19.9 [7.4, 37.4] 83.5[71.4,95.5]
-63.5[-84.5, -40.1]
11.1,31.3 71.4,95.5
7.4,37.4 23.5,95.5

21.2[8.4,33.9] 83.5[59.8, 107.2]

-62.3[-89.2, -35.4]

CI = Confidence Interval; Min = Minimum; Max = Maximum
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[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination
history [Yes or No])

HiB - 5.3.5.1-01_T1221 CSR (Phase 2a Part)_Table 14.2.30.1

2.5.4.1-13 SEEN (37.0°CARTM) (ZEIE 5 £ TORERM 0 Kaplan-Meier #i## : Phase 2a Part
(ITT ££:)
100 : |
g 80 ;
: e |
& :
. I
g 60 H I
E 50 f—
g |
2 40
E |
|
- 204 | Censor
| memmmus 5217622 125mg
| —— 5217622 250mg
— m— Placebo
O B T IF l— T T T T T T T T T T T T T T T T T T T T
0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360 384 408 432 456 480 504 528
Hours

5-217622 12bmg 4 3 1 O O O 0 O O O O O O O O
S-2176222%mg 4 2 O O O O O O O 0 O O 0 0 0
Placebo 3 2 2 1 0 O O O O O O O O 0 O

0.1

High : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Figure 14.2.3

0o 0 0 0 0 0 0 0
0o 0 0 0o 0 0 0 0
o 0 0 0 0 0 0 0

2.5.4.1.3.3.12 COVID-19 SEIRMFIE L - BB DES
< Phase 2a Part >

Phase 2a Part O ESEEE D SARS-CoV-2 J&Ye# (ITT M) 12817 5 COVID-19 JEIR B FIAE L 7=
WBRE OEIA AR 2.54.1-37 (TRT.
FIE A 72 <, COVID-19 FEIRMDFIE L 7295k E OEEIZOWT, [ aBLETEX o7z,

#* 2.54.1-37 COVID-19 SEAR S FEIE U 72 4B DOFEIE : Phase 2a Part (ITT £ [H)
S-217622 S-217622 Placebo

125 mg 250 mg

N=2 N=2 N=3
Occurrence of COVID-19 symptoms
- Proportion of participants 50.0% (1/2) 100.0% (2/2)  66.7% (2/3)
- Proportion of participants (SARS-CoV-2 vaccination history : Yes) --- (0/0) --- (0/0) 0.0% (0/1)
- Proportion of participants (SARS-CoV-2 vaccination history : No) 50.0% (1/2) 100.0% (2/2)  100.0% (2/2)
Mantel-Haenszel test vs. placebo [a]
- p-value 0.3173 - _—
Risk ratio [95% CI] [a] 0.50 [0.13, 2.00] 1.00 [---, ---] ---
Risk diff [95% CI] [a] -0.50 [-1.00,0.19]  0.00 [0.00, 0.00] ---
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CI = Confidence Interval

COVID-19 symptoms were 14 symptoms (low energy or tiredness, muscle or body aches, headache, chills or shivering,
feeling hot or feverish, stuffy or runny nose, sore throat, cough, shortness of breath [difficulty breathing], nausea, vomiting,
diarrhea, taste disorder, and smell disorder)

[a] Adjusted by the following strata (SARS-CoV-2 vaccination history [Yes or No])

Hi#l : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.2.31.1

2.54.1.3.4 BAERIICEIT5EMME

Phase 2b Part O FEFHHEH Téh 5 COVID-19 O 12 JERAF A2 7 D Day 1 7°5 Day 6 £ T
DHNLRFR H 720 O &KL Day 4 (23815 % SARS-CoV-2 O 7 A LA FHHDR—RZF A L/
HOBLEIZOWT, i (18 AT, 18 Ll L), SARS-CoV-2 U7 F U B A M, MIE%
FIFHRED COVID-19 SR D BEAEEE (PR DR 2 LT, 3 LA 1) BB SRR 4 52
i L7z (2.7.3.3.3 EBR). ITT1 £HIZBIT 5 18 mRimDOERE 13072 <, FEmplic k2 1
FHITE H ~D BB IE LR TE 2o 72, COVID-19 D 12 JERAF A 27 D Day 1 7*5 Day 6 %
TOHEMNKFMH 7= OZ L EIX, SARS-CoV-2 U7 F U O A ICRH 53, 375/125 mg &
KONT750/250 mg BFEOWTHUCBNTH 7 7B AREE L L L THEEIIRD DL ho 7o, 72,
TR A B OHEEAN X, SARS-CoV-2 U 7 F Ml 0 OEM TIE, 375125 mg BEL
750/250 mg OEFETT 7B ARREE g L CTRKE M -o72. Day 4 (2815 SARS-CoV-2 D7 A )L
AN DR—=AT A Db DOEALEIX, SARS-CoV2 V7 F U #MOAMICE DL LT,
375/125 mg BE M Y 750250 mg BEOWTHICEBWTH 7T B RBEL i L THEAENRD b
(375/125 mg &% : p<0.0001, p<0.0001, 750/250 mg &f : p=0.0006, p=0.0008). FHFEP LAk
BEOWEMIT, V7T o 8fbH 0 LML D B SARS-CoV-2 U7 F e LOEM DR,
375/125 mg B} O 750/250 mg DWHECTT 7 B ARREL L L CR&E o7, COVID-19 D 12 i
WEFA 27 O Day 1 775 Day 6 £ TOHALK & 72V OV, HAEAEIFRFD COVID-19
JEMR O EIEFE TR 63, 375/125 mg £ N 750250 mg BEOWTIUZEBNTH 7 7B AR L I
L CAHBEITRO bR o7, 7ok, I AZEEOHEEMIX, COVID-19 JElk D HiE EE
DSHEEFE DREIR DS 2 ELL T O Tl 375/125 mg B K& T 750/250 mg REDOERE T 7 R L
bl L TR & <, COVID-19 SR o B fE A3 4 BE D FER Y 3 LA DI TIE 750/250 mg #f
DIHT TR L TRKE D o72. Day 4 1281725 SARS-CoV-2 D7 A L A SJfD<— R
FA NSO, HEVESEITE D COVID-19 FER O BRI IZRD 54, 375/125 mg B MK
N 750/250 mg BEDOWRECTT T2 AREE L Il L THEZENRD DL (p<0.0001). FHEEHE AL
{LEOHEEMIX, WTFNOEMTY 375/125 mg B LT 750/250 mg DOifE T 7 R EE L il
LTREMhoT-.

F 72, Phase 2a Part O FEZEFHIEE TH DL HRFRUCBIT DU A NV A IO N—A T A )5
DEALEIZONT, Fifn (18 A, 18Il E), SARS-CoV-2 U 7 F L HEFED A 4, HE/E2E|
fHIRED COVID-19 SR O EAEFE (P ORER S 2 ELT, 3 EELE) BRI RN % FEh
L7 (27333 TEEMR). mITT E£HIZEBT 5 18 MAIMOWRE 1L 1 HloHTHY, Fplic Xk
% & RICI1T D SARS-CoV-2 DA VA IHDN—A T A b OEALRE~DEEIIELRE T
X 72572, SARS-CoV-2 U 7 F U HFED A I, MEAFEAEIfHRFO COVID-19 SEtR O EAEE R (H
FEORERD 2 UL, 3 HU ) OfaEHORE S1T/hE<, FHECRARH 5600,
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SARS-CoV-2 U 7 F U HRED G M X 2K RERIZEIT D SARS-CoV-2 DT A /L A I HiD~<— A
FA NS DELREICRE BTSN o1, Fi2, PEEORER 3 EUEOEHD
T3, R DRERAS 2 fHLL T O X ¥ & &R SIZI51F D SARS-CoV-2 DU A /L A F i D~ —
AT A IS OEALRITRE WV HA A A DT,

254.1.4 BN E LD

WRE/ A E M OVIEE (R D SARS-CoV-2 JEYE 1T 2 AFN O F %, T1221 3Bk Phase 2b
Part }2 OY Phase 2a Part O — % % F\WCalli L 7=.

BIE/ T AEE SARS-CoV-2 [EYeH %z %4 & L 7= Phase 2b Part O FZFHMIEH 1%, Co-primary
endpoint & LC, COVID-19 @ 12 fEfREFHA 27 ® Day 1 2°5 Day 6 £ TOHNEMH7=0 D
ZAbt &, MO Day 4 (2815 %5 SARS-CoV-2 DT A )V ATHHDR—A T A b OB ZFRE
L72.COVID-19 ® 12 JEIREFFA 27 ® Day 1 7% Day 6 £ COHMKR &H7- 0 OB{L & TIX
375/125 mg BE KX TN 750250 mg BEDOWTNICIBWTH 7T B ARREL IR L THE Mbgﬂﬁ
#ot.m¢M®ﬁ;kwT%,«w274/%®cownwanzﬁ%aﬁanﬂmé<,
BETFOENEDHLIUK Do Z ERHBD 1 DL ERD. 28, HEELLbEOHEEHEIX
375/125 mg BEM Y 750/250 mg O ERETT 72 AREEL il L TR &E 2> 72. COVID-19 @ 12 JiE
KDHH, KV T EFH AT O Day 1 5 Day 6 £ TOHMNEEMH =0 OB EIZEWNT, M
W ARER (RAXITESE Y, MEOFA, %, BUii [FERREE]) <TIi%, 375125 mg #EEOY
750250 mg BEDOWTNIZEBWNWTHE T TR L DB THEREENALNT (ENLEF R
p=0.0153, p=0.0033). EREKRER (EAIIRSEY, MROFH, %, HEIEFIT, BolE
S UFFEEN) ROBRPEER (MEOIA, %, BAoIE S UIFEEY) TlE, 7501250 mg BEZHB W T
TEARB L DM THERUENALIL (ZNEI p=0.0149, p=0.0070), 375/125 mg FEIZF\
THEBEEIRD LN b 00, 77 RBL Y &ETHHEANALNZ. S5, F4
T & U CHENM L7, MEREHERIZEAS X S SUIHBE N 272 5 FERTH, 375/125 mg BELOY
7501250 mg FHEOWVWTNIZENWTH T I B ARH LK L THAEREER A LN (ENLEN
p=0.0164, p=0.0039). %7, Day4 |Z&i} D SARS-CoV-2 DT A )V A IEDR—2F A )i
DL B A EOHEEMIZX, 77 BARE L i LT 375/125 mg FEA TN 750/250 mg FE D
TH#J 0.4 logio (TCIDso/mL) DD %7~ L, 375/125 mg BEM Y 750/250 mg RED WHET T 7w R

L THEEENRD LN (ZENZT p=<0.0001, p=<0.0001). Day 2 }xO* Day 6 (235>
T, 375/125 mg # K TN 750/250 mg FEDFE THEZZNFRO bivlz (Day2: £ 4E 41 p <0.0001,
p <0.0001, Day6 : #4241l p=0.0012, p=0.0010).

Phase 2b Part @ Co-primary endpoint ® 9 5, HL7 A L AGHRIZEH L CIFERERENE LN
72b OO, BATERSGEZRIZE L UIA B R RIGF H L7870 > 7272, Phase 2b Part O 3232
HEIXZER S 720 572, LA L, Phase 2bPart OHRE LM TIX, X—RA T4 L DRAaT D
im;ﬁu$§)$ﬁ®ﬁ%ﬁ%<,7??%&@@%%%%#:&ﬁ%b#otﬁ,ﬁoﬁé

BN, BAKXITRSEY, MDA, BEORX—RAT A4 ORI 7 ONFEEIE 1 (#E) DLE
?&D,_ngmé%méﬁg\%w%ﬁfﬁéﬁﬂm(QWIﬁ)%awtﬁw ISR (BK
XITBSEY, MEOFRA, %, BEIH [FEREEE]), K OWERIHERIZE 1T S JUIRAE N
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72 SHERICBAL T, 78RO THEREENA LN, ZTHODIERITA I 7 v 8k
IR 7R CTH Y, A I 7 1 URRIC K DY 0 T o 7o REHIIC 520 L 72 Phase 2b Part
WCEBWT, MREHERICEA S X S IR AE N A 72 5 IR TT 7 B AR L ik L TR Btk
MH-HLNTZ L1E, AROERIERGENRE KR LIEHRTHLLEBEALND.

F 7z, BRRAERIL post-acute COVID-19 syndrome & U C[RIE%Z HIEETHZ ENHLNTEY
[14], WREE IR EREDORAIT OR—AT A4 UPEDOELRICOVTEIFEATT 7 'R
LI L THEBERBD RO b Z &, MBI OB TY, T vRREL L T
AFIFE TR R E IR R 24 2 WRE ORG PR -7 2 L 1F, EET DIERITH L
THRANDOFEINENIFFTE 5.

Phase 2a Part T, BYJE/FEIE M OVEERERED SARS-CoV-2 &Y % e 7= 2L MIZ B W T,
FEFEER & LTRELIE YA N ZAIMEDR—RZF A 6 DL EIE, Day 4 S TS
T AREE L Rl LT 375/125 mg BE KL O 750/250 mg BED ML THI 1 logio (TCIDso/mL) DD % 7R
L, FHEFEAZCEOHEEMS 77 B AREE L H#E L TR 1 logio (TCIDso/mL) Db 7R L7z,
F72, UA/LA RNA BEOR—ZAT A DR EY, Day 4 BT 7R g LT
375/125 mg BEKX T 750/250 mg BEDWRETHI 1.4 logio (copies/mL) DD Z 77 L, w24
BOHEEME S 77 B ARREE el L TR 1 logio (copies/mL) Dbz 7R Uiz Z &S5, RFIOHT
TANAREBNHER SN, £, BHEIERIZOWT Y, BYE/TEIED SARS-CoV-2 &L H 1T
BT 5H COVID-19 FERNEIE T2 F TORRIE, FRMETITHEF CRBRE Ch -T2 DD,
BRI OB OEFFEIE CH 521 HE TEER &35 RMSTIE Y 7 B ARE L bl L T 375/125 mg
HECHEME SN AN A SN2 L, COVID-19 @ 12 EREGFF A a 7%, 85 12 BEE» 5
7T '/ABELY 375/125 mg BTN 750/250 mg BEOHEE TR DA LT Z &, COVID-19 Stk
DMEE L7 BRE OB oW T, &5 72 K% D, 77 B AR L il LT 375/125 mg ##
TRVMERAIA AR BT Z EEND, BRERGEDR L IFRFTE 5.

PbEXy, AFlo 1B 1A 5 BMoEO#&ES (1 HBIX 375 mg, 2 HE2S 5 HBIL 125 mg)
\Z LD, BE/PSED SARS-CoV-2 [EYH 12T DH1 T A /L A hER R OV R S IR e 55 SR 70 e
M.

2542 T1221 54E& Phase 3 Part [Z£ D < 5
IR/ EEE D SARS-CoV-2 JEYLE 1 Zxt T 2 AFNOF 0%, T1221 7%k Phase 3 Part O F 277
i A W CB IR L 7=,

Phase 3 Part CI3HJiE/H 5E O SARS-CoV-2 EYeF %, 375/125 mg £, 750/250 mg #f, 77k
REEO 3BT 11 : 1 OB CTEMELICEIT 2. SFEGHOAEHEZLITIORT. K45
FOIRBRHIFIL 28 HETE L, 21 HEOAZMER D 28 HMOZ2MEZFHME L7 (K 2.54-1 &
).

e 375/125mg ff (EHTIE M25mg) &R T):
1H1[ESHE, UTFTOHEEZRAO#KE L.
1 HEIZ 125 mg #E x 3 $E X% U Placebo-D x 3 §&, 2 HEH 5 5 HHIZ 125 mg §E x 1 H2&
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U\ Placebo-D x 1 $E% & 5-.
e 750250 mg A (XTI 1250 mg) &R 7):
1H 1S BHE, UTORELFAOKE L.
1 H HIZ 250 mg #& x 3 $E % OF Placebo-B x 3 &, 2 HH22H 5 H HIZ 250 mg #& x 1 &}
X Placebo-B x 1 §E %% 5-.
o TTEBAREE:
1H 1S BHE, UTORELFAKE Lz
1 H HIZ Placebo-B x 3 £ OF Placebo-D x 3 &, 2 H H7*5 5 H HIZ Placebo-B x 1 $E &
U\ Placebo-D x 1 $E% & 5-.

2.5.4.21 X R EMH
Phase 3 Part CiX, Phase 2a Part &2 (X Phase 2b Part & [FIAED IR IEHE N OBRANEHELZ RE LT-
(2.5.4.1.1.1 THZ[R).

254.2.2 BHMFHEEE R UM FE
254.2.2.1 B REH
HIWEDFRNT ISR D 5 %, Phase 3 Part @ intention-to-treat (ITT) M1, RBRFICHEIES

WZEIHT B AL, 22 SARS-CoV-2 DL A ERR S VTR E 0> B 72 D4 & EF L, SARS-CoV-2
D&Y SIMHTER UVERRRIZFE-D < RT-PCR O#E . CTHE X4 7=, modified intention-to-treat
(mITT) £EMIE, TEBRERICEEMEL IZEIM 1T B, SARS-CoV-2 DFRYLIHEZR SHL, M oOR—A T
A U TOTANAIEP BRI SN WBRE DR HEMEERL, YA VADMOKII, &
MHEE R VMRAIRIRIZ IS < & A L 2 IRE THE vz, ITT £RE O mITT £HICxT %
BT, BRSSO W TER S 7z, ITT £H 3T mITT 4£H 0 5 5, COVID-19 ) &
VEZ BT CORMIA 72 FEARG OEM %2 £72 DTG EM & L7228, ITT M T mITT
£ T ORI b S hE L 7.

254222 AMEFEEE
Phase 3 Part CTixiE L7 ARMERHMIEEE © 5 6, LUTFOMHA % FEICARRI O 21 2 5 L 7.
< FERHEEA >
e COVID-19 @ 5 JERDIRAE S 5 F TORF[H]
< FERFIRGHEEE >
e Day4ZBIFDUA/NARNA BEDR—AT A D OE{E
o UANZIUMEMDRANCHER S D E TORM (RAF)
< E O OREIKFHmE E >
e COVID-19 @ 12 SEdR2MRAE 3 5 F TOIREH]
e COVID-19 @ 14 SR DMRAE 3 5 F TOIREH]
o HEFRUTHEITDTUA/LARNA BOR—RAT A U OEE
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FNENORHTH LA LT ICFE#HT 5.

COVID-19 JESRD 5 5, 12 5k (1T AR [ 570K, 7 AR XU XIR DR A, 988, A8,
Buo TS UIFE, SKXTHSEY, MEORFEA, %, BUh [FFREE), K, i, T
) IZOWTIE, #BREHGECTEN T 4 By (0 MEL, 1 REE, 2 hSEEE, 3 HE) T,
MR B N O SR E 2OV, 0 3 BEfE (0 @y, 1 @FIc TR 220,
2 AR L) TR L7,

Phase 3 Part TiX, COVID-19 @ 5 JiEdk (SKITMOED, MDA, %, BolX S TH
BT AR EITEE]) MBRET D E TORE A FEFHMEEE & L, Day 4 IZBITFDH VA LA
RNA BEDOR—Z T A D OBLEKL DT A VA DIEMEDS RANCHER SN D £ TORFM %
FERRIVGEHEE R & L7z,

COVID-19 JEdR D T4 | 1%, 1EBRIEIR G-BRAAIRE S22 5 COVID-19 D 5 6 ikt G DAEtk 42T
D TFOMEIZRE LIREREE L, ZORER D &b 24 el L7- & &, Yeipiis
? COVID-19 FEARIFTRIE U7z &Il L7z,

e COVID-19 BIEFTD DAFAE LTZBEAFIEIR T, _X—R T4 v (EHAiHE) R Tl
TV D EWEBRE VAT LIERIZ DWW TR, =R T o RS O FIEE 5 o U
HEFFT DN S 5.

e COVID-19 RIERTN DIFAE LTZBEAFIER T, _N—RA T A > (BGARE) R CE(LL
TR & BRBRAE AV L 7RIS DN TR, R— R T A W A 0 B JEE & MERE SIS
WETOIVLENDD.

o LELLMNDIEL, T70H COVID-19 BIERNZIIFEL TE LT, X=X 71 v (&5
ATARAT) WE > D WL NVLARRIZ R EL L7 FERIZ OV TR, IEIRDE LIZ 72 2 B3 &
5.

Phase 3 Part O EZRHKIE B 332 FfET & LT, ITT £ D 5 H, COVID-19 FAEH & M
TEZ BT E TORMIAS 72 REEIAT DM 2 X512, SARS-CoV-2 V7 F U O A A g &3
% Peto-Prentice ™ J&BI|—i%{t Wilcoxon i€ & FIVT, F 1A EKYE 0.025 T COVID-19 @ 5 JiE
WIS 2 £ TORFRIZDOWT 375/125 mg HE L 7' T B ARBEOM Tl 21T o7z, £/, FH
PREIRAENT & LT, ITT 4R 2 8IS bt & RARDOfftT 247> 7. Z D & &, SARS-CoV-2 U
7 FUBFEOG RN Z T, COVID-19 FIED b HAEAEIT £ CORFR (72 REfAR, 72 Wi
k) $BICEDTk.

Phase 3 Part O FZE 2 FIRFHIIH Th 25 Day 4 (128175 7 A /LA RNA BEDX—R T A L)
5O E (D) IZxT HEMTE LT, ITTEHD > 5, COVID-19 FIED L MAELEIfE T
DA 72 BRI OEMZ X8RI, 7 A LA RNA BOR—Z T A L inb DB EZ A,
SARS-CoV-2 U 7 F U HFEDHHE, K ONR—2 T A VD 7 A )L A RNA 4 L8 & L 4 535
Botra@mM L, 375125 mg BEL 7T B RBEOB Tl 21T 7. £72, TERBIRMENT & L
T, ITT £ Z W RICFEEDIBT 21T >7-. ZD L X, SARS-CoV-2 U 7 F B DA J ()
R—=2 T A DT A LA RNA BIZHINZ T, COVID-19 FEAEN S EENEL BN £ TORER (72 I
A, 72 REFEICL b)) & B EICE DT
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Phase 3 Part O EZEREIKFHIEE Th D A /LA DMEMEDRRANCHER I D £ TORR
(@) lZx3 2 FfHT & LT, mITT £ D 5 5, COVID-19 IE D 5 MAE A Ef+ £ TORER-IA 72
5 ) AT OB % 56H 8212, SARS-CoV-2 U 7 F L R DA 1 % |8 & 3 % J& 1] log-rank 1 7E % FV
T, AFE B KYE 0.025 T A L 2 IR DS B N fERR S 415 £ TORFEIZ-DUVT 375/125 mg
BEE 7T B ARBEOM CTHI AT O . EEZRRBUANT & LT, mITT H£H & xR [FR O 2 5
fid 5. ZdDL &, SARS-CoV-2 UV 7 F U HFEDA NN Z T, COVID-19 JEIED> & M2 EfF
FCORR (72 REFIARTE, 72 RREILLE) BEICE D 5.

Phase 3 Part 0 = ZEEATIH H & O Z 22 BIREETIE H O@IZ X572 & OO T FiEIZ D\ T
13 T1221 FUBRIEBR M E 5 10 AR R

Phase 3 Part [T, Z4L 5 OFEKIEHIZOWT, 375/125 mg BEE 7° 7 ©REE & O I x)
L CHEEMEFECES H 1 FOMBMBEORIHZ1T o 7=, ZEMREAIT O EITLL T OFIAE
E L7

1. FEFREE O FEMT ITT £ D 5 5, COVID-19 IEH & AELEILT £ TORERFEN 72
IR R AT DEH 2 kF 5T, AREKMER A 0.025 & L, 375/125 mg £t & 77 2 ARREOM
T COVID-19 @ 5 JEIRDMRAE T 5 F TORFH 4 Lk,

2. FEARRIKGHEEBR OO M 1. @ 375/125mg Bt & 77 L ARBED ik TH B 2R 50
HENTHEOH, R EAKEE0.025 O F, ITTHEMD S5, COVID-19 FEIEN D HEIE
ZEIT £ TORFE DS 72 R AT O 2 X 5R1T, 375/125 mg#E & 7T B ARFEDH T Day 4
IZBIT 57 A LA RNA BEONR—R T A OB E % k.

3. EEARRIKGHEEHQ@O LM 2. D 375125 mg Bt &L 7T B ARBED il CHERZEN MR
HENTHE DI, FIAEKE0.025 O F, mITTHEHD 55, COVID-19 FEIEH H
VEZ BT E TORFRIA 72 REf A O 2 X512, 375125 mg #EE 7 7 B REEOM Ty
A IV A TP DS SN RS S D F T OIRFR] 4 bhifg.

4. FEFHMIER O LRI 3. D 375/125mg BE & 7T L ARBED ik TH B /R =D
HENTHEOHR, FEEKLE0.025 OF, ITT EMEZ3RIZ, 375/125mg it 7Tk
RHEDIH]T COVID-19 @ 5 JERDNRAE T~ 5 £ TORFH & LLik.

5. FEARIKEHIEE OO EEARBIRIENT 1 4. 0 375/125mg BEE 7T Y RO K CTHE
RENBRHENTZBEDOR, FRIAEKLE0.025 O F, ITT £MHZ %812, 375/125 mg
LT T RARBEDRET Day 4 I2BIFTH 7 A /LA RNA BEOR—R T A b O bEZ
.

6. TEARFIKIHMEIE B Q0 FE AR :5. D 375/125mg B & 7T v RBEDO L CTHE
REPRH S NTZGAEOR, FAFEEAKLE 0.025 O F, mITT £H% %5102, 375/125 mg
HEL 7T BRBEOM T YA VA TUIETERS AN HERR S 1D £ TORFH % Hhlk.

Phase 3 Part DEIREHMEE & LT, COVID-19 @ 12 FEIRNPIE 5 F TORR 22540 L7-.
RFHHE E 2% LT, COVID-19 @ 5 JEIRDI AT T 5 F TORERE & [REEOMT 21T - 7-.
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%72, Phase3Part OFIKFEMEH & LT, COVID-19 @ 14 SERIIAE T 2 £ CTOREE S 5T
L, ARFAHEHE ISR LT, COVID-19 @ 5 fERANRIE T 5 F TORFH & FERO T 217 - 7.

COVID-19 @ 14 JE{R D T4 | 1%, Phase 3 Part O EZEFHIE HICRedk Lz ME) (2nz,
TRBRFER G- BAARI AR 70 B IR TR JLH R O T S E 23 TR 0B 0 IIRE LR R 2R L, £ DIRAE
W 7p &b 24 FEMRRE L 72 & X, COVID-19 @ 14 JEIRASRAE U7z Ll L7z,

e COVID-19 BIERTN HFIE LTEBEFIEIR T, R"—R T 1 v (FERTHE) RS Tl L
T D &R AV L 7RIS DWW TR, =R T A VRO EIEE ) b U
MEFFT DR H 5.

e COVID-19 BIERTN HFIE LTEBEFIEIR T, R"—R T 1 v (EERTHE) ATl L
TR ERBRE DV L7 BRI DWW T, =R T o RS O BHIEE A HERE T
WETOIVLENDD.

o LELLMIDIEIR, 4725 COVID-19 BIERNZITAEL TBH T, X=X 71 (&5
ATRRAT) R 2 WM ZIVBARRIZ R EL L7 ERIZ DWW T, ek TlHEm v J 12725
VENG 5.

254223 T1221 8% Phase 3 Part DETEIZEEAR
2.5.1.3 TETHIIE L 7= Phase 3 Part DFFEZE (EBREMFEES 10 i) (2HOWT, EALHE
WE K OZFOZ¥MEE DL TR,

1. ARVEORRRER SO &

Phase 3 Part TiX, AZMEDRRGERISRO &% 375/125 mg # K& Y 750/250 mg #ED 2 FE2 D

375/125 mg BED A TZEH L7=. Phase 2b Part O 5% F\ 7= S BN RE /S 1 AR 00 WQL—?
K D BRFEM CAR OF IR 72T 70 <, 375/125 mg BECTH 72w A LAY R e

BTEZZ DD [39], AFIOREEHE - HEE L TERHE TH 5 375/125mg ZiERT 52 &
IEZY EHE L7z, EHETH S 750250 mg BEIZDOWTIE, MM K QBRI 7o fr i A4 1)
ELCORMMEMTE FEMT 52 & & L.

2B, AARNOWFEREHAEE 375/125mg & LT, 202242 A 25 BICREKRIRGEHRE 21T
Wy, [FAET H 20 A ORISR - EEMLE S (GFRBAMK) (23T, Phase 3 Part % O
b o THkERRE & HIlT S 723, %a.n\éné%é\, MiEMRE 375/125mg L 95 Z L1333y
T TS [39].

2. BT OB S
FHFHIE B & O E B RIREHIE B 2 515 & U REMRATIC T 5 2 EM R O EIEF
BB WT, ETITTHEMD 95, COVID-19 FAEN & MEAEZEI £ TOREMAS 72 R AT O
BEBRFE I FRAE L 7 b e R4 C 375/125 mg ﬁi ET T RO AR E LICMEEITH 2
Ll L. ZZTHERENRD DNIZGAITIE, 51&#HiE, COVID-19 HAED b HAEA B £
TORRAY 120 H%EF'WW@%EZ%%@T%& L= ITT M 2R E R E L TREZIT)ZEE L
7-.
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— XA, YR I O ERGE (5 - WREH - MEER) ~HEH SN D A VA BN E—2 2l
ZBENS, TANVAZAOBEREAET AP T A NAKOB G E2ET 5 2 LN, vA VAP E
B SELTOICEETHDL E SN TWD. S-217622 1% 3C-Like 7' 11 7 7 —EHLEAITH
0, RUZRTEOUMERIET S Z 21X VAV AOEREIET S Z 0D, vA L
ANEZH I L CTORWIREETHEAT 22 LTIV EWIREZRET LI EEXDND
[40]. SARS-CoV-2 JEYIETHO VA N ADPEH L, FXIE TIERER | BELUNIC e — 7 12
TOHLIEVHERINTEY, VA NZAERRE LD, FIERD O RIEZE] b 22 WO &3
DA NN [41]. Phase 3 Part OJEGIEFEHM &[RRI CH S5 7 1 TlE, APBEH D SARS-
CoV-2 [EYE DIERNEAL T 2546, FIER 3 ALINTOELN 6 El& 56, FEH£ 3 A UN
ZIEET 2 0EALT 20O T %NS N5 E LT, RBEBERICBVTERET NS YR RES
nTWn5 [42].

T1221 78R Ti, COVID-19 FEIEN & 120 RFEILANIZHEAERAEIM T L, AAlOL- 2Bl L7
2%, FZBE, Phase 2b Part TiE, COVID-19 FEIEN & HEAE 2B £ CORERDY 72 REFIAM O #5R
FHEMDFTN, X—RAF A D SARS-CoV-2 D7 A VATl e V7 A /LA RNA &1 E <, 1R
BRI G1% D 0 A VAT N A /LA RNA EOHER 5, COVID-19 FIAEN D MAEAEIf £ T
DR 72 KA O DA, 77 B RBETD U A /L ATl a0 RNA EOIK T3 EL,
AFREE DENHMETH 7. —J5, COVID-19 FIEN D MAEZ BN F TORM AN 72 BEEILLE
DOEMTIE, 77 vREETH VA L2l RO RNA &3 Day2 »HETFLTEY, AFIREE O
PALBDOFENPMETIZ R0 > 72 (K 2.5.4.2-1 BR).

IHRBDOZEND, BIE/FEAED SARS-CoV-2 JEYH 1B\ T, HRRMIR 2 JEHE & L 7= R
TERCERN R A REET 272011, UA /VAHFPI & LT, COVID-19 FIEN 5 72 REfE LI
TIRBRIE DO 5 2 Btk L 7= B CTRElT 2 2 E SR EMICR Y TH D LB 2, ALEFZ(TH 2
e L7

72d, REBROMIER(LIX, COVID-19 FIEN b AEZA RIS F TORFH (72 WRefilA, 72 I
ML L), R TOVSARS-CoV-2 U 7 F L B D A HEIZ L » CTEBHL STV 5. ZD7=8, COVID-19
FEIE D D WAE L EF F TORFRIA 72 R A OB SR 2 %1512, BAEALEZIT-oTW\WD &
Fx 57120, REFTOHBATREMITHR STV LB XN,
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X 2.5.4.2-1 COVID-19 FEJED> & MEVEL BN £ TORM (72 BRI, 72 BRRLLE) Bilo

3.

7 A NVAIUI L ONT A LA RNA EDOHERS : Phase 2b Part (ITT1 ££H)

Wirus Titer by Time from Onset to Randomization

< 72 hours >= 72 hours =
38 Planned Pooled Treatment 1
@ Placebo
3.4 @ 5217622125 mg
3.0 @ 5217622 250 mg
B Bt
E 2.6 StdDev(Analysis Value)
: 22
78 b
1.4
= 1
1.0 < i L T
Baseline Day2 Day 4 Day 6 Day9 Day14 Day21 Baseline Day 2 Day 4 Day 6 Day9 Day14 Day21
Analysis Visi
wiral RNA by Time from Onset to Randomization
<72 hours >= 72 hours Eajgf
8.0 - Plann ocled Treatment 1
.I lacebo
7.0 @ 5217622125 mg
_ 60 @ 5217622250 my
IREEHE
2 5.0 StdDev({Analysis Value)
2 40
3.0
2.0

Baseline Day2 Day 4 Day 6 Day9 Day14 Day21 Baseline Day2 Day 4 Day 6 Day9 Day14 Day21

Analysis Visit

FEFHM R B OFEAM I G

FHERGE B OFHlixrSAERIEL, COVID-19 fEfkE LTT —# # S Lz 12 ERETHD
Phase 3 Part OJEFIERBRHIHITL TWeA 2 7 o U CTRBIITH - 72, BRI RSED,
WD I, B, BAoIE S UTRE, KO ABEE (R O SHERICERE L.

4, BHGE DR R OF =720 A VA BRO MBI LV, COVID-19 I[ZRHEA) 72 R 1T
TAELTWAZ ENRENTWD [36]. 437 0 BROWATHICH M L7z T1221 RO
Phase 2b Part (JEBEFRIFR : 2022 45 1 A 3 H~2022 /422 H 9 H) KU Phase 3 Part (it (5l £ gk IRF
0202242 10 H~20224E7 A 10 H) TlX, "—AT A VEET, NERIHERD 1 >TH
5 BN (PRI AT D HERE OEIR TR, — T, FEEU Lo BKTESED,
WE DI Ir, L OMFREAELR, B X S SUTFE, (TARIEK (JRI7) OIERB LU &y D R
Holm (K 25422 2W). EEEIZ, JKEENDOWEITBNT, H6 LRV 73 (Phase 2b
Part % Uf Phase 3 Part O E i) OHFEIHIZ, FERIHERICMZ T, BE, 2H0TABRKORE
WNEL N2 EARENTWD [42].

P EOREKRREBRT — & R OS2 E 2 C, 47 v VRO SN L 72 Phase 3 Part O
FEFME A T, AAFIOEK EOIRENEE X0 @YW T 2720, 12 5EReTIIH-S<
FHEIEE 2 WD O TR, A7 TrVELE 2> TV DERKRIERZ Pk LT,
BAKUTEDSEY, WEDIF A, BEOMERRR 3 FERIZE 1T S UTRE, AR (EI7E) 20N
Z T2 SRR (BARE, FRICHIRE LZRWIRD, SIERIZEAKSUIEDED, MDA, %, BolFX
SOATZEEN, T AR [ESIEK] 2R ZHWT, AOMEERET S 2 &3] &Ik L.
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2.5.4.2-2 NR—2F A VBT 5 COVID-19 DEJEIR A =7 D434ii (Phase 2b Part
[n =333], Phase 3 Part [n = 1768)])

Caolor slardands

44% B mw i @

50 30 A4Sy

L2 %

[ 12 3 (b

Phase 2b Part : ITT1 5D 5 5, X—2F A U EOER R 37 28T H85E (333 ).
Phase 3 Part : 2022 4= 8 A 15 HFEE D Dry-run i v b A 77 —4 T, BELLERMD > H, X—2 T A VIR
DIERA a7 249 5858 (1768 f).

4. EEEHlEE o SR M FA

FEFHIEE TH 5 COVID-19 O 5 JERDIRIE T D F TORFHI O EZERfifT ik E LT,
Peto-Prentice D Jg Bll—fi%{t: Wilcoxon B E % W52 & & L7,

Phase 2b Part O ITT1 25D 9 &, FEALRITRIRENTH 5 COVID-19 FEIEN & HEAFE 2 FIfS
F CTORFMAS 72 BEFARTG OB E M 2 6812, COVID-19 O 5 FERANAE S 5 £ TORERIC
%9 % Kaplan-Meier 7' 72 v h % [X 2.5.4.2-3 (2777, YA EREO S TER RS 2 95 OF
AlX, 1BHBRLGE D RO T 7 v AR E OBEZEN K E WA, JERITARIEHICE > T
HLUETHZ LD, BISKTRIIIZTOEN NS RoTEBY, AEOKRGERNSO HLA
BETH D 375125 mg#t & 77 BARBEOM T SIERPIE S 2 F CORFEIZ IV TT B AT —
RPEAFRD BN WATREME DS RIB S Lz, Z D2 b, 1BIRBIED S RO S ToA( N
MZRZ e EA% 5 2 % Peto-Prentice D Ji&@ 5l —fix{t. Wilcoxon FiED F7 73, & TORER A L T
HELWEAEHAVSEN logrank BEXL Y b RERMEHEGZDEBEZ LN, £, &%
(I, HBRAE/HEHRED SARS-CoV-2 JEYMERA » 7 VT U T A )V ZEYHED K 5 7p R YE
TH, BB D L IIREGRESLICTVA NV AZBOL T2 LT, BYIERZEES L < I
RKREEDHZ LR RERDB SV, A VIV P U A )V AEYYE T, T OFHIGIZ Wilcoxon
BUEMER SN TWD. LIzid - C, BYE/FSE D SARS-CoV-2 JEYLIE D BRI 2 BN D b,
ERAIEARA KT 2 RENER O R A BT 2 Z LAWY Th 5 LB X, ULfEiT Fik
AT E LT
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2.54.2-3 COVID-19 @ 5 JEIRANMRAE 45 F TORH D Kaplan-Meier ffifi : Phase 2b Part
(COVID-19 FEIED> & MEVE 2B £ TORRIAS 72 W R A5 O iR B )

Time to resolution of 5 symptoms
(Time from onset of <72 hours)

100 —
= 80 R
:]C_; Lot r'_-__""' o — —HHi-
3 60 A
5 reT -
c T ——
£ 40 £ T
o ‘4' r
Q -
[S) -1 .
a 20 e — S$-217622 250 mg (n=53, Median=6.3)
v .=+ $-217622 125 mg (n=52, Median=6.9)
o P — — Placebo (n=52, Median=10.4)

0 2 4 6 8 10 12 14 16 18 20 22

Time from the start of treatment [days]

25423 AR
ARIETIL, AIMEOREEIC V2 375/125 mg BEDFEF 2 TR~ 5.

2.5.4.2.31 FERE DN R U AN OMETZR4F M

Phase 3 Part (23317 2 B/ 2 4E D SARS-CoV-2 [EYHE O ITT M D 5 B, EH e filrct g4
G5 COVID-19 FAEN b MAEZL T F TOREM A 72 BRERFARGE O IL 375/125 mg £ 347
B, 77 v REE343FITH Y, ITT HEMIX 375/125 mg B 603 5], 7Z & REE 600 ] ThH - 7-.
723, Phase 3 Part (ZB W THEIEA{L X 72 1215 6l (375/125 mg BF 607 3], 77 & REE 608 1))
Do B, HANIL 662 B (375/125 mg & 341 #il, 77 wHREE321 ) TH-oT-.

ITT £H D 5 5, COVID-19 FEIEN & ELE 2T £ TORFMAS 72 REEAN OEH DN D #EEE
FHIRMEZ R 2.54.2-112, ITT MO N O FRIFIEEZ R 2.54.2-2 1077

BE/TAEAED SARS-CoV-2 &Y (ITT £ 5 5, COVID-19 FIEH & HIELEL £ TD
REfHI 23 72 IR AT DR 123 W T, BIEDOFIG X Z 24, 375/125 mg #f 55.6% (193/347 1),
77 AREE50.7% (174/343 i) (UL FRINE) To o7z Flo h 9l (&PR) 13X, 34.0 (14—67) i,
32.0(12—68) W TH Y, WTHORET b REFER K O ElnE 285 £z, AFEIE 375/125 mg #f
LT 7R HEDOE 2 flabrE, RTCT YT NTho7z. SARS-CoV-2 U7 F U H#fEH DOEIE
1%, 92.8%(322/347 f4il), 91.8% (315/343 f5l) TH YV, WTFNORETHHERE DIF L A L% SARS-
CoV-2 U U F 4l AT -T2,

BIiE/HAESE D SARS-CoV-2 ik (ITT 4£H]) bREROMEM TH 7223, ZD H H COVID-19
FEAEI D AR TS F COREM Y 72 B UL EOEIGIE, 42.5% (256/603 f51l), 42.8% (257/600 f)
ThHoT-.

WTHOEMIZEW T, ANAFGHFRRE CRGHERICR E 22213720 o 7.
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#* 2.542-1 PR O N DR FEOEEE © Phase 3 Part (ITT 2D 9 5, COVID-19 FEJED>
O HEVEZEIT F T ORI 72 IR A D)
S-217622 Placebo
125 mg 250 mg
N =347 N =340 N =343
n (%) n (%) n (%)
Sex Male 193 (55.6) 185 (54.4) 174 (50.7)
Female 154 (44.4) 155 (45.6) 169 (49.3)
Age (Years) (informed n 347 340 343
consent obtained)
Mean (SD) 35.7 (12.5) 353 (12.2) 34.7 (12.2)
Min 14 13 12
Median 34.0 33.0 32.0
Max 67 67 68
Height (cm) n 347 340 343
Mean (SD) 165.94 (10.55) 164.49 (8.93) 164.33 (9.36)
Min 140.0 145.0 145.0
Median 166.80 164.00 163.50
Max 264.0 189.7 188.9
Weight (kg) n 347 340 343
Mean (SD) 64.55 (15.36) 62.48 (13.55) 62.00 (12.71)
Min 36.4 40.0 38.0
Median 62.20 61.00 60.40
Max 156.0 125.8 117.0
BMI n 347 340 343
Mean (SD) 2331 (4.31) 22.94 (3.69) 22.82(3.48)
Min 7.0 15.1 16.0
Median 22.90 22.60 22.30
Max 49.8 39.7 40.5
Race Asian 345 (99.4) 338 (99.4) 341 (99.4)
American Indian or Alaska 0 0 0
Native
Black or African American 0 1(0.3) 0
Native Hawaiian or Other 0 1(0.3) 0
Pacific Islander
White 0 0 0
Other 2 (0.6) 0 2 (0.6)
Drinking habits Yes 106 (30.5) 116 (34.1) 103 (30.0)
No 241 (69.5) 224 (65.9) 240 (70.0)
Smoking habits Yes 55 (15.9) 56 (16.5) 48 (14.0)
No 292 (84.1) 284 (83.5) 295 (86.0)
Condition of subject Hospitalization 31(8.9) 43 (12.6) 38 (11.1)
Outpatient 98 (28.2) 68 (20.0) 80 (23.3)
Recuperation at home 142 (40.9) 159 (46.8) 151 (44.0)
Recuperation at accommodation 76 (21.9) 70 (20.6) 74 (21.6)
(hotel)
Other 0 0 0
Pathogen Test Method Nucleic acid detection test 128 (36.9) 114 (33.5) 114 (33.2)
Antigen test (quantitative 36 (10.4) 21(6.2) 24 (7.0)
analysis)
Antigen test (qualitative 182 (52.4) 205 (60.3) 205 (59.8)
analysis)
Other 1(0.3) 0 0
Time from onset to <24 hours 52 (15.0) 57 (16.8) 49 (14.3)
randomization [a]
Between > 24 and < 48 hours 126 (36.3) 113 (33.2) 132 (38.5)
Between > 48 and < 72 hours 169 (48.7) 170 (50.0) 162 (47.2)
Between > 72 and < 96 hours 0 0 0
Between > 96 and < 120 hours 0 0 0
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S-217622 Placebo
125 mg 250 mg
N =347 N =340 N =343
n (%) n (%) n (%)
> 120 hours 0 0 0
Vaccination of SARS-CoV-2 Yes 322 (92.8) 313 (92.1) 315(91.8)
No 25(7.2) 27(7.9) 28 (8.2)
Pollen allergic conditions [b] Yes 41 (11.8) 35(10.3) 41 (12.0)
No 306 (88.2) 305 (89.7) 302 (88.0)
Past medical conditions Yes 8(2.3) 11 (3.2) 13 (3.8)
No 339 (97.7) 329 (96.8) 330 (96.2)
Current medical conditions ~ Yes 126 (36.3) 113 (33.2) 124 (36.2)
No 221 (63.7) 227 (66.8) 219 (63.8)
Prior drugs Yes 171 (49.3) 153 (45.0) 160 (46.6)
No 176 (50.7) 187 (55.0) 183 (53.4)
Concomitant drugs Yes 176 (50.7) 176 (51.8) 168 (49.0)
No 171 (49.3) 164 (48.2) 175 (51.0)
Prior therapies Yes 0 2 (0.6) 0
No 347 (100.0) 338 (99.4) 343 (100.0)
Concomitant therapies Yes 1(0.3) 3(0.9) 0
No 346 (99.7) 337 (99.1) 343 (100.0)
Min = Minimum; Max = Maximum; SD = Standard Deviation
BMI = Body Mass Index; SARS-CoV-2 = Severe Acute Respiratory Syndrome Coronavirus 2
[a] Only Participants with Mild/Moderate SARS-CoV-2 Infection
[b] Pollen allergic conditions were determined using medical histories for each participant.
#* 25422 RS D N OFERHFHIRFE © Phase 3 Part (ITT 21H)
S-217622 Placebo
125 mg 250 mg
N =603 N =595 N =600
n (%) n (%) n (%)
Sex Male 318 (52.7) 323 (54.3) 311 (51.8)
Female 285 (47.3) 272 (45.7) 289 (48.2)
Age (Years) (informed n 603 595 600
consent obtained)
Mean (SD) 35.9 (12.7) 35.9 (12.7) 35.3 (12.6)
Min 14 13 12
Median 34.0 34.0 33.0
Max 69 68 69
Height (cm) n 603 595 600
Mean (SD) 165.40 (9.97) 164.83 (9.57) 164.82 (9.17)
Min 140.0 117.0 145.0
Median 165.00 164.30 164.00
Max 264.0 189.7 188.9
Weight (kg) n 603 595 600
Mean (SD) 63.69 (14.46) 63.06 (13.87) 62.81 (13.80)
Min 36.4 38.0 36.7
Median 61.90 61.60 61.35
Max 156.0 125.8 140.0
BMI n 603 595 600
Mean (SD) 23.15 (4.03) 23.06 (3.87) 22.95 (3.70)
Min 7.0 13.8 14.7
Median 22.70 22.50 22.40
Max 49.8 48.1 40.6
Race Asian 601 (99.7) 593 (99.7) 598 (99.7)
American Indian or Alaska 0 0 0
Native
Black or African American 0 1(0.2) 0
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S-217622 Placebo
125 mg 250 mg
N =603 N =595 N =600
n (%) n (%) n (%)
Native Hawaiian or Other 0 1(0.2) 0
Pacific Islander
White 0 0 0
Other 2(0.3) 0 2(0.3)
Drinking habits Yes 214 (35.5) 224 (37.6) 206 (34.3)
No 389 (64.5) 371 (62.4) 394 (65.7)
Smoking habits Yes 94 (15.6) 98 (16.5) 87 (14.5)
No 509 (84.4) 497 (83.5) 513 (85.5)
Condition of subject Hospitalization 65 (10.8) 87 (14.6) 75 (12.5)
Outpatient 138 (22.9) 122 (20.5) 131 (21.8)
Recuperation at home 212 (35.2) 226 (38.0) 219 (36.5)
Recuperation at accommodation 188 (31.2) 160 (26.9) 175 (29.2)
(hotel)
Other 0 0 0
Pathogen Test Method Nucleic acid detection test 268 (44.4) 245 (41.2) 260 (43.3)
Antigen test (quantitative 49 (8.1) 38 (6.4) 40 (6.7)
analysis)
Antigen test (qualitative 285 (47.3) 312 (52.4) 300 (50.0)
analysis)
Other 1(0.2) 0 0
Time from onset to <72 hours 347 (57.5) 340 (57.1) 343 (57.2)
randomization [a] (Category 1)
> 72 hours 256 (42.5) 255 (42.9) 257 (42.8)
Time from onset to <24 hours 52 (8.6) 57 (9.6) 49 (8.2)
randomization [a] (Category 2)
Between > 24 and < 48 hours 126 (20.9) 113 (19.0) 132 (22.0)
Between > 48 and < 72 hours 169 (28.0) 170 (28.6) 162 (27.0)
Between > 72 and < 96 hours 159 (26.4) 164 (27.6) 167 (27.8)
Between > 96 and < 120 hours 97 (16.1) 91 (15.3) 90 (15.0)
> 120 hours 0 0 0
Vaccination of SARS-CoV-2 Yes 562 (93.2) 551 (92.6) 553(92.2)
No 41 (6.8) 44 (7.4) 47 (7.8)
Pollen allergic conditions [b] Yes 79 (13.1) 67 (11.3) 85 (14.2)
No 524 (86.9) 528 (88.7) 515 (85.8)
Past medical conditions Yes 18 (3.0) 19 (3.2) 254.2)
No 585 (97.0) 576 (96.8) 575 (95.8)
Current medical conditions ~ Yes 227 (37.6) 217 (36.5) 221 (36.8)
No 376 (62.4) 378 (63.5) 379 (63.2)
Prior drugs Yes 341 (56.6) 311 (52.3) 329 (54.8)
No 262 (43.4) 284 (47.7) 271 (45.2)
Concomitant drugs Yes 312 (51.7) 319 (53.6) 299 (49.8)
No 291 (48.3) 276 (46.4) 301 (50.2)
Prior therapies Yes 0 3(0.5) 1(0.2)
No 603 (100.0) 592 (99.5) 599 (99.8)
Concomitant therapies Yes 1(0.2) 4(0.7) 1(0.2)
No 602 (99.8) 591 (99.3) 599 (99.8)

Min = Minimum; Max = Maximum; SD = Standard Deviation

BMI = Body Mass Index; SARS-CoV-2 = Severe Acute Respiratory Syndrome Coronavirus 2

[a] Only Participants with Mild/Moderate SARS-CoV-2 Infection

[b] Pollen allergic conditions were determined using medical histories for each participant.
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254232
2542321

FEFEIER

COVID-19 M 5 FERAMRIE T 5 E TDHERH

Phase 3 Part O EZEFHIEHE TH 5, BIE/PHFIED SARS-CoV-2 EYF (ITT H£HD 5 b,
COVID-19 J&JEN> & AR A B £ TOREMA 72 FEEARM OEM]) 128175, COVID-19 d 5 JE
WNRIE T2 £ TORR L O O Kaplan-Meier Hifiz, T 2% 2.5.4.2-3 KO 2.5.4.2-4
R

FEIE/ P4 SE D SARS-CoV-2 [EYe# (ITT £ D 9 H, COVID-19 FIEN S MEVEE BNt £ TD
BRI 2Y 72 BEERG OEM) (28125 COVID-19 @ 5 JERNSRE S5 F COREMIE, il
(COVID-19 @ 5 FEMRDNRAE U 7o R DEIE D3 50% & 72 % F TORER]) (95% (5 X M) & LT,
375/125 mg & 167.9 (145.0, 197.6) W§fE, 7° 7 & AEE 192.2(174.5, 238.3) [ Td - 7=. COVID-19
D 5IERDIRAE T 2 £ TORFEINE, 77 BARFEE i LT 375/125mg BT, Hfid LT 243
Ref#] R 1 ) OFERENA DALz, £70, FEHFIICHRRZD R Iz (Peto-Prentice D JE ]
— Ak, Wilcoxon #7E : Al p = 0.0204).

#* 25423 COVID-19 @ 5 JEMRAMRIE T 5 £ TORER] : Phase 3 Part (ITT £ D 9
COVID-19 F&JED & B2 EIAS F TORMIAY 72 Ry AT O )
S-217622 S-217622 Placebo
125 mg 250 mg

N =347 N =340 N =343
Nominal significance level for one-sided p-value 0.025 - -
n 336 329 321
Number of events 254 (75.6) 262 (79.6) 233 (72.6)
Number of censored 82 (24.4) 67 (20.4) 88 (27.4)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

Up to 21 days

Restricted Mean Survival Time (RMST) [95% CI]
Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]

167.9 [145.0, 197.6]
243 1[-78.7,11.7]
99.5,424.8
2.4,489.1 +

241.6 [223.1, 260.2]
-19.4 [-45.6, 6.9]

171.2[150.8, 190.3]
21.0 [-73.8, 7.2]
96.7, 360.9
9.4,490.1 +

234.8 [217.0,252.7]
-26.1 [-51.9, -0.4]

192.2[174.5, 238.3]
120.2, ---
5.0,492.4 +

261.0 [242.4,279.5]

- One-sided p-value 0.0735 0.0116 -
- Two-sided p-value 0.1471 0.0232 -
Primary analysis for the primary endpoint

Stratified Peto-Prentice's generalized Wilcoxon test

vs. placebo [b]

- One-sided p-value 0.0204 0.0101 -
- Two-sided p-value 0.0407 0.0203 -

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI]

- Two-sided p-value

1.14[0.95, 1.36]
0.1513

1.22 [1.03, 1.46]
0.0253

CI = Confidence Interval; Min = Minimum; Max = Maximum
5 symptoms (stuffy or runny nose, sore throat, cough, feeling hot or feverish, and low energy or tiredness)

[a] +: Max includes censored data.

[b] Adjusted by the following stratum (SARS-CoV-2 vaccination history [Yes or No])
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2.5.4.2-4 COVID-19 @ 5 JEIRANRAE 35 F TORM D Kaplan-Meier Hfif# : Phase 3 Part
(TT M D 5 5, COVID-19 FIEN b HEAE 2B F TOREAY 72 RFfEA O
L)
100
9
é 80
»
8 _
2 60
s 50
E 40
é 90 4 | Censor
& 772 L $-217622 125mg
A ' — 5217622 250mg
0- — — Placebo

0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360 384 408 432 456 480 504 528

Hours
S5-217622 125mg 336 329 314 289 255 219 186 166 151 137 128 119 113 104 102 99 94 8 79 76 55 0 0O
S5-217622 250mg 329 325 315 282 247 221 188 163 141 132 124 113 107 102 90 80 75 75 67 58 37 0 O
Placebo 321 316 304 293 265 237 208 180 158 148 139 127 119 114 104 95 89 86 83 77 52 0 0

FEFGIE B O EEARRIRMNT & LT, ITT £ %2R IR ORI 217 - 7-.

Phase 3 Part DRESE/HFAEE D SARS-CoV-2 [&YL (ITT #£[H) (23517 5 COVID-19 @ 5 fiEtkn
PRAE S 5 £ TORfH L O D Kaplan-Meier Hiff %, 2k 2.54.2-4 O 2.54.2-5 TR
7.

FRIE/ T EIED SARS-CoV-2 iYL (ITT 4£[H) 12317 5 COVID-19 @ 5 FERAPRAET 2 £ T
OFENE, FRAL (COVID-19 D 5 FEIRMRIE L 7 48E DOEIG S 50% & 725 £ TORR) (95%
EHEXME) & LT, 375/125 mg £ 189.7 (161.6, 216.0) Wifi], 77 & REE 200.3(180.8, 235.2) K
MThot. BEENERFIED 3 FEHOMITFERIIRATTH D720, 4 FHHTHDAMYT LM
TEXRWR, AERZET -7, 728, COVID-19 @ 5 FERAIIES 5 F TORMIL, 7 7F&
EE L el LT 375/125 mg B#EC, FORAEOEAE & LT 10.6 REf O FEHE 27~ L 7.

7 2.54.2-4 COVID-19 @ 5 EfRANPAE 3 2 &£ TOREM] : Phase 3 Part (ITT 4£[H])
S-217622 S-217622 Placebo
125 mg 250 mg
N =603 N =595 N =600
Nominal significance level for one-sided p-value 0.025 - -
n 582 575 572
Number of events 425 (73.0) 433 (75.3) 412 (72.0)
Number of censored 157 (27.0) 142 (24.7) 160 (28.0)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

189.7 [161.6, 216.0]
-10.6 [-56.9, 21.3]
104.3, -
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S-217622 2.5 BEIRIZBE9 2 G REAM
S-217622 S-217622 Placebo
125 mg 250 mg
N =603 N =595 N =600
Min, Max [a] 24,4933 + 9.4,493.1 + 0.0,492.4 +

Up to 21 days

Restricted Mean Survival Time (RMST) [95% CI]

Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]

- One-sided p-value
- Two-sided p-value

Key secondary analysis for the primary endpoint

Stratified Peto-Prentice's generalized Wilcoxon test

vs. placebo [b]
- One-sided p-value
- Two-sided p-value

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI]

- Two-sided p-value

254.4 [240.1, 268.6]
-5.6[-25.9, 14.6]

0.3184

0.6368

0.2176

0.4352

1.0310.90, 1.18]
0.6467

245.1 [231.0, 259.2]
-14.9[-35.0, 5.2]

0.0676

0.1351

0.0636

0.1273

1.11 [0.97, 1.27]
0.1324

260.0 [245.6, 274.4]

CI = Confidence Interval; Min = Minimum; Max = Maximum
5 symptoms (stuffy or runny nose, sore throat, cough, feeling hot or feverish, and low energy or tiredness)
[a] +: Max includes censored data.
[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination

history [Yes or No])
2.54.2-5
100
S
g
g 80
=
2
- _
2 60
<
o 50 A
E
E 40
=]
g
=
g 20
=]
g
&
0 -

COVID-19 @ 5 fER DA 3 % £ TORE D Kaplan-Meier #if## : Phase 3 Part

(ITT %)

| Censor

=== 5-217622 125mg

— 5-217622 250mg

== Placebo

0

S

T T T T T T
24 48 72 96 120 144

-217622 125mg 582 573 549 505 449 400 347
5-217622 250mg 575 570 550 496 436 377 331

Placebo 572 554 526 492 450 404 355

T T
168 192 216 240 264 28

Hours
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T
8 312 3

306 283 262 247 228 218 201 192 181 172 163 155
291 260 246 234 213 199 191 172 159 152 150 138
317 288 269 251 234 221 208 191 176 167 160 151

36 360 384 408 432

456 480 504 528
142 100 0 0
1256 78 0 0
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S-217622

2.5 BEIRIZBE9 2 G REAM

254.233 FELRIXETEIEB

2.5.4.2.3.3.1 Day4 [2HEITAHIAILARNAEDR—RASA UMb DELE

Phase 3 Part ® FELRIRFHGIEE CTh 5, BIE/HEIED SARS-CoV-2 &Y (ITT £ D 5
B, COVID-19 BIED & MAE A £ TORRIA 72 BRI O£ (28155, Day 4 (281
LA LA RNA BDR—RAT A b OEbEAEF 2.5.4.2-5 (-7

FESE/ P4 SE D SARS-CoV-2 [EYe#E (ITT £ D 9 5, COVID-19 FIEN S MEVEE BN £ TD
B 28 72 BRI O] (231 5 Day 4 TO VA LA RNA BEDOR—2 T A inh DELE
(logio [copies/mL]) DI (SD) 1%, 375/125 mg #£-2.737(1.085), 77 & REE-1.235(1.528) T
BHo7-. Day4 23T %5 SARS-CoV-2 D7 A LA RNA BEOEL BEORBEFELHEEMIT, 7I7&
AEE L LLEZ LT 375/125 mg #ETHK 1.5 logio (copies/mL) DV ZR L, HEZENRBD b

(p < 0.0001).
7 2.54.2-5 Day 4 (2351} 5 SARS-CoV-2 D7 A /LA RNA BED_X—RA T A x5 DAL
£ : Phase 3 Part (ITT 42D 95 5, COVID-19 8JE 7> & HEAER I & T ORF[H
25 72 REE AT D AET)
S-217622 S-217622 Placebo
125 mg 250 mg

N =347 N =340 N =343
Nominal significance level for one-sided p-value 0.025 - -
n 340 333 337
Mean (SD) -2.737 (1.085) -2.690 (0.974) -1.235(1.528)
Min -5.71 -5.27 -5.02
Median -2.775 -2.790 -1.360
Max 1.43 0.33 4.64
Primary analysis for the key secondary end point
ANCOVA vs. placebo [a]
- LS mean (SE) -2.48 (0.08) -2.49 (0.08) -1.01 (0.08)
- Difference in LS mean (SE) -1.47 (0.08) -1.48 (0.08) -
- 95% CI for difference -1.63, -1.31 -1.64, -1.32 -
- One-sided p-value <.0001 <.0001 -
- Two-sided p-value <.0001 <.0001 -
van Elteren test vs. placebo
- Two-sided p-value [b] <.0001 <.0001 -

UNIT: logio copies/mL

ANCOVA = Analysis of Covariance; SD = Standard Deviation; SE = Standard Error; Min = Minimum; Max = Maximum,;

LS = Least Squares; CI = Confidence Interval

Lower limit of quantification of viral RNA is 2.08 logio copies/mL.
If viral RNA is negative and less than the lower limit of quantification, the viral RNA was imputed 2.27 and 2.08 logio

copies/mL, respectively.

[a] Covariate: SARS-CoV-2 viral RNA at baseline, SARS-CoV-2 vaccination history [Yes or No]
[b] Adjusted by the following stratum (SARS-CoV-2 vaccination history [Yes or No])

F72, AFHmIEH O FEEARRIKRENT & LT, ITT £ %2 RICFEREOIT 21T - 72,
Phase 3 Part DIJiE/HF 2 SE D SARS-CoV-2 i (ITT 4£H]) 1281F %, Day4 Ik F 57 AL
A RNA EDORX—=ZAT A b DOEGEEZR 2.542-6 IZR-T.
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FRIE/ 5 SE O SARS-CoV-2 J&Hss (ITT 4£H]) (231) 5 Dayd TO A )L A RNA EDN— A
T A inb DR (logio [copies/mL]) OFFEIfE (SD) 1%, 375/125 mg #-2.646 (1.097), 77 &
ARHE-1.419 (1.423) THo7=. Day 4 {281} D SARS-CoV-2 DA /LA RNA DAL EO
FAHEEML, 77 B AREE L el L C 375/125 mg #£C 1.2 logio (copies/mL) DI &7~ L7-.

* 2.54.2-6 Day 4 (23T % SARS-CoV-2 D7 A LA RNA EDX—A T A )b DEAL
#2 : Phase 3 Part (ITT #£[H)
S-217622 S-217622 Placebo
125 mg 250 mg
N =603 N =595 N =600
Nominal significance level for one-sided p-value 0.025 - -
n 592 579 589
Mean (SD) -2.646 (1.097) -2.594 (1.010) -1.419 (1.423)
Min -5.71 -5.27 -5.39
Median -2.695 -2.710 -1.620
Max 4.34 1.01 5.10
Key secondary analysis for the key secondary endpoint
ANCOVA vs. placebo [a]
- LS mean (SE) -2.46 (0.06) -2.46 (0.06) -1.26 (0.06)
- Difference in LS mean (SE) -1.20 (0.06) -1.20 (0.06) -
- 95% CI for difference -1.32,-1.08 -1.32,-1.08 -
- One-sided p-value <.0001 <.0001 -
- Two-sided p-value <.0001 <.0001 -
van Elteren test vs. placebo
- Two-sided p-value [b] <.0001 <.0001 -

UNIT: logio copies/mL

ANCOVA = Analysis of Covariance; SD = Standard Deviation; SE = Standard Error; Min = Minimum; Max = Maximum,;
LS = Least Squares; CI = Confidence Interval

Lower limit of quantification of viral RNA is 2.08 logio copies/mL.

If viral RNA is negative and less than the lower limit of quantification, the viral RNA was imputed 2.27 and 2.08 logio
copies/mL, respectively.

[a] Covariate: SARS-CoV-2 viral RNA at baseline, time from onset to randomization [<72 hours or >72 hours], SARS-CoV-
2 vaccination history [Yes or No]

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination
history [Yes or No])

254234 Bl R 15 B
2542341 COVID-19 fER M RIE S % F T D5

Phase 3 Part DRLE/ T EESED SARS-CoV-2 Ji&HL# (ITT ££HD 5 5, COVID-19 FIEN & HAF
ZEE TORMA 72 FERRTE O£, KOITT £MH]) 128155 COVID-19 @ 12 JER )V RIE
T 5 F TORM K OZ O Kaplan-Meier iz, ZhENE 2542-7 LUK 25426, £
2.542-8 KO 2.5.4.2-7 127

WESE/ 45 SE D SARS-CoV-2 [&Ye#E (ITT £ D 9 H, COVID-19 FIEN S HAEL BN £ T
W2y 72 BRI O] 12812 COVID-19 @ 12 JERINIE T 5 £ TORRIE, ool
(COVID-19 @ 12 JEARDIVPAE L 7= OEIG DY 50% & 72 5 F TORER]) (95%(5HIXMH) & L
T, 375/125 mg #£ 179.2 (152.1, 212.1) W¢f, 77 &Rk 213.2 (185.8, 253.8) KEfi] CH -7z,
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COVID-19 @ 12 JEIRRIE T D £ TOREMNE, 77 BARREE bl LT 375/125 mg BT, H9fif
E LT 34.0 B (]9 1.5 B) oEMEEIMNAA SN,

F7-, BAE/TEIE D SARS-CoV-2 e (ITT M) 1281F 5 COVID-19 D 12 JER 3 HE
% E TOREIE, HAE (COVID-19 @ 12 FER DAL L 72 gBRE OFIG 0 50% & 72 5 F TORF
i) (95%IEHEX ) & LT, 375/125 mg & 200.0 (179.2, 241.3) Kifl], 77 &AREE221.5 (192.2,
246.5) Bl TH - 7=,

# 25427 COVID-19 @ 12 JERAPAE T 5 £ TORER : Phase 3 Part ITT £ D 5 B,
COVID-19 F&JiE > b MEAE 2 B F TOREAY 72 WREfE] A O FE L)
S-217622 S-217622 Placebo
125 mg 250 mg

N =347 N =340 N =343
n 336 330 321
Number of events 244 (72.6) 258 (78.2) 227 (70.7)
Number of censored 92 (27.4) 72 (21.8) 94 (29.3)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

Up to 21 days

Restricted Mean Survival Time (RMST) [95% CI]
Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]

179.2 [152.1,212.1]
-34.0 [-85.9, 8.3]
105.6, ---
2.4,489.1 +

253.9[235.1,272.7]
-16.9 [-43.3,9.5]

184.9 [168.9, 226.2]
283 [-72.8, 14.7]
114.2,422.7
9.4,490.1 +

249.9[232.2,267.7]
-20.8 [-46.5, 4.8]

213.2[185.8, 253.8]

123.0, ---
13.9,492.4 +

270.8 [252.2,289.3]

- One-sided p-value 0.1184 0.0253 -
- Two-sided p-value 0.2367 0.0505 -
Stratified Peto-Prentice's generalized Wilcoxon test

vs. placebo [b]

- Two-sided p-value 0.0651 0.0843 -

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI]

- Two-sided p-value

1.11[0.93, 1.33]
0.2441

1.19 [1.00, 1.42]
0.0558

CI = Confidence Interval; Min = Minimum; Max = Maximum
COVID-19 symptoms were 12 symptoms (low energy or tiredness, muscle or body aches, headache, chills or shivering,
feeling hot or feverish, stuffy or runny nose, sore throat, cough, shortness of breath [difficulty breathing], nausea, vomiting,

and diarrhea)

[a] +: Max includes censored data.

[b] Adjusted by the following stratum (SARS-CoV-2 vaccination history [Yes or No])
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2.5.4.2-6 COVID-19 @ 12 JEIRSRAE S5 £ TOFER# O Kaplan-Meier #i## : Phase 3 Part
(TT M D 5 5, COVID-19 FIEN b HEAE 2B F TOREAY 72 RFfEA O
)
100
g
é 80
>
8 .
3 60
o
“‘g 50
E 40
,_,':E‘
g 204 | Censor
2
s &= smamam 5-217622 125mg
A — 5217622 250mg
0- m— m— Placebo
(I) 2I4 4‘8 TIZ 9‘(-3 lé() 1:14 lfli8 1;3‘2 2;6 QJLO 2;34 2;38 3;2 31;6 13(:‘:0 3;&4 4(IJ8 4;32 4%6 4;5() ﬁ(l)-i 558

Hours
S5-217622 125mg 336 334 320 296 266 230 194 170 156 142 133 126 120 113 111 107 103 97 89 85 59 0 0O
5-217622 250mg 330 328 316 296 267 240 208 178 153 143 137 125 120 113 101 90 84 82 73 63 39 0 0
Placebo 321 319 312 299 272 243 213 186 168 153 145 132 124 116 108 102 96 92 89 82 56 0 0

# 2.54.2-8 COVID-19 @ 12 SER N RAE T 5 £ TOREH] : Phase 3 Part (ITT ££H)
S-217622 S-217622 Placebo
125 mg 250 mg
N =603 N =595 N = 600
n 582 577 572
Number of events 401 (68.9) 423 (73.3) 403 (70.5)
Number of censored 181 (31.1) 154 (26.7) 169 (29.5)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]

25th percentile, 75th percentile

Min, Max [a]

Up to 21 days

Restricted Mean Survival Time (RMST) [95% CI]

Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]

- One-sided p-value
- Two-sided p-value

Stratified Peto-Prentice's generalized Wilcoxon test

vs. placebo [b]
- Two-sided p-value

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI]

- Two-sided p-value

200.0 [179.2, 241.3]
21.5[-55.1,29.3]
113.9, -
24,4933 +

270.4 [255.9, 284.9]
0.6 [-19.7, 20.9]

0.6085
0.7830

0.7626

0.98 [0.85, 1.12]
0.7687

192.1[180.2,231.1]

-29.4[-59.1, 19.8]
112.1,463.9
9.4,493.1 +

260.0 [246.1,273.9]
-9.8[-29.7,10.1]

0.1452
0.2903

0.3501

1.08 [0.94, 1.23]
0.2902

221.5[192.2,246.5]

120.1, ---
0.0,492.4 +

269.8 [255.6, 284.0]

CI = Confidence Interval; Min = Minimum; Max = Maximum
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COVID-19 symptoms were 12 symptoms (low energy or tiredness, muscle or body aches, headache, chills or shivering,
feeling hot or feverish, stuffy or runny nose, sore throat, cough, shortness of breath [difficulty breathing], nausea, vomiting,
and diarrhea)

[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination
history [Yes or No])

2.5.4.2-7 COVID-19 @ 12 JEIR S RAE S 5 £ TOFER# O Kaplan-Meier #i## : Phase 3 Part
(TT ££[H)
100
g
% 80
>
g _
8 60
E 50
E 40
,;é
g 20 4 | Censor
25 Y - 4 $-217622 125mg
£ — §-217622 250mg
0- m— = Placebo

0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360 384 408 432 456 480 504 528

Hours
S5-217622 125mg 582 578 558 520 473 421 363 318 298 276 264 248 237 222 212 202 195 188 178 165 112 0 0
S5-217622 250mg 577 575 560 521 475 411 360 315 281 264 253 230 218 208 188 174 165 161 149 135 84 0 0
Placebo 572 560 543 510 469 420 367 326 302 278 261 242 229 213 198 185 175 167 1568 146 90 0 0

Phase 3 Part DLE/TEHSED SARS-CoV-2 JikHs# (ITT ££HD 5 5, COVID-19 FIEH & HAF
ZEE TORMA 72 FERRTE O£, KOITT £MH]) 12815 COVID-19 @ 14 JEIR DV RAE
T 5 F TORFM &% O Kaplan-Meier #Hift %, ZThZh*E 25429 KOK 25428, &
2.5.4.2-10 L ONX] 2.54.2-9 [ZR"7.

HRIE/ A5 SE D SARS-CoV-2 [E# (ITT £M D 5 5, COVID-19 FIEN S EAELEI £ TO
W2y 72 FERRTE O] 12815 COVID-19 @ 14 JERINRE S 5 £ TORRIE, ool
(COVID-19 @ 14 FERDIPAE L7 BERE OFIG D 50% & 72 2 F TOREH]) (95%(EHEXH) & L
T, 375/125 mg Bf 187.8 (156.4, 217.0) K¢, 77 & ARHE231.8 (192.1, 265.8) i CTdH - 7.
COVID-19 @ 14 JEIRRIE T D £ TOREMIE, 77 BARREE Ll LT 375/125 mg BT, Hfi
ELTHIERH (2 B) OoFEEIALNT-.

BRE/ T AEAE D SARS-CoV-2 J&YeH (ITT 4£H) 12815 5 COVID-19 O 14 k3 RIES 5 & T
ORI, FAE (COVID-19 O 14 JER DA U 7298 F OFEIG 03 50% & 72 5 F TOREE) (95%
FHEXM) & LT, 375/125mg #f 215.9(187.9, 246.0) K], 77 & REE 240.2(206.3, 266.5) B
MThot.
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# 25429 COVID-19 O 14 R IRAE T 2 F TOREH : Phase 3 Part (ITT #£H D 5 5,
COVID-19 FEJED b HEAEZ BIFT & TORFH] S 72 WefR] ARG O 4 HT)
S-217622 S-217622 Placebo
125 mg 250 mg

N =347 N =340 N =343
n 336 330 321
Number of events 241 (71.7) 255(77.3) 224 (69.8)
Number of censored 95 (28.3) 75 (22.7) 97 (30.2)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

Up to 21 days

Restricted Mean Survival Time (RMST) [95% CI]
Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]

187.8 [156.4, 217.0]
-44.1[-95.3, 4.5]
105.6, -
2.4,489.1 +

257.9[239.0, 276.8]
-20.1 [-46.5, 6.3]

190.3 [171.4, 244.0]
-41.5[-81.2,27.3]
117.1,431.6
9.4,490.1 +

256.0 [238.1, 273.8]
-22.0[-47.7,3.7]

231.8[192.1, 265.8]

129.7, ---
13.9,492.4 +

278.0 [259.5, 296.4]

- One-sided p-value 0.0892 0.0206 -
- Two-sided p-value 0.1784 0.0412 -
Stratified Peto-Prentice's generalized Wilcoxon test

vs. placebo [b]

- Two-sided p-value 0.0304 0.0525 -

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI]

- Two-sided p-value

1.13[0.94, 1.36]
0.1867

1.20 [1.00, 1.44]
0.0455

CI = Confidence Interval; Min = Minimum; Max = Maximum
COVID-19 symptoms were 14 symptoms (low energy or tiredness, muscle or body aches, headache, chills or shivering,
feeling hot or feverish, stuffy or runny nose, sore throat, cough, shortness of breath [difficulty breathing], nausea, vomiting,

diarrhea, taste disorder and smell disorder)
[a] +: Max includes censored data.

[b] Adjusted by the following stratum (SARS-CoV-2 vaccination history [Yes or No])
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2.54.2-8 COVID-19 @ 14 JEIRSAE S 5 £ TOFEE O Kaplan-Meier #i## : Phase 3 Part
(TT M D 5 5, COVID-19 FIEN b HEAE 2B F TOREAY 72 RFfEA O
L)
100
g
é 80
»
2 |
é 60
E 50
E 40
é 20 | Censor
E """"" 5-217622 125mg
—5-217622 250mg
0  wm Placebo

0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360 384 408 432 456 480 504 528
Hours

S5-217622 125mg 336 334 320 296 266 231 196 174 160 147 137 130 123 117 115 112 106 99 92 88 59 0 0

5-217622 250mg 330 328 316 297 269 245 211 181 158 150 145 132 126 119 107 94 89 8 77 65 39 0 0O

Placebo 321 319 313 301 276 250 221 193 175 160 153 139 129 121 114 107 101 96 92 85 56 0 0

# 2.54.2-10 COVID-19 @ 14 JEIR DN RAET 5 £ TOREH] : Phase 3 Part (ITT ££H)
S-217622 S-217622 Placebo
125 mg 250 mg
N =603 N =595 N =600
n 582 577 572
Number of events 398 (68.4) 415 (71.9) 396 (69.2)
Number of censored 184 (31.6) 162 (28.1) 176 (30.8)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

Up to 21 days

Restricted Mean Survival Time (RMST) [95% CI]
Difference in RMST vs. placebo [95% CI]

Stratified log-rank test vs. placebo [b]

- One-sided p-value
- Two-sided p-value

Stratified Peto-Prentice's generalized Wilcoxon test

vs. placebo [b]
- Two-sided p-value

Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI]

- Two-sided p-value

215.9 [187.9, 246.0]
24.2[-66.5,26.3]
115.0, -
24,4933 +

274.3 [259.8, 288.7]
-3.5[-23.7, 16.8]

0.4683
0.9366

0.4572

1.00 [0.87, 1.15]
0.9618

212.7[183.9, 246.9]
27.4[-69.4,27.1]
114.5, -
9.4,493.1 +

268.5 [254.5, 282.5]
9.3[-29.2,10.7]

0.1451
0.2902

0.2952

1.08 [0.94, 1.24]
0.2900

240.2 [206.3, 266.5]

123.1, ---
0.0, 492.4 +

277.8 [263.6, 291.9]

CI = Confidence Interval; Min = Minimum; Max = Maximum
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COVID-19 symptoms were 14 symptoms (low energy or tiredness, muscle or body aches, headache, chills or shivering,
feeling hot or feverish, stuffy or runny nose, sore throat, cough, shortness of breath [difficulty breathing], nausea, vomiting,
diarrhea, taste disorder and smell disorder)

[a] +: Max includes censored data.

[b] Adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours], SARS-CoV-2 vaccination
history [Yes or No])

2.54.2-9 COVID-19 @ 14 JEIRSAE S 5 £ TOFER# O Kaplan-Meier #i## : Phase 3 Part
(ITT 4£[H)
100
g
é 80
A
z ‘
2 60
b
E 50
g 10
g
,_;é‘
E 90 | Censor
g
s @ e 5-217622 125mg
) — 5-217622 250mg
0 m— m— Placebo

0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360 384 408 432 456 480 504 528

Hours
S-217622 125mg 582 578 558 521 476 425 369 325 305 284 271 255 243 229 219 208 199 190 181 168 112 0 O
S-217622 250mg 577 575 560 523 479 418 366 321 293 278 268 245 233 224 204 187 179 172 157 141 87 0 0
Placebo 572 560 545 514 477 432 381 338 314 290 276 256 239 223 208 195 185 175 163 151 90 0 O

2542342 SARS-CoV-2 D4 JLARNAEDR—RS A UhbDELE

Phase 3 Part DELE/TESED SARS-CoV-2 JikHs# (ITT ££HD 5 5, COVID-19 FIEN & HAF
ZETE TORMIAN 72 BRI OEN, K OITT £MH) TOEEAIZEBIT 5D SARS-CoV-2 D
A VA RNA BEDONX—RAT A DO LR (logio [copies/mL]) %, T Eh#E 2.542-11 K
# 2.542-12 1R

COVID-19 FEAEN & BEAELEILF £ TOREFN 72 BRI OEMIZI T 5 7 A /LA RNA 80D
NR—2 T A b OEALE (logio [copies/mL]) D F-)fE (SD) (%, Day2 T 375/125 mg #£-0.699
(0.872), 77 AREE-0.191 (1.064) (LA F[AINE) T&H Y, Day 4 T-2.737 (1.085), —1.235 (1.528),
Day 6 T-3.718 (1.166), —2.398(1.550) Td>7-. Day2, Day4, Day6 (21} % SARS-CoV-2 D
A LA RNA BEOZALBORIEFEAHECIEIL, 77 AL it LT 375/125 mg BECENE
AU 0.5 logio (copies/mL), #J 1.5 logio (copies/mL), #J 1.3 logio (copies/mL) Db %~ L 7-.

ITT £FHIZE T D 7 A /LA RNA EDRX—RA T A b DAL (logio [copies/mL]) D F-HE
(SD) 1%, Day 2 T 375/125 mg #£-0.772 (0.859), 77 &R EE-0.304 (0.971) (LL FFIE) TH Y,
Day 4 T—2.646(1.097), —1.419 (1.423), Day 6 T-3.594 (1.166), —2.572(1.438) T ~7-. Day2,
Day4, Day6 {231} % SARS-CoV-2 D7 A /L Z RNA BDOZE(LEDOFEFEAHEEMEIL, TR
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BE & el LT 375/125 mg BECTEALZ 4L 0.45 logio (copies/mL), 1.2 logio (copies/mL), #J
1.0 logio (copies/mL) Dbz~ L7z,

#* 254.2-11 FRERUZHIT D SARS-CoV-2 D7 A LA RNA BEDX—R T A L inb OEAL
& : Phase 3 Part (ITT 22D 9 5, COVID-19 FAEN D MAE 2 E & T ORERHM
A3 72 TR AR O 2R
Time Point Response Type Statistics Mild/Moderate
S-217622 S-217622 Placebo
125 mg 250 mg
N =347 N =340 N =343
Baseline Observed Value n 345 336 341
Mean (SD) 6.976 (1.006) 6.889 (1.014) 6.933 (0.993)
Min 2.60 2.26 2.41
Median 7.240 7.160 7.170
Max 8.63 8.35 8.82
Day 2 Change from Baseline n 344 335 337
Mean (SD) -0.699 (0.872) -0.662 (0.900) -0.191 (1.064)
Min -5.31 -4.20 -5.21
Median -0.680 -0.650 -0.260
Max 3.39 2.22 4.40
LS mean (SE) by ANCOVA [a] -0.55(0.07) -0.54 (0.07) -0.05 (0.07)
Difference in LS mean vs Placebo (SE) -0.49 (0.07)  -0.48 (0.07) ---
95% CI for difference -0.63,-0.36  -0.62,-0.35 -
Two-sided p-value <.0001 <.0001 -
Two-sided p-value by van Elteren test [b] <.0001 <.0001 -
Day 4 Change from Baseline n 340 333 337
Mean (SD) -2.737 (1.085) -2.690 (0.974) -1.235 (1.528)
Min -5.71 -5.27 -5.02
Median -2.775 -2.790 -1.360
Max 1.43 0.33 4.64
LS mean (SE) by ANCOVA [a] -2.48 (0.08) -2.49(0.08) -1.01(0.08)
Difference in LS mean vs Placebo (SE) -1.47 (0.08) -1.48 (0.08) -
95% CI for difference -1.63,-1.31 -1.64,-1.32 -
Two-sided p-value <.0001 <.0001 -
Two-sided p-value by van Elteren test [b] <.0001 <.0001 -
Day 6 Change from Baseline n 340 331 333
Mean (SD) -3.718 (1.166) -3.677 (0.995) -2.398 (1.550)
Min -5.96 -5.64 -5.73
Median -3.855 -3.750 -2.500
Max 2.79 0.01 4.11
LS mean (SE) by ANCOVA [a] -3.51(0.08) -3.54(0.08) -2.22(0.08)
Difference in LS mean vs Placebo (SE) -1.29 (0.08)  -1.32(0.08) -
95% CI for difference -1.45,-1.14 -1.48,-1.17 -—-
Two-sided p-value <.0001 <.0001 -
Two-sided p-value by van Elteren test [b] <.0001 <.0001 -
Day 9 Change from Baseline n 322 297 315
Mean (SD) -4.222 (1.199) -4.108 (1.061) -3.696 (1.322)
Min -6.36 -6.16 -6.55
Median -4.515 -4.270 -3.890
Max 2.10 0.55 2.82
LS mean (SE) by ANCOVA [a] -4.00 (0.06) -3.99(0.07) -3.51(0.06)
Difference in LS mean vs Placebo (SE) -0.49 (0.07) -0.48 (0.07) -
95% CI for difference -0.62,-0.36  -0.61, -0.35 -—-
Two-sided p-value <.0001 <.0001 -
Two-sided p-value by van Elteren test [b] <.0001 <.0001 -—-

UNIT: logio copies/mL
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ANCOVA = Analysis of Covariance; SD = Standard Deviation; SE = Standard Error; Min = Minimum; Max = Maximum,;
LS = Least Squares; CI = Confidence Interval
Day 3 and Day 5 were optional visit in all countries. Day 9 was optional visit in countries other than Japan.
Lower limit of quantification of viral RNA is 2.08 logio copies/mL.
If viral RNA is negative and less than the lower limit of quantification, the viral RNA was imputed 2.27 and 2.08 log1o
copies/mL, respectively.
[a] Covariate: SARS-CoV-2 viral RNA at baseline, SARS-CoV-2 vaccination history [Yes or No]

[b] van Elteren test vs. placebo adjusted by the following stratum (SARS-CoV-2 vaccination history [Yes or No])

#* 2.54.2-12 HIREAIZ 1T D SARS-CoV-2 D A /LA RNA #DR—AF A L int DAL
#2 : Phase 3 Part (ITT #£[H)
Time Point Response Type Statistics Mild/Moderate
S-217622 S-217622 Placebo
125 mg 250 mg
N =603 N =595 N =600

Baseline Observed Value n 600 589 597
Mean (SD) 6.825(1.048) 6.727 (1.079) 6.770 (1.074)
Min 2.21 2.08 2.08
Median 7.105 7.020 7.030
Max 8.63 8.35 8.82

Day 2 Change from Baseline n 598 588 589
Mean (SD) -0.772 (0.859) -0.722 (0.877) -0.304 (0.971)
Min -5.31 -4.20 -5.21
Median -0.755 -0.725 -0.340
Max 3.39 222 4.40
LS mean (SE) by ANCOVA [a] -0.64 (0.05) -0.61 (0.05) -0.19 (0.05)
Difference in LS mean vs Placebo (SE) -0.45 (0.05) -0.43 (0.05) ---
95% CI for difference -0.55,-0.36  -0.53,-0.33 -
Two-sided p-value <.0001 <.0001 -
Two-sided p-value by van Elteren test [b] <.0001 <.0001 -

Day 4 Change from Baseline n 592 579 589
Mean (SD) -2.646 (1.097) -2.594 (1.010) -1.419 (1.423)
Min -5.71 -5.27 -5.39
Median -2.695 -2.710 -1.620
Max 4.34 1.01 5.10

Day 6

Day 9

LS mean (SE) by ANCOVA [a]

Difference in LS mean vs Placebo (SE)

95% CI for difference

Two-sided p-value

Two-sided p-value by van Elteren test [b]
Change from Baseline n

Mean (SD)

Min

Median

Max

LS mean (SE) by ANCOVA [a]

Difference in LS mean vs Placebo (SE)

95% CI for difference

Two-sided p-value

Two-sided p-value by van Elteren test [b]
Change from Baseline n

Mean (SD)

Min

Median

Max

LS mean (SE) by ANCOVA [a]

Difference in LS mean vs Placebo (SE)

95% CI for difference
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246 (0.06) -2.46 (0.06) -1.26 (0.06)
-1.20 (0.06)  -1.20 (0.06)
-1.32,-1.08  -1.32,-1.08

<.0001 <0001
<.0001 <.0001
588 577 579
-3.594 (1.166) -3.577 (1.057) -2.572 (1.438)
-5.96 -5.66 573
-3.750 -3.710 2.770
2.79 0.19 4.65

-3.43(0.06) -3.47 (0.06) -2.44 (0.06)
-0.99 (0.06)  -1.04 (0.06)
-1.10,-0.88  -1.15,-0.93

<.0001 <.0001 -
<.0001 <.0001 -

555 516 541
-4.086 (1.168) -4.011 (1.121) -3.642 (1.263)
-6.36 -6.16 -6.55
-4.320 -4.180 -3.780
2.10 0.55 2.82

-3.91(0.05) -3.93(0.05) -3.52(0.05)
-0.39(0.05) -0.41 (0.05)
0.49,-030 -0.51,-0.32
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Time Point Response Type Statistics Mild/Moderate
S-217622  S-217622 Placebo
125 mg 250 mg
N =603 N =595 N =600
Two-sided p-value <.0001 <.0001 -
Two-sided p-value by van Elteren test [b] <.0001 <.0001 -

UNIT: logio copies/mL

ANCOVA = Analysis of Covariance; SD = Standard Deviation; SE = Standard Error; Min = Minimum; Max = Maximum,;
LS = Least Squares; CI = Confidence Interval

Day 3 and Day 5 were optional visit in all countries. Day 9 was optional visit in countries other than Japan.

Lower limit of quantification of viral RNA is 2.08 logio copies/mL.

If viral RNA is negative and less than the lower limit of quantification, the viral RNA was imputed 2.27 and 2.08 logio
copies/mL, respectively.

[a] Covariate: SARS-CoV-2 viral RNA at baseline, time from onset to randomization [<72 hours or >72 hours], SARS-
CoV-2 vaccination history [Yes or No]

[b] van Elteren test vs. placebo adjusted by the following strata (time from onset to randomization [<72 hours or >72 hours],
SARS-CoV-2 vaccination history [Yes or No])

2.54.2.3.5 HEERICHIT 5B

Phase 2a Part, Phase 2bPart, J OF Phase 3 Part Zf& L7, RIE/H5AED SARS-CoV-2 Jie
(ITT %D 55, COVID-19 FIED b EAEA TG £ TORFMA 72 KA OEH) 2817 5
COVID-19 @ 5 ER DRI T2 £ TOWRER] L OV O Kaplan-Meier fi#i %, T TN 2.54.2-13
KK 2.54.2-10 (237,

COVID-19 @ 5 FERANRAE T 25 F TORFEIE, HHRAE (COVID-19 @D 5 FEIRDIRIG L 7= 9 aE
DEIED 50% & 72 D F TOREH) (95%EHX M) & LT, 375/125 mg #f 167.9 (144.5, 194.5) I
M, 77 &REE 2044 (176.9, 244.5) BT ->7-. COVID-19 D 5 JEIRDRIE S5 F TORERE]
1%, 77 BARBEL LT 375/125 mg BEC, HUMEE LT 36.4 FFfE (F9 1.5 B) OFEREN A D
A7z (Ml p = 0.0120).

TV A RRIAT F T3 M L 7= Phase 2aPart, A4 X 7 1 U RkWiAT F T3 L 7= Phase 2b Part % (&
L7284 C%, Phase 3 Part DfEH & [EEEOMEF 2358 B vz,

#* 254.2-13 COVID-19 O 5 fEdR ARG T 5 £ TORERH] : Phase 2a Part, Phase 2b Part,
Phase 3 Part &5 (ITT £ D 5 B, COVID-19 F4E 7> b HAE 2 BN & T ORrfH]
3 72 B AR O R HT)
S-217622 S-217622 Placebo
125 mg 250 mg
N =407 N =398 N =402
n 391 385 377
Number of events 297 (76.0) 309 (80.3) 273 (72.4)
Number of censored 94 (24.0) 76 (19.7) 104 (27.6)

Kaplan-Meier estimator (hours)

Median [95% CI]

Difference in median vs. placebo [95% CI]
25th percentile, 75th percentile

Min, Max [a]

Up to 21 days
Restricted Mean Survival Time (RMST) [95% CI]
Difference in RMST vs. placebo [95% CI]

167.9 [144.5, 194.5]
-36.4[-85.9, 5.0]
99.0, 423.6
2.4,489.1 +

239.4[222.2,256.6]
24.4[-48.7,0.0]
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167.8 [150.6, 183.9]
-36.5[-82.8, -5.2]
98.2,353.4
9.4,490.1 +

231.0 [214.7, 247.3]
-32.8[-56.6, -9.1]

204.4[176.9, 244.5]

119.4, -
5.0,492.4 +

263.8 [246.6, 281.0]
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S-217622 S-217622 Placebo
125 mg 250 mg
N =407 N =398 N =402
Stratified log-rank test vs. placebo [b]
- One-sided p-value 0.0297 0.0016 -
- Two-sided p-value 0.0594 0.0031 -
Stratified Peto-Prentice's generalized Wilcoxon test
vs. placebo [b]
- One-sided p-value 0.0060 0.0017 -
- Two-sided p-value 0.0120 0.0035 -
Stratified Cox proportional hazard model [b]
- Hazard ratio [95% CI] 1.1710.99, 1.38] 1.27[1.08, 1.50] -
- Two-sided p-value 0.0582 0.0040 -—-

Merged Efficacy Analysis Population is defined as a merged population of Intention-to-Treat Population in Phase 2a Part,
Phase 3 Part, and Phase 2b/3 Part and Intention-to-Treat 1 Population in Phase 2b Part.

CI = Confidence Interval; Min = Minimum; Max = Maximum

5 symptoms (stuffy or runny nose, sore throat, cough, feeling hot or feverish, and low energy or tiredness)

[a] +: Max includes censored data.

[b] Adjusted by the following stratum (SARS-CoV-2 vaccination history [Yes or No])

2.5.4.2-10 COVID-19 @ 5 JERINRIE T 5 F TOR D Kaplan-Meier i : Phase 2a
Part, Phase 2b Part, Phase 3 Part /& (ITT 2H D 5 5, COVID-19 FEIEDN 5
VR 2B F COREMAY 72 BT O£ M)

1004
<
g
= 804
=
2
=
= 0
3 60
°
S 50
=
.8
z 404
°
3
2
= |
E 20 Censor
15
2 " ------- S-217622 125mg
£ ’ — 5217622 250mg
o — = Placebo

0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360 384 408 432 456 480 504 528
Hours

5-217622 126mg 391 383 363 334 297 250 214 193 176 159 149 138 131 120 116 112 107 99 91 85 60 O 0

S$-217622 250mg 385 379 367 330 291 256 218 185 161 150 140 129 122 117 103 90 84 83 75 64 38 0 0

Placebo 377 371 357 341 311 278 245 214 191 180 169 154 145 139 128 117 108 103 99 93 61 0 0

254.2.3.6 BAERIICHIT5BMME
Phase 3 Part O EZEHME H T 5 COVID-19 & 5 FERBPAES 5 F TORFIC OV T, BYE
[HEESED SARS-CoV-2 J&e# (ITT £ 9 5, COVID-19 JEAEN> b HAEAE (£ TOREE A
72 FERIARMOHEN) & %15, SARS-CoV-2 U 7 F L HERE K OMERMIE DA HER5I 0 i 4y 5 iR by
% 3 fi L7-. Phase 3 Part O E b N IEMTEDRI] & T2 > TRV, IEHIE DRER DS FEAf x5
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D SFERD I HO 1 ER (BAITRSEY) LHEL, ZOMOERLEEEZITLEE X
B, FERVPELUICRZM0ENSH S TRE] OFHE (2.5.4.1.2.2 THZ) 1Tx L TREEE2 52 5
ATREMEN B SN Z & D, EREDO A AR E U TRE L.

COVID-19 & 5 JERSPAES 5 £ TOFRFEIE, SARS-CoV-2 U 7 F U H#FEOA b 53,
WTHNOEMTY, 7T B REEE B LT 375/125 mg BT, FREE L CEMAAR LN
(T1221 (Phase 3 Part) Table 14.2.46.5.7.1-2 ). F7=, EWIEOFAEICEADL LT, WITFHOEH
Th, 7 EARREEHEL T 375125 mg #ECHRAE S L CHEMiN A B iv7e (T1221 (Phase 3
Part) Table 14.2.46.5.9.1-2 Z/R).

25424 AUNMFFEDOF LD

WEE/HEEHE SARS-CoV-2 J&RYH 2 %15 & L7z Phase 3 Part T, ITT #£M T mITT #£MH
(SARS-CoV-2 O 7 A NV AIUMZEAT D2 HERREZAFLTELT, X—=ZXF7 A4 L TOUA /LA
THT AR H S TR D> D 72 5 mITT LB R CTREFE) @9 B, COVID-19 FIEH
IEAE 2B £ CORFA 72 FERARTE OERNCAA] 375/125 mg 25 LTz & & Of 2% EE
THZEAETEANE Uiz, EEFHMEEE & O BB AR AFHEE B 2oV T, ITT X
I mITT £ D 5 6, COVID-19 FIENH 72 REEATNM DL OFHM 21T > 72, FIENS 120
eI LLIN T 5 ITT M T mITT £HIZ BT 2 55 & 36 L 7-.

Phase 3 Part O LEZEFHHIEH X, COVID-19 @ 5 JERANIIE T 5 £ TORE %2, TE2RRIREE
i HIE, Day4 lZ8IF5 U A VA RNA BEDOX—RT A inbDEEKL D SARS-CoV-2 DT
A VA TMPEPE DS B N HERE SV D £ CORFM AR E L, AAI375/125mg 285 L7 L EDH
IWEERREST S Z LA B E LTz,

ITT ££HD 5 5, COVID-19 FIEN b HEAEREI £ TOREHD 72 REFARM OLHIZIBIT 5
COVID-19 @ 5 JERZRE T 5 & CORMNE, 772 REEE i L C, 375/125 mg & CH i
ELT243 05 (1 B) oEERALNT-. £, HEMEHAETH D 375/125 mg BE THigE
FHNCHBREN RSN Z L2265 (Peto-Prentice D J& Bl —#%{k Wilcoxon 12 7E : 1l p = 0.0204),
Phase 3 Part O EH B Z K L7- (2.5.4.2.3.2.1 THZ M), Phase 3 Part TiX, JA5RSEH 5 E
BELZ@Y, BEENEFECSEEREZIT, 2 FEHICHTE L, FELREIKGHMEEE TH
%, COVID-19 AEN & IEAE A & COREM Y 72 FERARTE OEMIZE 1T % Dayd TO 7 A )L
A RNA BEDOR—AT A b DOELRICHONWT, TORMBEFELHEEMIL, 77 BREEE il L
T 375/125 mg BETHKI 1.5 logio (copies/mL) DA %R L, MEFFIICAHERENED bV
(p<0.0001) (2.5.42.331 HZMR). & 5 —D>DOEERENRFHEEE T 5 SARS-CoV-2 DT A )L
A IMEREMED AN R S D £ TORFICET 2R RIIHFB LN TV RNnD, TO/KRITA
FREWET 2. BEEMEFED 3 FHLUBRITFHITE 20, BIRFEATAFL TV HHERES
L LORT.

ITT ££[H (COVID-19 JEIEN & MEAEAEILT £ TORRE2Y 120 R LI OER) To COVID-19
O S IERDPIPRIET D E TORRICHOWTIE, BEEMEFED 3 FHZRAFOLD, 4 FATH
LA ORI TEX 20 b OO0, AERETRD LNRD -7z (2542321 HEM). fioA L
A, TANAOHIHEMEIL, KNOTA NV AEEZHESCIK TS Z LT, EROK
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EORERT L EBETDHE, VA NVARELE I L TORWIRRESUIIERN D &7 A LA
ENEVIREO BRI B BRIV A NV AROBREZET L EDNEETHD. EE,
COVID-19 FEJEN B BEVEAEIRF £ TORFRIA 72 BEF LA E O 25 Te ITT M TlE, 72 FFAR
OB &l L T A /LA RNA EDOR—RZ T A U MEL (2.54.1.33.1 THEM), Day 4 125
75T A /LA RNA BDOX—AT A U NODOECED T T vAREEL 375/125 mg BEO AN /NS
Motz (2542331 HBM). 2O LD, ITT E£HTIE, 72 R OEM & ik L ¢, ~_—
AT A R TY A LA RNA &KL, EOBIECOIURT L7ogkBd R £4, EEGHmE
H CRHiix g & L7z 5 SR COMBTHIRIC IS < BRIERSEI R O Z BBl S < 2o
Tele®, AR C ORI RER TIX, TREOEME L LT 10.6 R ORI /R 72 L E 25
no.

F72, BEEEFED 3 ZBBIZRATT, SHI4FH LHANICHBERENRD SN2 >
7129, 5 FHHTHDOIARMNT b ZEMEFEINZ FTTOFIITITE 2000, ITT £HTO
Day4 TO A LA RNA BEDN—RAT A D DOELEOREFEAHEEM T, 77 v REEL Lt
i LC 375/125 mg #EC 1.2 logio (copies/mL) DD Z R L7722 &G (2.5.4.2.3.3.1 THER),
COVID-19 FJEH 5 120 KffHl £ TOHIPH T, AAIK G £ TORMIZA 724 5, Phase 2a Part
& TN Phase 2b Part D558 & RIERIZ, RFIOENTZHIT A NV AHRPRBINTEEZD.

ZOMOENIRFHIE E T 5 COVID-19 O 12 JEIR L Y 14 JER D RIE S5 £ TORFIZI
T, COVID-19 FIEN D HEAE 2 EHI (T £ TORFM A 72 FFRIEOEF TIX, 7T B REEE kL
T 375/125 mg #EC, TN HFREE LT 34.0 B (R 1.5 H) OREHMEE LT 44.1 BERE (K
2 H) OEMENRD ST (2542341 TESBM)., U HORR, 437 o FRICEHEAZ: 5E
W (BAIIERSED, BEORH, %, Bl S TR, AR JEHFK]) (RS
COVID-19 DHERVERIZE W T HHEOMM 2~ L, AREI ORI SGEN R Z SCFF L T
HH0DEEZD.

PLEIZR L7238 Y, COVID-19 F8HED & MfE 24 B £ CORM A 72 R AR O LT, K
TERSEENR L N A VA RNA BE L L7 A VAR DRES L, ITTEMTYH, F
A ORAE & U CREIF IR O EHE R OV A LA RNA B0 3580 v, £7-, FHEIGE
H ORI SHER & Lz 5 ERICER 59, COVID-19 @ 12 JER LN 14 JERE xR E LI5S
THHUOME A Z /R L2 0D, AL COVID-19 DIEEVIERIZAEN THD EHE 2 5.
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255 R 24O E T
2.5.5.1 T1221 48R Phase 2a Part % U Phase 2b Part [2£ D < §¥ffi
SARS-CoV-2 J&Ge& k4 B A K DL 2%, T1221 735k Phase 2b Part }2 O Phase 2a Part ™
T — % % VTR L72. Phase 2b Part Ci, £ CO#ERE IV CTEHMEHIRE (Day 6 £ T) 23
SET LB S CRBEL, TORKIZIBEER E LT Day 14 L ORI (Day28 £T) 5T L
TeRE R TR AaMEZ R L7z, AETIX, BASERF S U CRHIMIM (Day 6) £ CORREZRL, %F
(ZREEN 2 WA TTRBRIITE] (Day 28) 58 THEORS R A x9. F£72, Day 14 £ TORERIL2.74
IR
TR G-BGTR I T ISR B LTS, BHEECHEN I L L2 ER, Ao v,
DEX, MOBEEREOCHBARNERNOOEBRELAEFRE L, INOORBHEEKUF
GUIEESE, RRNOLREMEZFHME L7z, RETIE, @& SN AEFS4 % ICH EHEEEMGE
4£ (MedDRA) version 24.0 D25 E BIRK 7358 (System Organ Class) K& ONEARGE (Preferred Term) (Z
AR Z TR LT, AEFR GBI L ORREAMKR, BEIEEIIR 2.5.5-1 DERITHE, HR
B () ERAHIE LTz,

#* 2.5.5-1 TRBREE & D [KIREIPR K OVELIE B O i FEHE

[SERESIE
B & 1 AEFROFRPMGRIETH 2 Z LPEHMICHATE 2 H 0
B L AEFROFRPIGRETH L ZLPEHNICHIITERV LD
HUE
RS BEHIIETE, RREVDTIHTH Y HEEFICKERROREDHERSR
AL APRIEDTZ 0 HH TGS 2 R TRE DR HEFER
e WEOAFAENEDRVWEEORENRS

2.551.1 BEERRUVESZSKTOBE
LERVEENT R REE M, 1EBRIEA DR &b | BEESNEHRENS R HEME EFL,
FEEIZH) ARG S - IRER IR I EE S & AT L 7=,

< Phase 2b Part >

Phase 2b Part D22 EVEMENT 6 R GI%k & 2.5.5.1-2 12, AT REM O N O FEE 24
PEaF 25513 1277

Phase 2b Part (Z331F 2 2R MEMAT RIS X, FF 421 61 (375/125 mg Bf : 140 61, 750/250 mg
B 140 B, 7T BARRE 141 ) Thoto (R 2551-6 ). WAER(LEI Iz 428 6 (H
ANA19F) D55, 7THIXRBE ARG SN T-. WTNOREIZEWTY, 95%LL Eowl
B 5 Ao G%25% T L.

FHEDEIGIX, 375/125 mg B 54.3% (76/140 f51), 750/250 mg Ff 55.0% (77/140 #), 7 Z & RHE
66.0% (93/141 i) (LL FIREINE) TH Y, 77 vRBETHUENR S M7, FEO P IE (#FFH) 11,
T 32.0(13—68) %, 33.0(12—69) i%, 34.0(16—68) 1% Td>>7=. Phase2bPart | H A K
O ECHME S, 750250 mg BED 1 Bl N7 T2 RBED 2 fl &2 rE, WIFhowiE s 7y
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TANTH-TZ.
# 25512 ZAMEREMxE S : Phase 2b Part (FE{F 2 &I & 7= 5 MH])
S-217622 S-217622 Placebo
125 mg 250 mg
N=142 N =143 N =143
n (%) n (%) n (%)
Participants included in Safety Analysis Population 140 (98.6) 140 (97.9) 141 (98.6)
Participants excluded from Safety Analysis Population 2(1.4) 3(2.1) 2(1.4)
Reason for exclusion [a] Informed Consent 1(0.7) 0 1(0.7)
Study Drug 2(1.4) 3(2.1) 1(0.7)
[a] Participant may have had more than one reason for exclusion from the analysis population.
Hi#l : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.1.1.4.1.1
# 25513 PR O N NFEFHFHIRFE © Phase 2b Part (222 MEARAT o S 4E )
S-217622 S-217622 Placebo
125 mg 250 mg
N =140 N =140 N =141
n (%) n (%) n (%)
Sex Male 76 (54.3) 77 (55.0) 93 (66.0)
Female 64 (45.7) 63 (45.0) 48 (34.0)
Age (Years) (informed consent n 140 140 141
obtained)
Mean (SD) 35.5(13.4) 34.6 (13.0) 36.4 (12.9)
Min 13 12 16
Median 32.0 33.0 34.0
Max 68 69 68
Height (cm) n 140 140 141
Mean (SD) 166.18 (9.15) 166.26 (8.73) 168.01 (8.38)
Min 147.6 147.0 144.5
Median 166.40 166.35 170.00
Max 185.4 189.5 188.1
Weight (kg) n 140 140 141
Mean (SD) 63.92 (15.59) 62.98 (12.72) 68.55 (15.23)
Min 35.0 38.5 40.6
Median 62.10 61.35 66.00
Max 115.0 108.0 116.8
BMI n 140 140 141
Mean (SD) 22.97 (4.36) 22.68 (3.64) 24.13 (4.28)
Min 14.2 16.0 17.5
Median 21.80 22.30 23.10
Max 373 37.0 384
Race Asian 140 (100.0) 139 (99.3) 139 (98.6)
American Indian or Alaska 0 0 0
Native
Black or African American 0 0 0
Native Hawaiian or Other 0 0 0
Pacific Islander
White 0 0 0
Other 0 1(0.7) 2 (1.4)
Drinking habits Yes 70 (50.0) 57 (40.7) 80 (56.7)
No 70 (50.0) 83 (59.3) 61 (43.3)
Smoking habits Yes 34 (24.3) 25(17.9) 40 (28.4)
No 106 (75.7) 115 (82.1) 101 (71.6)
Condition of subject Hospitalization 36 (25.7) 49 (35.0) 44 (31.2)
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S-217622 S-217622 Placebo
125 mg 250 mg
N =140 N =140 N =141
n (%) n (%) n (%)
Outpatient 61 (43.6) 53(37.9) 57 (40.4)
Recuperation at home 3.1 2(1.4) 0
Recuperation at 40 (28.6) 36 (25.7) 40 (28.4)
accommodation (hotel)
Other 0 0 0
Pathogen Test Method Nucleic acid detection test 96 (68.6) 103 (73.6) 107 (75.9)
Antigen test (quantitative 7(5.0) 6(4.3) 4(2.8)
analysis)
Antigen test (qualitative 36 (25.7) 31(22.1) 27 (19.1)
analysis)
Other 1(0.7) 0 3.1
Time from onset to <72 hours 64 (45.7) 65 (46.4) 67 (47.5)
randomization (Category 1)
> 72 hours 76 (54.3) 75 (53.6) 74 (52.5)
Time from onset to < 24 hours 15 (10.7) 8(5.7) 8(5.7)
randomization (Category 2)
Between > 24 and < 48 hours 23 (16.4) 22 (15.7) 26 (18.4)
Between > 48 and < 72 hours 26 (18.6) 35(25.0) 33(23.4)
Between > 72 and < 96 hours 41 (29.3) 45 (32.1) 40 (28.4)
Between > 96 and < 120 hours 35(25.0) 28 (20.0) 34 (24.1)
> 120 hours 0 2(1.4) 0
Vaccination of SARS-CoV-2  Yes 119 (85.0) 118 (84.3) 121 (85.8)
No 21 (15.0) 22 (15.7) 20 (14.2)
Past medical conditions Yes 3(2.1) 9(6.4) 8(5.7)
No 137 (97.9) 131 (93.6) 133 (94.3)
Current medical conditions Yes 65 (46.4) 60 (42.9) 73 (51.8)
No 75 (53.6) 80 (57.1) 68 (48.2)
Prior drugs Yes 103 (73.6) 96 (68.6) 96 (68.1)
No 37 (26.4) 44 (31.4) 45 (31.9)
Concomitant drugs Yes 99 (70.7) 99 (70.7) 104 (73.8)
No 41 (29.3) 41 (29.3) 37 (26.2)
Prior therapies Yes 0 0 0
No 140 (100.0) 140 (100.0) 141 (100.0)
Concomitant therapies Yes 0 0 2(1.4)
No 140 (100.0) 140 (100.0) 139 (98.6)

HiB - 53.5.1-01_T1221 CSR (Phase 2b Part)_Table 14.1.2.1.2.1.1

< Phase 2a Part>

Phase 2a Part D2 EVEMEAT G B BI% 2 2.5.5.1-4 |2, REMMATHREN D A O FEEFAIEE
MEF 25515177,

Phase 2a Part {2351 2 BE/ FHS5E M OMEE(% D SARS-CoV-2 YL % (-t 7= 4 022 4k
FEAT R AERIE, FF 68 il (375/125 mg & : 21 f3i, 750/250 mg & : 23 f5il, 7" 7 &ARRE: 24 fil) T
boto. BEABMER SN 9 FID S G, 1 FITEREL G SR oTz.

FRAE/ P AE  OVEESE [ @ SARS-CoV-2 &L E Z g7 LMW T, BHEOEIGIL,
375/125 mg £ 57.1% (12/21 ), 750/250 mg & 60.9% (14/23 $1), 7 Z & REE 75.0% (18/24 1) (LA
TRNE) THY, 7T vRBETEERE N>, FEhofhRiE @) (X, ThTh 35.0 (15—
59) %, 37.0 (21—63) %, 38.0 (16—61) K TH Y, 750/250 FEIZRKFEL ITE N2 T,
T1221 ARBRII[E B ILFETE5R T 5 2%, Phase 2a Part @ 69 1134 T HARNEFITH > 7-.
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# 25514 L AMEREixI 5 : Phase 2a Part (ME{EZEIfF S 7-4EH)
Mild/Moderate Asymptomatic All
S-217622 S-217622 Placebo S-217622 S-217622 Placebo S-217622 S-217622 Placebo

125mg 250 mg 125mg 250 mg 125mg 250 mg

N=20 N=20 N=20 N=2 N=3 N=4 N=22 N=23 N=24

n%) n%) n%) n®%) n®%) n®%) n®) n®%) n(%)
Participants included in Safety 19 (95.0) 20 20 2 (100.0) 3 (100.0) 4 (100.0) 21 (95.5) 23 24
Analysis Population (100.0)  (100.0) (100.0)  (100.0)
Participants excluded from 1(5.0) 0 0 0 0 0 1(4.5) 0 0
Safety Analysis Population
Reason for Study Drug 1 (5.0) 0 0 0 0 0 1(4.5) 0 0

exclusion [a]

[a] Participant may have had more than one reason for exclusion from the analysis population.
Higl : 5.3.5.1-01 _T1221 CSR (Phase 2a Part) Table 14.1.1.4.1

= 2.55.1-5 HEERE D N DKL FHIREMY: © Phase 2a Part (‘22 MM XIS 4L )
S-217622 Placebo
125 mg 250 mg
N=21 N=23 N=24
n (%) n (%) n (%)
Sex Male 12 (57.1) 14 (60.9) 18 (75.0)
Female 9 (42.9) 9 (39.1) 6 (25.0)
Age (Years) (informed consent n 21 23 24
obtained)
Mean (SD) 35.7(13.1) 35.8(10.7) 38.4 (12.9)
Min 15 21 16
Median 35.0 37.0 38.0
Max 59 63 61
Height (cm) n 21 23 24
Mean (SD) 165.64 (7.60) 167.29 (8.60) 168.52 (6.31)
Min 155.0 151.3 154.0
Median 163.10 166.00 168.80
Max 182.5 182.5 180.0
Weight (kg) n 21 23 24
Mean (SD) 61.63 (14.87) 67.82 (15.77) 67.05 (13.73)
Min 45.7 455 49.2
Median 60.20 64.90 65.50
Max 107.6 105.8 114.2
BMI n 21 23 24
Mean (SD) 22.24 (3.92) 24.14 (5.01) 23.51(3.92)
Min 17.7 18.6 17.7
Median 21.30 22.10 22.65
Max 357 36.7 37.2
Race Asian 21 (100.0) 23 (100.0) 24 (100.0)
American Indian or Alaska 0 0 0
Native
Black or African American 0 0 0
Native Hawaiian or Other 0 0 0
Pacific Islander
White 0 0 0
Other 0 0 0
Drinking habits Yes 15 (71.4) 16 (69.6) 7(29.2)
No 6 (28.6) 7 (30.4) 17 (70.8)
Smoking habits Yes 6 (28.6) 3(13.0) 6 (25.0)
No 15 (71.4) 20 (87.0) 18 (75.0)
Condition of subject Hospitalization 9 (42.9) 7 (30.4) 7(29.2)
Outpatient 2(9.5) 3(13.0) 0
Recuperation at home 0 0 0
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S-217622 Placebo
125 mg 250 mg
N=21 N=23 N =24
n (%) n (%) n (%)
Recuperation at 10 (47.6) 13 (56.5) 17 (70.8)
accommodation (hotel)
Other 0 0 0
Pathogen Test Method Nucleic acid detection test 17 (81.0) 15 (65.2) 16 (66.7)
Antigen test (quantitative 2(9.5) 2(8.7) 2(8.3)
analysis)
Antigen test (qualitative 2(9.5) 6 (26.1) 6 (25.0)
analysis)
Other 0 0 0
COVID-19 Symptom Mild/Moderate 19 (90.5) 20 (87.0) 20 (83.3)
Asymptomatic 2(9.5) 3(13.0) 4 (16.7)
Time from onset to <72 hours 7(33.3) 8 (34.8) 8(33.3)
randomization [a] (Category 1)
> 72 hours 12 (57.1) 12 (52.2) 12 (50.0)
Time from onset to < 24 hours 0 0 0
randomization [a] (Category 2)
Between > 24 and < 48 hours 2(9.5) 0 2(8.3)
Between > 48 and < 72 hours 5(23.8) 8 (34.8) 6 (25.0)
Between > 72 and < 96 hours 7(33.3) 8 (34.8) 5(20.8)
Between > 96 and < 120 hours 5(23.8) 4(17.4) 7(29.2)
> 120 hours 0 0 0
Days from day of close contact 0 day 0 0 0
with SARS-CoV-2 patients to
randomization [b]
1 day 0 0 0
2 days 0 0 0
3 days 0 0 0
4 days 0 0 0
5 days 0 2 (8.7) 1(4.2)
6 days 1(4.8) 0 0
7 days 0 0 0
> 7 days 0 0 2 (8.3)
Unknown 1(4.8) 1(4.3) 1(4.2)
Vaccination of SARS-CoV-2  Yes 16 (76.2) 17 (73.9) 17 (70.8)
No 5(23.8) 6 (26.1) 7(29.2)
Past medical conditions Yes 0 1(4.3) 0
No 21 (100.0) 22 (95.7) 24 (100.0)
Current medical conditions Yes 13 (61.9) 11 (47.8) 12 (50.0)
No 8 (38.1) 12 (52.2) 12 (50.0)
Prior drugs Yes 15(71.4) 15 (65.2) 12 (50.0)
No 6 (28.6) 8 (34.8) 12 (50.0)
Concomitant drugs Yes 17 (81.0) 15 (65.2) 12 (50.0)
No 4(19.0) 8 (34.8) 12 (50.0)
Prior therapies Yes 0 0 1(4.2)
No 21 (100.0) 23 (100.0) 23 (95.8)
Concomitant therapies Yes 0 0 14.2)
No 21 (100.0) 23 (100.0) 23 (95.8)

Min = Minimum; Max = Maximum; SD = Standard Deviation

BMI = Body Mass Index; SARS-CoV-2 = Severe Acute Respiratory Syndrome Coronavirus 2
[a] Only Participants with Mild/Moderate SARS-CoV-2 Infection

[b] Only Participants with Asymptomatic SARS-CoV-2 Infection

HBiL : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.1.2.1.2.3
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25512 BFEER
< Phase 2b Part>
Phase 2b Part D BA#EN £ TOAFEER L OEWEN OFBURMOME 2, Lk 2.5.5.1-6
KO 2.55.1-7 127,
Phase 2b Part DEE/FEIED SARS-CoV-2 JEYLHF 1T 2 A EFEFLORIRIL, 375125 mg
B 26.4% (37/140 i), 750/250 mg #E 34.3% (48/140 i), 7T & REE 24.1% (34/141 i) (UL T IRIJIE)
Thotz. £, BHWEADORILFRIL 9.3% (13/140 ), 18.6% (26/140 ), 5.0% (7/141 fl) TH -
7o, AEFZOFBIRIL, 375125 mg B TII7 7 REEE FEE T, 750250 mg BTl 7 7 &
ALV ELS, BWEHORRERIIMEEL LT T BRIV @hotlz. AFIOHERE CIIAE
FHHRKORIWER & $12 375/125 mg BE TR o 72, KFIBETIL, TOMOEELNHEFLRITR
D ORI, IBRIEOF G- HIEIZE - 7o A EFEFGIL 375/125 mg #ET 2 FlZERO Hiy, W
T HIREREE & ORREERD 0 &l S 7.

# 2.55.1-6 BREEIF DA EH G BVRIL OB : Phase 2b Part (28 & MEMREAT R S EE[H])
S-217622 S-217622 Placebo
125 mg 250 mg
N =140 N =140 N =141
Treatment-emergent adverse events
Number of participants 37 48 34
(Number of events) (49) (70) (37
Percentage of participants (%) 26.4 343 24.1
95% Confidence interval (%) [19.3, 34.5] [26.5,42.8] [17.3,32.0]

TEAESs with an outcome of death

Number of participants 0 0 0
(Number of events) (0) 0) 0)
Percentage of participants (%) 0.0 0.0 0.0
95% Confidence interval (%) [0.0, 2.6] [0.0, 2.6] [0.0, 2.6]

Serious TEAESs other than deaths

Number of participants 0 0 2
(Number of events) 0) 0) 2)
Percentage of participants (%) 0.0 0.0 1.4
95% Confidence interval (%) [0.0, 2.6] [0.0, 2.6] [0.2, 5.0]

TEAEs leading to discontinuation of study

intervention
Number of participants 2 0 0
(Number of events) 3) 0) 0)
Percentage of participants (%) 1.4 0.0 0.0
95% Confidence interval (%) [0.2,5.1] [0.0, 2.6] [0.0, 2.6]

TEAE = Treatment-emergent Adverse Event

Treatment-emergent adverse events were defined as any AE reported after the first dose of the study intervention.
The confidence intervals were calculated by using Clopper-Pearson method.

Higl : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.1.1.1.1-1
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#£ 25517 BHSEERS 0D B F 8 BUIR L O EE : Phase 2b Part (22 2 MEARHT 6 G4 )
S-217622 S-217622 Placebo
125 mg 250 mg
N =140 N =140 N =141
Treatment-related TEAESs
Number of participants 13 26 7
(Number of events) (15) (32) 7
Percentage of participants (%) 9.3 18.6 5.0
95% Confidence interval (%) [5.0, 15.4] [12.5,26.0] [2.0, 10.0]

Treatment-related TEAEs with an outcome of death

Number of participants 0 0 0
(Number of events) 0) 0) 0)
Percentage of participants (%) 0.0 0.0 0.0
95% Confidence interval (%) [0.0, 2.6] [0.0, 2.6] [0.0, 2.6]

Serious Treatment-related TEAEs other than deaths

Number of participants 0 0 0
(Number of events) (0) 0) 0)
Percentage of participants (%) 0.0 0.0 0.0
95% Confidence interval (%) [0.0, 2.6] [0.0, 2.6] [0.0, 2.6]

Treatment-related TEAEs leading to discontinuation
of study intervention

Number of participants 2 0 0
(Number of events) 3) 0) 0)
Percentage of participants (%) 1.4 0.0 0.0
95% Confidence interval (%) [0.2,5.1] [0.0, 2.6] [0.0, 2.6]

TEAE = Treatment-emergent Adverse Event

'"Treatment-related TEAE' is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

The confidence intervals were calculated by using Clopper-Pearson method.

Hil : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.1.1.2.1-1

Fo, FRBICAFLEERZEGOAFEFRLOCREHORBERNOME Z, ThZth#E
2.5.5.1-8 KU 2.5.5.1-9 IZ/~7.

Phase 2b Part DRJE/HZIED SARS-CoV-2 JEYLHF I 1T 5 A HFFLOFRBEIL, 375/125 mg
T 34.3% (48/140 i), 750/250 mg F¥ 42.9% (60/140 i), 7T & REE 31.2% (44/141 Hif) (UL T IRIJIE)
THY, BAEELIEE, 375/125 mg BETIE 11 1, 750/250 mg BETIX 12 6, 77 BAREETIE 10 #iliC
B ICHAEEEPRO LN, £, REHORBIFIT 13.6% (19/140 #i), 22.1% (31/140 1),
5.0% (7/141 f5l) ToH v, BHEELARE, 375/125 mg BETIX 6 i, 750/250 mg B TIiE 5 FHTHT 7212 HI
TERRRBD b, 77 BREETITHZ2RERITRD bz o7, BREELIRE, #rizlste,
ZOMOBEERAFTFERIYE, WTHLOHTHLROLNRN-T.

70%, Day 14 £ TORERIE, 2.74.7 HITRT.
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# 2.55.1-8 A HFGIEBLRLOMEEE : Phase 2b Part (222 MEARHT xF SAET)
S-217622 S-217622 Placebo
125 mg 250 mg
N =140 N =140 N =141
Treatment-emergent adverse events
- Number of participants 48 60 44
- (Number of events) (64) (89) (53)
- Percentage of participants (%) 343 429 31.2
- 95% Confidence interval (%) [26.5, 42.8] [34.5,51.5] [23.7,39.5]
TEAEs with an outcome of death
- Number of participants 0 0 0
- (Number of events) 0) 0) 0)
- Percentage of participants (%) 0.0 0.0 0.0
- 95% Confidence interval (%) [0.0, 2.6] [0.0, 2.6] [0.0, 2.6]
Serious TEAESs other than deaths
- Number of participants 0 0 2
- (Number of events) (0) 0) 2)
- Percentage of participants (%) 0.0 0.0 1.4
- 95% Confidence interval (%) [0.0, 2.6] [0.0, 2.6] [0.2,5.0]
TEAEs leading to discontinuation of study
intervention
- Number of participants 2 0 0
- (Number of events) 3) 0) 0)
- Percentage of participants (%) 1.4 0.0 0.0
- 95% Confidence interval (%) [0.2,5.1] [0.0, 2.6] [0.0, 2.6]

TEAE = Treatment-emergent Adverse Event

Treatment-emergent adverse events were defined as any AE reported after the first dose of the study intervention.

The confidence intervals were calculated by using Clopper-Pearson method.
Hi# : 5.3.5.1-01 _T1221 CSR (Phase 2b Part) Table 14.3.1.1.1.1.1-2

# 25519 BIVEFARBLIR L OAEEE © Phase 2b Part (22 & MEMRAT I G4E)
S-217622 S-217622 Placebo
125 mg 250 mg
N = 140 N =140 N =141
Treatment-related TEAESs
- Number of participants 19 31 7
- (Number of events) 24) (38) )
- Percentage of participants (%) 13.6 22.1 5.0
- 95% Confidence interval (%) [8.4,20.4] [15.6,29.9] [2.0, 10.0]
Treatment-related TEAEs with an outcome of death
- Number of participants 0 0 0
- (Number of events) 0) 0) 0)
- Percentage of participants (%) 0.0 0.0 0.0
- 95% Confidence interval (%) [0.0, 2.6] [0.0, 2.6] [0.0, 2.6]
Serious Treatment-related TEAEs other than deaths
- Number of participants 0 0 0
- (Number of events) (0) 0) 0)
- Percentage of participants (%) 0.0 0.0 0.0
- 95% Confidence interval (%) [0.0, 2.6] [0.0, 2.6] [0.0, 2.6]

Treatment-related TEAEs leading to discontinuation
of study intervention
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S-217622 S-217622 Placebo
125 mg 250 mg
N =140 N =140 N =141
- Number of participants 2 0 0
(Number of events) 3) 0) 0)
- Percentage of participants (%) 1.4 0.0 0.0
95% Confidence interval (%) [0.2,5.1] [0.0, 2.6] [0.0, 2.6]

TEAE = Treatment-emergent Adverse Event

'"Treatment-related TEAE' is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

The confidence intervals were calculated by using Clopper-Pearson method.
HH8f : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.1.1.2.1-2

< Phase 2a Part >

Phase 2a Part O FH G K ORIEA ORBLRNOMEZ £ 2.5.5.1-10 (TR 7.

FRE /T A E e OVESE B 0 SARS-CoV-2 [ E # 8 - REMH O A EFER ORI R,
375/125 mg B 52.4% (11/21 f5i]), 750/250 mg #f 69.6% (16/23 ), 7' Z & HREE 37.5% (9/24 i) T
bote. Fiz, BIEHOFRBLIZEIZ, 375/125 mg & 23.8% (5/21 i), 750/250 mg #f 43.5% (10/23
Bil), 77 EAREE 0% (024 ) Tholo. AEBEOF EFLLOFENEROFRERILT 7 AREE L
<, AR TIX375/125 mg BE TR~ 72, F72, B, ZOMOEELAFERES KA
BIEOR G IR A FRERIIA DN T
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# 255.1-10 A EFEG R OREIEN IR OBEE : Phase 2a Part (2 & MERRHT T R M)
Mild/Moderate Asymptomatic All
S-217622  S-217622 Placebo S-217622  S-217622 Placebo S-217622  S-217622 Placebo
125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=19 N=20 N=20 N=2 N=3 N=4 N=21 N=23 N =24
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Treatment-emergent adverse events
- Number of participants 10 13 9 1 3 0 11 16 9
- (Number of events) (20) 31 17) (1) (6) (0) 21 37 17
- Percentage of participants (%) 52.6 65.0 45.0 50.0 100.0 0.0 52.4 69.6 37.5
- 95% Confidence interval (%) [28.9,75.6] [40.8,84.6] [23.1,68.5] [1.3,98.7] [29.2,100.0] [0.0,60.2] [29.8,74.3] [47.1,86.8] [18.8,59.4]
Treatment-related TEAEs
- Number of participants 5 7 0 0 3 0 5 10 0
- (Number of events) @) ®) 0) (0) (5) (0) @) (13) (0)
- Percentage of participants (%) 26.3 35.0 0.0 0.0 100.0 0.0 23.8 43.5 0.0
- 95% Confidence interval (%) [9.1,51.2] [15.4,59.2] [0.0,16.8] [0.0,84.2] [29.2,100.0] [0.0,60.2] [8.2,47.2] [23.2,65.5] [0.0,14.2]
TEAEs with an outcome of death
- Number of participants 0 0 0 0 0 0 0 0 0
- (Number of events) 0) 0) 0) (0) (0) 0) 0) 0) 0)
- Percentage of participants (%) 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
- 95% Confidence interval (%) [0.0,17.6] [0.0,16.8] [0.0,16.8] [0.0,84.2] [0.0,70.8] [0.0,60.2] [0.0,16.1] [0.0,14.8] [0.0,14.2]
Serious TEAEs other than deaths
- Number of participants 0 0 0 0 0 0 0 0 0
- (Number of events) 0) 0) 0) 0) 0) 0) 0) 0) 0)
- Percentage of participants (%) 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
- 95% Confidence interval (%) [0.0,17.6] [0.0,16.8] [0.0,16.8] [0.0,84.2] [0.0,70.8] [0.0,60.2] [0.0,16.1] [0.0,14.8] [0.0,14.2]
TEAESs leading to discontinuation of study intervention
- Number of participants 0 0 0 0 0 0 0 0 0
- (Number of events) 0) 0) 0) 0) 0) 0) 0) 0) 0)
- Percentage of participants (%) 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
- 95% Confidence interval (%) [0.0,17.6] [0.0,16.8] [0.0,16.8] [0.0,84.2] [0.0,70.8] [0.0,60.2] [0.0,16.1] [0.0,14.8] [0.0,14.2]

TEAE = Treatment-emergent Adverse Event

Treatment-emergent adverse events were defined as any AE reported after the first dose of the study intervention.
The confidence intervals were calculated by using Clopper-Pearson method.

Hidl : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.3.1.1.1.1, Table 14.3.1.1.1.2
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2.5.5.1.2.1 &K HONDIEEER
2.55.1.2.1.1 BRI
< Phase 2b Part>
Phase 2b Part D BRA#ER; £ TG SNICAEFFRZLORIEMN 2, ZNZhEK 255.1-11 LU
2.5.5.1-12 1T~
WD OEET 2%, BICHE SN A FFRIL, 375/125mg #EClImbeE U A E B D
(16.4%[23/140 f]) O F, 750/250mg FETIXELE Y REBMD (20.0% [28/140 $1]), 6%, T
i, R, &0 RU 7 V'Y RIE (021 2.1% [3/140 ), 77 B REETIIRE L)
EHE Y AR AR (FNEN 2.1% [3/141 ) Tho7o. F72, WTHDDORET 2% B2
HEINTEITERE, 375/125 mg BE K& TN 750/250 mg BE & HIZELE Y RE AR (5.7% [8/140 ]
KON 12.1% [17/140 Bl])) OHRTH-7-. 7T BREET 2%LL EICHE S =BIER I - 7=,

% 2.55.1-11 BREEIF DA EH 4  Phase 2b Part (M AEHT R 4E )

S-217622 S-217622 Placebo

System Organ Class [a] 125 mg 250 mg
- Preferred Term N =140 N =140 N =141

n (%) event n (%) event n (%) event
Participants with any TEAE 37 (26.4) 49 48 (34.3) 70 34 (24.1) 37
JRYLIE RS & OV%r A HUE 1(0.7) 1 4(2.9) 4 2 (1.4) 2
- OEAL R 0 0 2(1.4) 2 0 0
- kRRgAK 0 0 1(0.7) 1 0 0
- BlEPESR 1(0.7) 1 0 0 0 0
- L VR R 0 0 1(0.7) 1 0 0
- HRRIEZ 0 0 0 0 1(0.7) 1
- KRl 0 0 0 0 1(0.7) 1
N 0 0 1(0.7) 1 0 0
- FEMT LLX— 0 0 1(0.7) 1 0 0
Rtk L OveskhnE 1(0.7) 1 5(3.6) 5 1(0.7) 1
- mNYZURY RifE 1(0.7) 1 3(2.1) 3 0 0
- FREEFE 0 0 2 (1.4) 2 0 0
- PRI MLE 0 0 0 0 1(0.7) 1
bgiiliaes 1(0.7) 1 1(0.7) 1 0 0
- RHRE 1(0.7) 1 1(0.7) 1 0 0
PR RIEE 2 (1.4) 2 4(2.9) 4 4(2.8) 4
SR ) 2 (1.4) 2 32.1) 3 0 0
- R SHRR 0 1(0.7) 1 2 (1.4) 2
- B RRE 0 0 0 0 1(0.7) 1
- fEAR 0 0 0 0 1(0.7) 1
AR ity 0 0 0 0 321 3
- FEREE S 0 0 0 0 1(0.7) 1
SV 0 e e o 7S 0 0 0 0 1(0.7) 1
- IR 0 0 0 0 1(0.7) 1
D 1(0.7) 1 0 0 0 0
. EE 1(0.7) 1 0 0 0 0
ME g, MaEnds K OMiERRrEE 1(0.7) 1 1(0.7) 1 1(0.7) 1
- S 0 0 1(0.7) 1 1(0.7) 1
- WEfL 1(0.7) 1 0 0 0 0
HIphEE 5(3.6) 6 8(5.7) 9 4(2.8) 4
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S-217622 S-217622 Placebo

System Organ Class [a] 125 mg 250 mg
- Preferred Term N =140 N =140 N =141

n (%) event n (%) event n (%) event
- TH 2(1.4) 2 3(2.1) 3 0 0
- HED 1(0.7) 1 2(1.4) 2 1(0.7) 1
- IER: 1(0.7) 1 1(0.7) 2 0 0
- MR 1(0.7) 1 0 0 0 0
- fER 1(0.7) 1 0 0 0 0
- HAER R AR 0 0 1(0.7) 1 0 0
- BIBkEE 0 0 1(0.7) 1 1(0.7) 1
- khEEE 0 0 0 0 2 (1.4) 2
JHREE R P 0 0 0 0 1(0.7) 1
- BrYaryiE 0 0 0 0 1(0.7) 1
R ¥ OV TRk R 3.1 3 321 3 8(5.7) 9
- 2(1.4) 2 1(0.7) 1 3(2.1) 3
- BN 0 0 1(0.7) 1 1(0.7) 1
- BB 1(0.7) 1 0 0 1(0.7) 1
- EHEEE 0 0 1(0.7) 1 0 0
- B 0 0 0 0 1(0.7) 1
- K 0 0 0 0 1(0.7) 1
- R Him 0 0 0 0 1(0.7) 1
N 0 0 0 0 1(0.7) 1
B R 36 K UG A LB 2(1.4) 2 4(2.9) 4 2(1.4) 2
- 1(0.7) 1 32.1) 3 1(0.7) 1
- BaHE 1(0.7) 1 0 0 0 0
- MERIRRZEM 0 0 1(0.7) 1 0 0
- ARSI 0 0 0 0 1(0.7) 1
AN L O EREE 0 0 0 0 1(0.7) 1
- AR EE 0 0 0 0 1(0.7) 1
—i% - 2HEERL LG OREE 1(0.7) 1 0 0 0 0
- HaJm 1(0.7) 1 0 0 0 0
R AR A A 24 (17.1) 28 31 (22.1) 38 7 (5.0) 8
- EEEYREARD 23 (16.4) 23 28 (20.0) 28 3(2.1) 3
- TI5=UTINTRT7 =T —FH 1(0.7) 1 1(0.7) 1 1(0.7) 1
o
- T Y LE L HN 0 0 2(1.4) 2 0 0
- M RYZUEY REEN 0 0 2(1.4) 2 1(0.7) 1
- IR EEEE N 1(0.7) 1 1(0.7) 1 0 0
- TANRTXUBTI/)NT AT 1(0.7) 1 0 0 0 0
7 —EH
- BAE Y LE BN 0 0 1(0.7) 1 0 0
- T L RTa— s 0 0 1(0.7) 1 0 0
- A EREEN 0 0 1(0.7) 1 0 0
- I HELER MK SRR SR N 1(0.7) 1 0 0 0 0
- RHEEY REABM 1(0.7) 1 0 0 0 0
- FEEE BA 0 0 1(0.7) 1 0 0
- M LT F R ARSI 0 0 0 0 2(1.4) 2
- GFEREREEEN 0 0 0 0 1(0.7) 1
5, FER L OLE A OHE 1(0.7) 2 0 0 1(0.7) 1
- FHOFHT 1(0.7) 1 0 0 0 0
- RFEERE 1(0.7) 1 0 0 0 0
- HEEBA 0 0 0 0 1(0.7) 1

TEAE = Treatment-emergent Adverse Event
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event: Number of events
[a] System organ class and Preferred term of MedDRA Ver. 24.0
Hidl : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.2.1.1.1-1

# 2.55.1-12 BREERE D FEIVEM : Phase 2b Part (224 PEfFAT % 2 45 )

S-217622 S-217622 Placebo
System Organ Class [a] 125 mg 250 mg
- Preferred Term N =140 N =140 N =141
n (%) event n (%) event n (%) event

Participants with any Treatment-related 13 (9.3) 15 26 (18.6) 32 7 (5.0) 7
TEAE
R L Ok hEE 1(0.7) 1 2(1.4) 2 1(0.7) 1

BB B E 0 0 2 (1.4) 2 0 0
- mNYZUERY RifE 1(0.7) 1 0 0 0 0
- ERERILE 0 0 0 0 1(0.7) 1
TR R REE 1(0.7) 1 2(1.4) 2 1(0.7) 1
- TE 1(0.7) 1 1(0.7) 1 0 0
- SRS 0 0 1(0.7) 1 0 0
- IR 0 0 0 0 1(0.7) 1
D pEE 1(0.7) 1 0 0 0 0
- EE 1(0.7) 1 0 0 0 0
H Ik E 2 (1.4) 2 4(2.9) 4 2 (1.4) 2
- T 1(0.7) 1 2(1.4) 2 0 0
- EL 1(0.7) 1 2 (1.4) 2 1(0.7) 1
- EBREEE 0 0 0 0 1(0.7) 1
JHREE R B 0 0 0 0 1(0.7) 1
- ErYarUE 0 0 0 0 1(0.7) 1
FERG ¥ KOV TRk b 2 (1.4) 2 2 (1.4) 2 1(0.7) 1
- B 1(0.7) 1 1(0.7) 1 0 0
- BB 1(0.7) 1 0 0 0 0
- FOFEE 0 0 1(0.7) 1 0 0
- KB 0 0 0 0 1(0.7) 1
R AR A A 8(5.7) 8 19 (13.6) 22 1(0.7) 1
- RV AEARED 8(5.7) 8 17 (12.1) 17 0 0
I SR =l I P e 5:b ) i 0 0 1(0.7) 1 0 0
- AP EkE 0 0 1(0.7) 1 0 0
- T RY 7YY REEM 0 0 1(0.7) 1 0 0
- AP REEHE N 0 0 1(0.7) 1 0 0
- TEEE LA 0 0 1(0.7) 1 0 0
- TI=VTR) NI ATT—F 0 0 0 0 1(0.7) 1
N

TEAE = Treatment-emergent Adverse Event

event: Number of events

[a] System organ class and Preferred term of MedDRA Ver. 24.0

"Treatment-related TEAE" is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

Hi#i : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.2.1.2.1-1

Fo, BARBICAFLEBEREZGOAEFEFRLVREEN 2, zhEtn®k 255.1-13 KUO*E
2.5.5.1-14 | TR,

WTIDDRET 2%, BICHE S 7oA EFEFRIT, 375125 mg FETIIELE Y REBED
(22.1% [31/140 f51]) KON (2.1% [3/140 fi]), 750/250 mg #EClxm b E Y RE AL (28.6%
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[40/140 f5]), LA kU 27U Y REI0 (6.4% [9/140 f511]), 9E%E, T, &E0E, M OVNEEREIE
(FNZEN2.1%[3/140 B]), 7T B RBETIIELEEY REARD (3.5% [5/141 fi]), H27 L7
FURAR X —BHINL O R (ZEh 2.8% [4/141 B]), %5 (2.1% [3/141 f]]) T
otz BREELIEE, WTNORET 2% BICE SN AEFL L L TH RGBS - F4
I%, 375/125 mg #ECHAJE, 750250 mg BEClLA ~U 7 V&Y REIME OIEEZEE, 78R
BEClf 7 LT FUoRARSF—EBHINE O EERE CTH -7,

F72, 2%l RIS S EWERTE, 375/125 mg BECIXELE U RE AW (9.3% [13/140
Bil]) DI, 750/250 mg BETILmLE Y REHFED (15.7% [22/140 f]) X OWEEEFIE (2.1%
[3/140 fi]]) Toh o7z, 77 BARET 2% LIcHlE SWRITERIZ o 7. BISELIRE, W
DOFET 2%LL BICHE SV RIER & L CTHiz I BN S vz 4840, 750250 mg REDONRE %
WIEDHTH Y, 375125 mg FEL T 7 v ARBETII R0 o7z,

708, Day 14 £ TORERIE, 2.7.4.7HIIRT.

%% 2.5.5.1-13 HEFL : Phase 2b Part (Z2 & MEMRAT R R EE )

S-217622 S-217622 Placebo
System Organ Class [a] 125 mg 250 mg
- Preferred Term N =140 N =140 N =141
n (%) event n (%) event n (%) event
Participants with any TEAE 48 (34.3) 64 60 (42.9) 89 44 (31.2) 53
JEYUIE B K OV A dUiE 2 (1.4) 2 4(2.9) 4 4(2.8) 4
A e~ L~ 2 0 0 2(1.4) 2 0 0
- FEbes 1(0.7) 1 0 0 0 0
BUEEEDS 0 0 1(0.7) 1 1(0.7) 1
Il SR e g% 1(0.7) 1 0 0 1(0.7) 1
Lo Y ER A S 0 0 1(0.7) 1 0 0
- HERIRIEZ 0 0 0 0 1(0.7) 1
- R 0 0 0 0 1(0.7) 1
Gy SRR 0 0 2(1.4) 2 0 0
- EEET L — 0 0 2 (1.4) 2 0 0
Rt L OREREE 0 0 3(2.1) 3 3(2.1) 3
- HEERFIE 0 0 3(2.1) 3 0 0
FRYZUEY FE 0 0 0 0 1(0.7) 1
- PR ME 0 0 0 0 2 (1.4) 2
il 1(0.7) 1 1(0.7) 1 0 0
- RARSE 1(0.7) 1 1(0.7) 1 0 0
PR PR 3(2.1) 3 4(2.9) 4 6 (4.3) 6
- BW 32.1) 3 32.1) 3 0 0
- RRBHRR 0 0 1(0.7) 1 2 (1.4) 2
- FEMEDEN 0 0 0 0 1(0.7) 1
- BRI 0 0 0 0 1(0.7) 1
- AEE PR 0 0 0 0 1(0.7) 1
- fEAR 0 0 0 0 1(0.7) 1
R P sE 0 0 0 0 32.1) 3
- AR H M 0 0 0 0 1(0.7) 1
T LV RS 0 0 0 0 1(0.7) 1
AR 0 0 0 0 1(0.7) 1
Dl 1(0.7) 1 0 0 1(0.7) 1

- 166 -



S-217622

2.5 BEIRIZBE9 2 G REAM

S-217622 S-217622 Placebo
System Organ Class [a] 125 mg 250 mg
- Preferred Term N =140 N =140 N =141
n (%) event n (%) event n (%) event
B 1(0.7) 1 0 0 1(0.7) 1
MR aR. MRS X OMERR ke 1(0.7) 1 1(0.7) 1 2(1.4) 2
S i 0 0 1(0.7) 1 1(0.7) 1
W if 1(0.7) 1 0 0 0 0
I 0 0 0 0 1(0.7) 1
I BE 5(3.6) 6 8(5.7) 9 7 (5.0) 7
T 2(1.4) 2 3(2.1) 3 1(0.7) 1
LD 1(0.7) 1 2(1.4) 2 1(0.7) 1
A 1(0.7) 1 1(0.7) 2 0 0
R A PR 1(0.7) 1 0 0 0 0
(& 1(0.7) 1 0 0 0 0
(ERE BT BRI U /32 0 0 1(0.7) 1 0 0
B IR 0 0 1(0.7) 1 1(0.7) 1
- RIEEE 0 0 0 0 4(2.8) 4
¥ & O TRk b 3.1 3 3.1 3 8(5.7) 9
-3 2(1.4) 2 1(0.7) 1 3(2.1) 3
B i i f 0 0 1(0.7) 1 1(0.7) 1
T2 1(0.7) 1 0 0 1(0.7) 1
% 9 FENE 0 0 1(0.7) 1 0 0
B 0 0 0 0 1(0.7) 1
KIE 0 0 0 0 1(0.7) 1
B2 T i, 0 0 0 0 1(0.7) 1
- EME 0 0 0 0 1(0.7) 1
B R 36 X UG A R Rk P 3(2.1) 3 5(3.6) 5 3(2.1) 3
R 1(0.7) 1 3(2.1) 3 1(0.7) 1
BA i 1(0.7) 1 0 0 0 0
k) 0 0 1(0.7) 1 0 0
sl 1(0.7) 1 0 0 0 0
HERIARZE 0 0 1(0.7) 1 1(0.7) 1
- B AR 0 0 0 0 1(0.7) 1
AR L OSLEREE 0 0 0 0 1(0.7) 1
H A e 0 0 0 0 1(0.7) 1
— - R EER O GEALORIE 1(0.7) 1 0 0 0 0
ifugri) 1(0.7) 1 0 0 0 0
R A 34 (24.3) 41 45 (32.1) 57 12 (8.5) 13
ELLE Y REA R 31 (22.1) 31 40 (28.6) 40 5(3.5) 5
MmUY 7 V&Y R 1(0.7) 1 9 (6.4) 9 1(0.7) 1
TS5 TI) T AT 2T —EH 2(14) 2 1(0.7) 1 1(0.7) 1
i
A e U Le s Hin 1(0.7) 1 2(1.4) 2 1(0.7) 1
TANRGEURT I /) TV AT = 2(1.4) 2 0 0 0
5 —¥ N
I HrEREE N 1(0.7) 1 1(0.7) 1 0 0
A& e U e 0 0 1(0.7) 1 0 0
M= L AT a— @b 0 0 1(0.7) 1 0 0
i HP LB v A S 1 S D 1(0.7) 1 0 0 0 0
1A PR N 0 0 1(0.7) 1 0 0
PR R o BERG 1(0.7) 1 0 0 0 0
R U AR AR BN 1(0.7) 1 0 0 0 0
fPRESE L5 0 0 1(0.7) 1 0 0
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S-217622 S-217622 Placebo
System Organ Class [a] 125 mg 250 mg
- Preferred Term N=140 N =140 N=141

n (%) event n (%) event n (%) event

- 7 VT TR AR =B 0 0 0 0 4(2.8) 4
- AFERERECEEN 0 0 0 0 1(0.7) 1
. Pl JONES OHE 1(0.7) 2 0 0 1(0.7) 1
- BHOFY 1(0.7) 1 0 0 0 0
- BEEB 1(0.7) 1 0 0 0 0
- MamEEdr 0 0 0 0 1(0.7) 1

TEAE = Treatment-emergent Adverse Event

event: Number of events

[a] System organ class and Preferred term of MedDRA Ver. 24.0

HH8f : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.2.1.1.1-2

#* 2.55.1-14 BIYEH : Phase 2b Part (222 MEARAT XTG4 )
S-217622 S-217622 Placebo

System Organ Class [a] 125 mg 250 mg
- Preferred Term N =140 N =140 N =141

n (%) event n (%) event n (%) event
Participants with any Treatment-related TEAE 19 (13.6) 24 31 (22.1) 38 7 (5.0) 7
R L OB E 0 0 3.0 3 1(0.7) 1
- JRERFE 0 0 3(2.1) 3 0 0
- ERERME 0 0 0 0 1(0.7) 1
PR R RE 1(0.7) 1 2(1.4) 2 1(0.7) 1
- HEW 1(0.7) 1 1(0.7) 1 0 0
- SRR ShRR 0 0 1(0.7) 1 0 0
- fEER 0 0 0 0 1(0.7) 1
(b E 1(0.7) 1 0 0 0 0
. EE 1(0.7) 1 0 0 0 0
T IR 2 (1.4) 2 4(2.9) 4 2 (1.4) 2
- R 1(0.7) 1 2(1.4) 2 0 0
B T 1(0.7) 1 2(1.4) 2 1(0.7) 1
- BRI 0 0 0 0 1(0.7) 1
R ¥ & OVEE T LR 2 2(1.4) 2 2(1.4) 2 1(0.7) 1
- BB 1(0.7) 1 1(0.7) 1 0 0
- B2 1(0.7) 1 0 0 0 0
- FOEEE 0 0 1(0.7) 1 0 0
- KiE 0 0 0 0 1(0.7) 1
B IR R A 15 (10.7) 18 24 (17.1) 27 2(1.4) 2
- EHEY RE AR 13 (9.3) 13 22 (15.7) 22 0 0
- MHE UL E 1(0.7) 1 1(0.7) 1 1 (0.7) 1
- kN 1(0.7) 1 1(0.7) 1 0 0
- M RNY Z Y'Y R 1(0.7) 1 1(0.7) 1 0 0
- TI5=UTIRTURT T —PH 1(07) 1 0 0 1(0.7) 1
o
- TARTGXUBTI ) NT AT 1(0.7) 1 0 0 0 0
Z—P N
- I REEEE N 0 0 1(0.7) 1 0 0
- HTEER B 0 0 1(0.7) 1 0 0

TEAE = Treatment-emergent Adverse Event

event: Number of events

[a] System organ class and Preferred term of MedDRA Ver. 24.0

'"Treatment-related TEAE' is defined as an AE which can be reasonably explained as having been caused by the study
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intervention.
Hi# : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.2.1.2.1-2

< Phase 2a Part>
Phase 2a Part THE SN HFFR KR OREIWEMZ &K 2.55.1-15 KUF 2.5.5.1-16 [T~
FRIE/ A5 M OVEESE (5 O SARS-CoV-2 YL H 2 i 1o BEM O WT N ORET 3 FILL R
WESNTAFERGIL, 375125 mg HETHELE Y AEAED (143% [3/21 #]), 750/250 mg
HECRILE Y REAWD (522% [12/23 #]), BERAOMHE FY 7 U= Y R (ZhEh
13.0%[3/23 f5l]) TH YV, 77 BAREET 3 FILL LICHRE SNICAFFRII R o7, W
DOFET 3 FILAICHE S ITERIE, 375/125 mg BEM O 750/250 mg #F Tkt U N5 B
YOBTHY, TNEN 14.3% (3/21 B1]), 34.8% (8/23 fil) Th-7-.
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# 2.55.1-15 A EFHG : Phase 2a Part (222 VERRT R G 4E )
Mild/Moderate Asymptomatic All
System Organ Class [a] S-217622 S-217622 Placebo S-217622 S-217622 Placebo S-217622 S-217622 Placebo
) yPr forr dgT m 125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
cletred 1e N=19 N=20 N=20 N=2 N=3 N=4 N=21 N=23 N=24
n(%) event n(%) event n(%) event n(%) event n(%) event n(%) event n(%) event n(%) event n (%) event
Participants with any TEAE 10 20 13 31 9 17 1 1 3 6 0 0 11 21 16 37 9 17
(52.6) (65.0) (45.0) (50.0) (100.0) (52.4) (69.6) (37.5)
JRYUIE B X OV% A BUiE 2 2 0 0 0 0 0 0 0 0 0 0 2095 2 0 0 0 0
(10.5)
- FUHEE% 2 2 0 0 0 0 0 0 0 0 0 0 2095 2 0 0 0 0
(10.5)
MR LY R bEE 1(53) 1 0 0 0 0 0 0 0 0 0 0 1(48 1 0 0 0 0
- P ERIBE 153) 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
R L OB E 0 0 1550 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
- YRR 0 0 130 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
Pt = 1(53) 1 0 0 0 0 0 0 0 0 0 0 1(48 1 0 0 0 0
- RARAE 1(53) 1 0 0 0 0 0 0 0 0 0 0 1(48 1 0 0 0 0
TR RS 1(53) 1 4 6 1.0 1 0 0 0 0 0 0 148 1 4 6 142 1
(20.0) (17.4)
- EHIE 1(53) 1 3 5 0 0 0 0 0 0 0 0 1(48 1 3 5 0 0
(15.0) (13.0)
- ERESIRR 0 0 1(5.00 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
- RARSTETOIREE 0 0 0 0 1.0 1 0 0 0 0 0 0 0 0 0 0 142 1
R 1(53) 1 0 0 0 0 0 0 1 1 0 0 148 1 143 1 0 0
(33.3)
. i 1(53) 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
- MR TR L 0 0 0 0 0 0 0 0 1 1 0 0 0 0 143 1 0 0
(33.3)
N LS SRR eN Tl s 2 2 0 0 0 0 1 1 0 0 0 0 3 3 0 0 0 0
(10.5) (50.0) (14.3)
- B 1(53) 1 0 0 0 0 1 1 0 0 0 0 2095 2 0 0 0 0
(50.0)
- O PR 153) 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
ks 3 3 3 3 2 2 0 0 0 0 0 0 3 3 3 3 283 2
(15.8) (15.0) (10.0) (14.3) (13.0)
BT 153 1 1.0 1 0 0 0 0 0 0 0 0 148 1 143 1 0 0
- JEEB AR 1(53) 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
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Mild/Moderate Asymptomatic All
System Organ Class [a] S-217622 S-217622 Placebo S-217622 S-217622 Placebo S-217622 S-217622 Placebo
- Preferred Term 125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=19 N =20 N =20 N=2 N=3 N=4 N=21 N=23 N=24

n(%) event n(%) event n(%) event n(%) event n(%) event n(%) event n(%) event n (%) event n (%) event
- LIEWE 1(53) 1 0 0 0 0 0 0 0 0 0 0 1(48 1 0 0 0 0
- T 0 0 150 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
- M 0 0 1.0 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
- REERE 0 0 0 0 150 1 0 0 0 0 0 0 0 0 0 0 142 1
- TMEFEE 0 0 0 0 160 1 0 0 0 0 0 0 0 0 0 0 142 1
JHNEE R P 0 0 1(5.00 1 0 0 0 0 0 0 0 0 0 0 1(43) 1 0 0
- EBEULE UM 0 0 150 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
FERG ¥ KOV TRk R 0 0 13500 1 1.0 1 0 0 0 0 0 0 0 0 143 1 142 1
. S 0 0 160 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
- B 0 0 0 0 1.0 1 0 0 0 0 0 0 0 0 0 0 142 1
B R SRS & OV B LR b 55 0 0 130y 1 1.0 1 0 0 0 0 0 0 0 0 143 1 142 1
- B 0 0 150 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
- iR 0 0 0 0 1(5.00 1 0 0 0 0 0 0 0 0 0 0 142 1
AR E XL O ERE 0 0 0 0 1550 1 0 0 0 0 0 0 0 0 0 0 142 1
- H R e 0 0 0 0 130 1 0 0 0 0 0 0 0 0 0 0 142 1
—i% « RHEEL LORGMAORE 1(53) 2 0 0 0 0 0 0 0 0 0 0 148 2 0 0 0 0
- Y 1(53) 1 0 0 0 0 0 0 0 0 0 0 1(48 1 0 0 0 0
- FEL 1(53) 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
R AR A A 5 7 11 18 4 11 0 0 3 5 0 0 5 7 14 23 4 11

(26.3) (55.0) (20.0) (100.0) (23.8) (60.9) (16.7)
. EHEYREARES 3 3 10 10 2 2 0 0 2 2 0 0 3 3 12 12 2@83) 2

(15.8) (50.0) (10.0) (66.7) (14.3) (52.2)
- M RY 7 URY REEN 0 0 2 2 0 0 0 0 1 1 0 0 0 0 3 3 0 0

(10.0) (33.3) (13.0)
- TARTEUEBET I TR 153 1 1.0 1 2 2 0 0 0 0 0 0 148 1 143 1 2083 2
7 = —B N (10.0)
- M E Y LN 0 0 150 1 0 0 0 0 1 1 0 0 0 0 2087 2 0 0
(33.3)

- TS5 TI) R T=T— 1(53) 1 0 0 2 2 0 0 0 0 0 0 148 1 0 0 283 2
BN (10.0)
- L AT a— 0 0 1.0 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
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Mild/Moderate Asymptomatic All
System Organ Class [a] S-217622 S-217622 Placebo S-217622 S-217622 Placebo S-217622 S-217622 Placebo
- Preferred Term 125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=19 N=20 N=20 N=2 N=3 N=4 N=21 N=23 N=24
n(%) event n(%) event n(%) event n(%) event n(%) event n(%) event n(%) event n (%) event n (%) event
- T LT F R AR 0 0 160 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
n
- IHRE a7y G 0 0 130 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
- I EkEE N 0 0 0 0 0 0 0 0 1 1 0 0 0 0 143 1 0 0
(33.3)
- Yy = TNHEINEIT AT 2T— 1(53) 1 0 0 160 1 0 0 0 0 0 0 1148 1 0 0 142
2
- E M EREE N 0 0 160 1 1(5.0) 1 0 0 0 0 0 0 0 0 143 1 1(42) 1
- R b AR 153 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
- IHA T T AEEIN 0 0 0 0 160 1 0 0 0 0 0 0 0 0 0 0 142 1
- I REEEAN 0 0 0 0 1550 1 0 0 0 0 0 0 0 0 0 0 142 1
- RPEABME 0 0 0 0 1550 1 0 0 0 0 0 0 0 0 0 0 142 1

TEAE = Treatment-emergent Adverse Event

event: Number of events

[a] System organ class and Preferred term of MedDRA Ver. 24.0
HH8 : 5.3.5.1-01 _T1221 CSR (Phase 2a Part) Table 14.3.1.2.1.1
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# 2.5.5.1-16 RIIVE : Phase 2a Part (22 & MEMRAT TG4 1)
Mild/Moderate Asymptomatic All
System Organ Class [z] S-217622 S-217622 Placebo S-217622 S-217622 Placebo S-217622 S-217622 Placebo
) yPreferredgTerm 125 mg 250 mg 125 mg 250 mg 125 mg 250 mg
N=19 N=20 N=20 N=2 N=3 N=4 N=21 N=23 N=24
n(%) event n(%) event n(%) event n(%) event n(%) event n(%) event n(%) event n (%) event n (%) event
Participants with any Treatment- 5 7 7 8 0 0 0 0 3 5 0 0 5 7 10 13 0 0
related TEAE (26.3) (35.0) (100.0) (23.8) (43.5)
Mk L) 3R EE 1(53) 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
- HFHREREE 1(53) 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
B G 3 3 0 0 0 0 0 0 0 0 0 0 3 3 0 0 0 0
(15.8) (14.3)
- JEERAR P IER 153 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
- EEEE 1(53) 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
- L 1(53) 1 0 0 0 0 0 0 0 0 0 0 148 1 0 0 0 0
JH B R R 0 0 150 1 0 0 0 0 0 0 0 0 0 0 143 1 0 0
- BEUAECMAE 0 0 160 1 0 0 0 0 0 0 0 0 0 0 1143 1 0 0
IR A 3 3 7 7 0 0 0 0 3 5 0 0 3 3 10 12 0 0
(15.8) (35.0) (100.0) (14.3) (43.5)
- EHEY REAED 3 3 6 6 0 0 0 0 2 2 0 0 3 3 8 8 0 0
(15.8) (30.0) (66.7) (14.3) (34.8)
- MM RY 7YY R 0 0 1650 1 0 0 0 0 1 1 0 0 0 0 2087 2 0 0
(33.3)
- M E YL E N 0 0 0 0 0 0 0 0 1 1 0 0 0 0 1143 1 0 0
(33.3)
- I EkREE N 0 0 0 0 0 0 0 0 1 1 0 0 0 0 14.3) 1 0 0
(33.3)

TEAE = Treatment-emergent Adverse Event

event: Number of events

[a] System organ class and Preferred term of MedDRA Ver. 24.0

"Treatment-related TEAE" is defined as an AE which can be reasonably explained as having been caused by the study intervention.
Hi8l : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.3.1.2.1.2
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2551212 EEER
< Phase 2b Part >

BREERR ICA T L= tE Rz E IEENOAEFR L PEERAORBRN ZFR 2.5.5.1-17 KO
# 2.5.5.1-18 12, FHBIEIELROF EFR L OEIERHORBRINZ 2,747 HIRT. AEF

ROIFLEALEITREETHY, GEOFERITIT T EARRET 2 AR LN, KARETITR

Siehotz, PEFEOAESES L LT 375/125 mg BECHLL, 25, SMoF, HEERE %
1 §), 750/250 mg RECEHIMET LVX—, 8, IFEEE A (% 1 6H) s’@ESnz. Znhb
D5, 375/125 mg BETHEL, 750250 mg BE CHER & ONFIEESR EANRBREE & ORI RBERH 0

WS .

#% 2.5.5.1-17 FIE R DA EFS : Phase 2b Part (2 MEMAT 6 SR AEM])

S-217622 S-217622 Placebo
System Organ Class [a . 125 m, 250 m
- yPreferrec;CJ Term - Severity N= 14% N= 14% N =141
n (%) n (%) n (%)
Participants with any TEAE Severe 0 0 2(1.4)
Moderate 3.1 3(2.1) 2(1.4)
Mild 45 (32.1) 57 (40.7) 40 (28.4)

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

If a participant had experienced the same event more than once, the participant was counted once in the severest category
reported.

Higl : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.3.1.1.1

% 2.55.1-18 FIEEERIOEIER : Phase 2b Part (222 VEARHT x4

S-217622 S-217622 Placebo
System Organ Class [a . 125 m; 250 m;
- yPreferredg Term . Severity N= 14% N= 14% N=141
n (%) n (%) n (%)
Participants with any Treatment-related TEAE Severe 0 0 0
Moderate 1(0.7) 2(1.4) 0
Mild 18 (12.9) 29 (20.7) 7 (5.0)

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

Treatment-related TEAE' is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

If a participant had experienced the same event more than once, the participant was counted once in the severest category
reported.

Higl : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.3.1.2.1

< Phase 2a Part>

Phase 2a Part Tty SN EHIEE N OAFEEFR L ORIEHORBLRLA E 2.5.5.1-19 L UFE
255120 12, FRHIEFEENOAEFFZ L ORIEHORILRI A 2.74.7 HIORT. AEFZO
FEALITTRETHY, REOFZIRD LN o7, THEEOHEFSG L LT 375125 mg
FEC RIRBEZ (1 61), 750/250 mg Ff CEEYRE & QMR ([F—REFI D 1 i) 238G S22y, Win

biREREE & ORRBRIIAE S,
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# 2.55.1-19 FIE SR DA EHSR : Phase 2a Part (222 VEREHT T G )

Mild/Moderate Asymptomatic All
System Organ Class [a] S-217622S-217622 Placebo S-217622S-217622 Placebo S-217622S-217622 Placebo
Severity  125mg 250 mg 125mg 250 mg 125mg 250 mg

- Preferred Term N=19 N=20 N=20 N=2 N=3 N=4 N=21 N=23 N=24

n(%) n(%) n%) n®%) n(%) n®%) n(%) n%) 1n(%)

Participants with any ~ Severe 0 0 0 0 0 0 0 0 0
TEAE
Moderate 1(5.3) 1(5.0) 0 0 0 0 1(48) 143) 0
Mild 9(474) 12 (60.0) 9(45.0) 1(50.0) 3(100.0) 0 10 (47.6) 15 (65.2) 9 (37.5)

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

If a participant had experienced the same event more than once, the participant was counted once in the severest category
reported.

Hi#i : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.3.1.3.1.1

# 2.55.1-20 FAEFERIOFEIES : Phase 2a Part (222 MMM 6 S 42 H)

Mild/Moderate Asymptomatic All
S-2176228-217622 Placebo S-2176228-217622 Placebo S-2176228S-217622 Placebo
System O Cl .
ystem Organ Class [a] Severity  125mg 250 mg 125mg 250 mg 125mg 250 mg

- Preferred Term N=19 N=20 N=20 N=2 N=3 N=4 N=21 N=23 N=24

n(%) n(%) n®%) n®%) n®%) n%) n%) n%) n(%)

Participants with any ~ Severe 0 0 0 0 0 0 0 0 0
Treatment-related
TEAE
Moderate 0 0 0 0 0 0 0 0 0
Mild 5(26.3) 7(35.0) 0 0 3 (100.0) 0 5(23.8) 10 (43.5) 0

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

"Treatment-related TEAE" is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

If a participant had experienced the same event more than once, the participant was counted once in the severest category
reported.

Higl : 5.3.5.1-01 _T1221 CSR (Phase 2a Part) Table 14.3.1.3.1.2

255.1.2.1.3 ERIF A
< Phase 2b Part >
FASER I AT LB R B 0RO FEFL L ORI OB Z % 2.5.5.121 KU
25512212, FERHEIFHOAEFEFLZ K ORI ORBLURIA 2747 HIORT. AEFROZL
IXEME ST L7z, REMEOFESRO H B, 375125 mg BEOIF Y 7 Vv U RO AIE
BREE L OREBIR D O Ll STz,
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# 2.55.1-21 HRIR B DA EHL : Phase 2b Part (222 MEMAT G SR AE )

S-217622  S-217622  Placebo
125 mg 250 mg

System Organ Class [a] Outcome

- Preferred Term N =140 N =140 N =141
n (%) n (%) n (%)
Participants with any TEAE Fatal 0 0 0
Recovered/resolved with sequelae 0 0 0
Not recovered/not resolved 3(2.1) 8(5.7) 7 (5.0)
Recovering/resolving 2(1.4) 1(0.7) 8 (5.7)
Recovered/resolved 43 (30.7) 51(36.4) 29 (20.6)
Unknown 0 0 0

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

If a participant had experienced the same event more than once, the participant was counted once in the severest category
reported.

Hi#i : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.4.1.1.1

% 2.55.1-22 HRIR B O EIVER : Phase 2b Part (20 MEfRMT 6 285 1)

S-217622 S-217622 Placebo
125 mg 250 mg

System Organ Class [a]

- Preferred Term Outcome N=140 N=140 N=141
n (%) n (%) n (%)

Participants with any Treatment-related TEAE Fatal 0 0 0
Recovered/resolved with sequelae 0 0 0
Not recovered/not resolved 1(0.7) 0 0
Recovering/resolving 0 1(0.7) 1(0.7)
Recovered/resolved 18 (12.9) 30 (21.4) 6 (4.3)
Unknown 0 0 0

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

Treatment-related TEAE' is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

If a participant had experienced the same event more than once, the participant was counted once in the severest category
reported.

Higl : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.4.1.2.1

< Phase 2a Part>

Phase 2a Part T S 728wl O A EFEF LK ORIEH OFBURI A2 £ 2.55.1-23 K OE
2.5.5.1-24 12, FELHERIFHIOF EFR K ORIWEH ORI A 2.74.7 HIZRT. AEHFRDOEL
IXBEIE ST L TR Y, REEOHFEFSRIT 375/125 mg BETRE 7 ARG (1 6),
750250 mg FETE B U L E U IMAE (1 6) 23 Sedd, EERFZTIERWTNBIET
BV, 375125 mg FEDORT 7 R ARGYEITIRERIE & ORRBERITEES N, £2, 7 T7&R
HECREEOHEEERIL, y-INVEIN T AT =2T7—BHN, 752073 b7 A7 2
7 —BH, M REEEN, RORPEABYE & 18]) Thoto. 77 B R THE SR
FSFRTOIREEIE, TRBRIEE OREBRIIAE S, [FHE LR BBEH V| @GSN,
ZOHOE=L2V 72X, THIE] © EDC ~DBANTHDHZ L &R LTz,
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% 2.5.5.1-23 HRIR B DA EFHS « Phase 2a Part (M AEHT SR 4E M)

Mild/Moderate Asymptomatic All
System Organ S-2176228-217622 Placebo S-217622S-217622 Placebo S-217622S-217622 Placebo
Class [a] Outcome 125mg 250 mg 125 mg 250 mg 125 mg 250 mg
- Preferred Term N=19 N=20 N=20 N=2 N=3 N=4 N=21 N=23 N=24
n%) n) n®) n®) n) n®%) n®%) n%) n(%)
Participants with ~ Fatal 0 0 0 0 0 0 0 0 0
any TEAE
Recovered/ 0 0 1(5.0) 0 0 0 0 0 1(4.2)
resolved with
sequelae
Not recovered/ 1(5.3) 1(5.0) 2(10.0) 0 0 0 1(48) 143) 2(83)
not resolved
Recovering/ 1(5.3) 0 1(5.0) 0 0 0 1(4.8) 0 1(4.2)
resolving
Recovered/ 8(42.1) 12(60.0) 5(25.0) 1(50.0) 3(100.0) 0 9(42.9) 15(65.2) 5(20.8)
resolved
Unknown 0 0 0 0 0 0 0 0 0

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

If a participant had experienced the same event more than once, the participant was counted once in the worst outcome
category reported.

HH8 : 5.3.5.1-01 _T1221 CSR (Phase 2a Part) Table 14.3.1.4.1.1

#* 2.5.5.1-24 HRJRBIOBIVER : Phase 2a Part (22 & PEMRAT % A M)
Mild/Moderate Asymptomatic All
System Organ S-217622S-217622 Placebo S-217622S-217622 Placebo S-217622S-217622 Placebo
Class [a] Outcome 125mg 250 mg 125mg 250 mg 125mg 250 mg
- Preferred Term N=19 N=20 N=20 N=2 N=3 N=4 N=21 N=23 N=24
n) n) n%) n) n) n%) n®) n(%) n(%)
Participants with  Fatal 0 0 0 0 0 0 0 0 0
any Treatment-
related TEAE
Recovered/ 0 0 0 0 0 0 0 0 0
resolved with
sequelae
Not recovered/ 0 1(5.0) 0 0 0 0 0 1(4.3) 0
not resolved
Recovering/ 0 0 0 0 0 0 0 0 0
resolving
Recovered/ 5(26.3) 6(30.0) 0 0 3 (100.0) 0 5(23.8) 9(39.1) 0
resolved
Unknown 0 0 0 0 0 0 0 0 0

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

"Treatment-related TEAE" is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

If a participant had experienced the same event more than once, the participant was counted once in the worst outcome
category reported.

Hidl : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.3.1.4.1.2

255.1.2.1.4 SRR A
< Phase 2b Part >
BASERR I AT LB a2 B 0RO A FEFL XK ORITER OB BRI EZ £ 2.55.1-25 K&
O 2.5.5.1-26 12, FRBIEBIRHNIOAFFZ K ORNEMORBURILZ 2.7.4.7 HITRT. 7
TR AREE L il L C, AAIRET Day 6~7 (380 DA EFERN LN - 1208, BB OH]
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ENN Day 1 (#5-A11), 6, 14, 28 TH Y, &HRZRITHEI LA REDO A EFFL) Day 6 FFA
g +1) ICHRESNTZZLICEDbDTHY, MAREDOAEFREZR &, RAREE 7 7R

BECRIER O TH - 7=,

# 2.5.5.1-25 SEHIFARI DA EHS « Phase 2b Part (2 & MEARHT 6 S8 )

S-217622 S-217622 Placebo
System Organ Class [a . 125 m; 250 m;
- yPreferre(;g Term - Period of Onset N= 14%) N= 14% N =141
n (%) n (%) n (%)
Participants with any TEAE Day 1 0 2(1.4) 3(2.1)
Day 2-5 6 (4.3) 15 (10.7) 14 (9.9)
Day 6-7 34 (24.3) 45 (32.1) 13 (9.2)
Day 8-14 5(3.6) 3(2.1) 10 (7.1)
Day 15-28 7 (5.0) 6(4.3) 10 (7.1)

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

If a participant had experienced the same event more than once, the participant was counted once in each of the relevant
period reported.

Hi#l : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.5.1.1.1

% 2.5.5.1-26 FEELEHAR O EIVE : Phase 2b Part (202 MM 6 R4 )

S-217622 S-217622 Placebo
System Organ Class [a . 125 m, 250 m;
- Proforred Term - Period of Onset N- 140 N~ 140 N =141
n (%) n (%) n (%)
Participants with any Treatment-related TEAE Day 1 0 0 1(0.7)
Day 2-5 3(2.1) 8(5.7) 2(1.4)
Day 6-7 15 (10.7) 24 (17.1) 4(2.8)
Day 8-14 3(2.1) 1(0.7) 0
Day 15-28 0 0 0

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

Treatment-related TEAE' is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

If a participant had experienced the same event more than once, the participant was counted once in each of the relevant
period reported.

Hi#l : 5.3.5.1-01_T1221 CSR (Phase 2b Part) Table 14.3.1.5.1.2.1

<Phase 2a Part>

Phase 2a Part THRE N7 BEREHBIOF FFHL K ORIEH ORIV ZF 2.5.5.1-27 &U“

# 25512812, FHRBIEBEEAROFEFTFS L OBIEH ORI EZ 2.7.4.7 THIZRT .

HEfSH :%%fﬁubf:ﬁ$$% 372K, BEFELD% L IE Day2~7 12D b7~ Day15 wsxp
IZFR O BT A EFGIL, 375/125 mg BEC LHEER (2 B), AARIE, 357, HE, T ANRTF
VBT R N T UAT =T =B, TI =0T R b UAT =7 — BRI, -V Z 0 b

TUAT =T B (% 1 B), 750250 mg FETHR 2 F), B, TH (&% 18] THY,
WTILE S-217622 & DOREBERIIEAE Shz.
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# 255127 SEERI IR DA #4542« Phase 2a Part (222 VERRHT x4

Mild/Moderate Asymptomatic All
System Organ Period of S-217622 5-217622 Placebo S-217622 S-217622 Placebo S-217622 S-217622 Placebo
Class [a] Onset 125mg 250 mg 125mg 250 mg 125mg 250 mg
- Preferred Term N=19 N=20 N=20 N=2 N=3 N=4 N=21 N=23 N=24
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Participants with Day 1 0 0 0 0 0 0 0 0 0
any TEAE
Day 2-5 5(26.3) 4(20.0) 6(30.0) 0 0 0 5(23.8) 4(17.4) 6(25.0)
Day 6-7 3(15.8) 11(55.0) 2(10.0) 0 3 (100.0) 0 3(143) 14(60.9) 2(8.3)
Day8-14  1(5.3) 3(15.0) 1(5.0) 1(50.00) 1(33.3) 0 209.5) 4(174) 1342
Day 15-28 4 (21.1) 3(15.0) 0 0 0 0 4(19.00 3(3.0 0

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

If a participant had experienced the same event more than once, the participant was counted once in each of the relevant
period reported.

Hi#i : 5.3.5.1-01_T1221 CSR (Phase 2a Part) Table 14.3.1.5.5.1

% 2.5.5.1-28 SEERBEIR O FIVEM : Phase 2a Part (Z2 & VEfENT T G248 )

Mild/Moderate Asymptomatic All
System Organ Period of S-217622 S-217622 Placebo S-217622 S-217622 Placebo S-217622 S-217622 Placebo
Class [a] Onset 125mg 250 mg 125mg 250 mg 125mg 250 mg
- Preferred Term N=19 N=20 N=20 N=2 N=3 N=4 N=21 N=23 N=24
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Participants with Day 1 0 0 0 0 0 0 0 0 0
any Treatment-
related TEAE
Day 2-5 4(21.1) 0 0 0 0 0 4 (19.0) 0 0
Day 6-7 3(15.8) 7(35.0) 0 0 3 (100.0) 0 3(14.3) 10(43.5) 0
Day 8-14 0 0 0 0 0 0 0 0 0
Day 15-28 0 0 0 0 0 0 0 0 0

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

"Treatment-related TEAE" is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

If a participant had experienced the same event more than once, the participant was counted once in each of the relevant period
reported.

Higl : 5.3.5.1-01 _T1221 CSR (Phase 2a Part) Table 14.3.1.5.5.2

2.551.2.2 EEGEEER
Phase 2b Part DBH#ERF F TIZRBWT, AFIFETII T 2 5D EELRAEFRITR D N2>
il 77 ABCEELAEREN 2RO N (K 25516 3. ZhbinTing
TRBRE & OREBMRIIEE SN (£ 25517 20). BIELIEE, WIHoBIZBW T, HE
o EERAERRIIHISGRO LTV (£ 2.5.5.1-8 ).
Phase 2a Part I W\TC, L ZEDEERAFFRILBO LA TR (R 2.55.1-10 2H).

255.1.2.3 BEBREOBRERILICESHFFEER

Phase 2b Part DPH#ER £ TIZHW T, 1EREDO G HIEIZE - 7 A EFFRIL 375/125 mg #ET
2 B (BEREEOWIEN 1 i, FEEOELKROREDIFE 1 #) ICRD LN (& 25516 &
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)., i3IV ThbinidE L ORREBRH D LR, BREOER G IERIZEE L
7= (# 2.5.5.1-7, 5.3.7-01_T1221 Listing 16.2.7.1 & ).

Phase 2a Part (2B W T, {BBREORGHILICEST-HFEHERIIBDO LN TR (F
2.5.5.1-10 &H4).

255124 BT REFEER
Phase 2b Part 2 Tf Phase 2a Part (23T, Rt _XEHEFLIIFFE LTV 20,

25513 ERRIRE(E

T1221 75k Phase 2b Part /% OF Phase 2a Part AR EDOFHE IZHBWT, SHEEIFREHOD
B, NUZUEY RO, BE Y LE Y R OESEE UL E OB, MiFEkOBI (Phase 2b
Part DA), AEAFEEAEERE (UIBC) DIR T A FRE, 77 BAREE & g U CARAIBEIZFREA 72 B 5-
) KT (8 PR LB e o7z. mkEY ARNEH, NV 27U EY R,
REYLE Y KNEREE Y LE L, Day 6 TEF (0 KT (84 23780 H7zn3,
Day 14 [ZIZ_X—RA T A VAT E THIE L T2, —BREshE Ez bhi-. £/, Mk
# & OVUIBC 1%, Day 6 C_E&H H3hn) XIHET (?ﬁi/}‘) MR 5 AL72 73, Phase 2a Part Tl Day 28
C, Phase 2b Part TlX Day 14 TRX—RX T A U NEOEALENEIIEL 7T B AR CRRE T
bol-lod, —RHREEEEZ b, 2D OREEICOWVWT, HEM TIE, 375/125 mg #if
[ZHE 750/250 mg BEO BN EH (BN UK T (B) OFEEIIREho7- (2.7.432 HE
).

25514 BAERICHIT2EEER
Phase 2b Part |23 C, AEEAI (20 mEAT, 20 bl b 65 sk, 65 bl ) CTHER L7=. 20
AT DO YEERE TIE, 375/125 mg BF 7 6, 750/250mg £f 7 i, 7T v REE 4 BN 22 VR
SAEMICE N7 (53.7-01_T1221 Listing 16.2.3 /). 375/125 mg REDOWEBRE 1A EHRITH
mHahT, 750250mg B0 15, 77w R )i 2hEn ) fllcEEESRREShz.
D5, 750/250mg FEO 1 FRICFBLL 7= b v ) v B BN R Ot T RBEINIEIATREE & O
RBRH LTSN, EREEITRE T, EFNLAEELT LI ER<EE L. feY
JLE IR ML R O WIS, RAICBWTHEME SN TWAEL Th 72, AHIEE
TR & ORISR D &Ik S i/ NRE A ORI 727 > 7 (5.3.7-02_T1221_Listing
162.7.1 ). F£7=, 65l EOWERE T, 375/125 mg £ 1§, 750/250mg #f 2 i, 77+
REE 1 BN VM /MR M E £ 7z (5.3.7-01_T1221 Listing 16.2.3 ). 375/125 mg #
DY (T EFRITHE SHT, 750250mg B0 o] 5%, 7T e RBEO ik, hen 1 6
ICHEFESNRE SR, W LIEEBRIEK L ORI EEGRZR L &l Sz, AR CIRBREE
L DRRERD U LW STz Sl R A OFRIT R0 > 72 (5.3.7-02_T1221_Listing 16.2.7.1 %
).
Phase 2a Part (23U C, 4E#inAl] (20 AT, 20 UL 65 %R, 65 %Ll B) TiE, 375/125 mg
g 1 i, o eREc | mowkBES 1 T oRLEMITHSERICE N
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(5.3.7-01_T1221_Listing 16.2.3 ), WO H 65 bl EOERE X E ENlehoTz (F
25.5.1-5 B[R). 375125 mg #t 0 | s O#ERE 123\ C, Day 24 12 BIHEEZ NRBLL 7278, =&
JEFEIXRE C, EFENAEY T2 < EIEL, BRELORRBERILIEEI N
(5.3.7-02_T1221 _Listing 16.2.7.1 Z#).

25515 BERAIZBIT2ZEMH
T1211 3Bk 2 OV T1215 38k TS DAV @RS I 5 LR MG W OB 2 ATHIZFH T 5.
TI211 REBRDO 2R — b A D ak— k S(F 25141 BR) 2B\, 280, EERE
EHG L NEGERAEEERITIRE SN TOARY. KER TR OBEEDOS VWA EERIISLEY
REEWD (60.5%[89/147 f5il]) ToH Y, ZOfth, AFIFET 10%LL LICHEBR L -AEFELRIE, T
i (10.9% [16/147 ) K OEES (11.6%[17/147 ) THo7=. AFEFR L L CHRESNZEL
B REAMDLOMmS N 7Y RBEMERRE, BERREOHER CAKI# 512 BE L 7=
SOREENTRRO Dotz NSA XY A v, 12FFELER, KOZOMOLEMEEHO
HWRIZOWTYH, AEFRE L THREINEELEZRRE, RAIFGICBIE L2 5 27 n) 1%
R BRI DT,
am— kG T, KARED 1 GlOBERE DA EFRIC LV IRBEOREZ P Ik Lz, MR
FIE, 1 HEIZ 750 mg, 2~5 HEHIZ 250mg 2535 TETH-7=0, IRHRERS 1 HE
(CHEEEDORIE, BRI OFER &K OBUENRO vz, WIThOAEEES AR & KEREFRH Y
CHIET S, HBRE OREMEABRE LT, BREERE 2 B BIZEBREOREN Rk ST, 5
BITEFALEIC L0 B 9 ARICEIE L, B8R K OBUSIXE2LE 235 2 & 7 <%
Wbz 1 B L4 B#ICRE L7z (5.33.1-01 28). £7=, 2275— bk P2 Ti&, Day 32
(ZFEHL L 72 COVID-19 (2 X W Day 38 (7 n AA—3—d 2 [0 H) OIGBRIEOK G NIk S,
TI215 RBRICEWTC, HE T, EELRAEFZMOEELAEFZITHRE SN TV,
KB CTROONTAEFRIITH B LHLOE 2 TEREN 1H) OATHoT.

25516 BEZROFMN, &R EEAE
2551.6.1 b5 - 1R ELIR
BRARRRBR ClX, A IR L TV D ATBEME O & A #hBhE, AL owbis, R TI
IR Z A LT DHRE IR L TRV, b ORFITKT 5 LRI L TR0,
AR TIX, vIFITBNT, BEICEEREO b HE (ERRERED 5.0 5502
PLE) THRIBICEEROIZERFE DB O D & & HIZ, RIBEED S.O0FICHYTHIHET
REEDS, FRARMREE O 74 (52 YT 2 HE T -IRIRAEFROKRTRREDO b TS (2.6.6.6.3
HEW)., 72, 7 v MIBWTHEWICHEESRD S & (WRBEED 6.6 [5/8Y4) T
fe R DRI F EE&U&F%@ifﬁ@ﬁTﬂm%%ﬂt(N%6255%)
t MIBTDARF DI ~DBAT %#érw&i@m# 7y% ZBWT, HIt~DOBAT
DROLND & & BT, BEICEENEO b HE EFR D 6.6 FFHY) THAERD
i&4aif¢ﬁ?&0%ﬁﬁﬁﬂmwent(mm64@&025uu2 AW, £, T v
MZBW TR &S FIREIX T L CTHRT 2 Z MR SN TV D (264612 EHS
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).

ULEXY, M SUTTR L T D ATREM O & B Lot ICiZ R 5 R& Thne B2 5. Fiz,
S-217622 (HEH) DOIEWEREFAM AT G AL ] TE &« OHERE 12 351T 2 R DR KEDY 66.4 FFfH
(5.3.3.1-01_S-217622-CPK-007-A &) THHZ L Z2WE 2D L&, RO A[RENED B b ol id &
BRI e O G446 7% 2 B (66.4 FFEI D 5 F5I2HEY) w7kt 2175 2 &, £72, &3+
DEMEITIFIRAL LN EDREE LN EB 2 OGN, 207D, TALIZOWTIHRMAEIZT
HEME T2 & & L.

2.55.1.6.2 BEERE

T1221 FRBRIZIS T, HBE/HP AT M OVIESE (3 D SARS-CoV-2 Y I Z HiGE A & (375/125 mg)
D 2{ETH 5 750250mg TOEGIHENH Y, Uit HE CLEMER OCBEBFERHER I N TND
(2.5.5.1.2 THZ ).

H[RI$e 5 CIIBERER KT L CTRR 2000 mg, SR -5 C IR RE R AL DN BRE/ HHSE K OY
HEIE D SARS-CoV-2 JEYLHE 126 LT 750/250 mg D GHEBRNH 5 H 0D, wEREG BT 5
TR ERPE LTV, I SCE THERERE TR X R EERICBET D RIE e &
Hr L7z,

2.55.1.6.3 RKEMN - RHIRR - ELA
S-217622 OARLFME: « KBkBIS: « SLAZ R T 2 EWRITE STV R0,

2.5.5.1.6.4 BEEERR R URIRIE IS 2 L E RSB D EE
RSB REGRBR DFE R D, AFNTHRBATIENMELS (243 HSW), B B H#HER K O
PRARVE I 63 2 BB TS RE DS E 2 MIF SRV EZ DD, FERRRRER M O AR
IZBWT, ZhbOEELRET HFRITGE LTV R,

25517 Z2MHFHEDFE L O
T1221 7k Phase 2b Part OB E TIZHWT, AFIBECHTCEZFOEELAEFFRITRES
ATV, HEFERORHLHRIL, 375/125 mg #f 26.4% (37/140 $i]), 750/250 mg #F 34.3% (48/140
#i), 77 & AREE 24.1% (34/141 Hi) (LA TFIRENE), BHEHOFEBERIL 9.3% (13/140 H#1), 18.6% (26/140
Bl), 5.0% (7/141 ffil) Th o7 AEFEGORBRIL, 375/125 mg B TIX T 7 B AR#E & RRRE T,
750250 mg FETIET 7 ALV E <, BWEHORBRITWEEL 77 BRI mroTz.
AFIOHABREM CIIAERELLOREIWER & BT 375125 mg B TR - 72, WTFNLORET 2%
VL RS SN AEFRIL, 375/125 mg BETILELE Y RNE AW (16.4%[23/140 fl]) D7,
750/250 mg FE Tl L E Y RE AR (20.0% [28/140 #1]), HE5, TR, &Sabm, MOm Y 7
Ut U RIGE (ZAVEI 2.1% [3/140 f1]]), 77 ERBETIIREZENELE Y REARD 2.1%
[3/141 f5l]) THoT=. 72, WTNDORET 2% EIZHE SN-BIWER X, 375/125 mg FER O
750/250 mg FE & HITELE Y READ (5.7% [8/140 1] KON 12.1% [17/140 #l]) OHTH -
7o, WBBEROF G P IEICE > - HEFHGE, 375125 mg BET 2 HICRD B, Wb BB
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EORFEBEFRITH Y LTSN, £, FERICAFLEEREZ DA FFROBEEL,
375/125 mg #F 34.3% (48/140 f51l), 750/250 mg Ff 42.9% (60/140 %), 77 & REE 31.2% (44/141 f)
CATREIE) THY, BIVEROREERIL 13.6% (19/140 #), 22.1% (31/140 #1), 5.0% (7/141 fil) T
bolo. LR, A BFOEERAEFRZIIHICRDO AR T.

T1221 3Bk Phase 2a Part [Z3\\VC, FELAFLEERAEFS, KOHFILICETEHEFSL
S SAUTUW RV, BRE/HSEE K OVIESE D SARS-CoV-2 &L % f 8 7= REM O HHL
DOFEBRIT, 375/125 mg BE 52.4% (11/21 #), 750/250 mg Ef 69.6% (16/23 #i), 7 F & REE 37.5%
(9724 ) (LA FRINIE), BIVEF DOFREEER1T 23.8% (5/21 H), 43.5% (10/23 1)), 0% (0/24 1)) TH Y,
AFBEORBLRIL T T B ARBEL Y @<, HERERTIL 375/125 mg BE TR o 7o, Wit
T3FILL RIS SNT-AEEFERIT, 375/125 mg BECHELLE U REAHED (14.3% [3/21 1)),
750/250 mg BE T L E U RE A (52.2% [12/23 #i]), SERA ML R Y 2 ) & U REN (%
ALEI 13.0% [3/23 fil]) TV, mbE Y AEABDLEOME R 7Y REMOIEE AL
DEIER &l Sz,

F 72, TI211 KB O A TRl L2 AW T, 2 FlogERE NG EHERIC L 0 a5
OEHAERILELIE SO0, KFIFERLZ 2 SEAEMETRIFThH o7,

FREORERIE T1221 75k Phase 2b Part @ 421 {5l & U Phase 2a Part @ 68 5l TOZE2M:, TN
fEFERR AN DIE#H CToH ¥, Phase 2b Part DBRFELAREOBIZZIIBBERTH L L O D, BRI TIIAR
R CHE 2 S LEE LA EFFRLORIERILRD 517, SARS-CoV-2 EYH 23T 2 AH
O1H1ES AMOKRO#ES (1 HBIX 375 mg, 2 HE2S 5 HHIL 125 mg) TOEEMEITEH
BB O o T,

2552 T1221 &{E& Phase 3 Part [Z£ D < 5
SARS-CoV-2 [EYLF Tt T HAKI D22 2%, T1221 3Bk Phase 3 Part O# 54 O CEINEE
fli L7=.

B ERROIEF K O DOFE J71£1%, Phase 2a Part & (X Phase 2b Part & Ak T 5 (2.5.5.1
HZ ).

25521 BEERRUVBESZSKTOME
LERVERRMT R REMIT, 1EBREL DR &b 1 BEGEINT-HBRENL R LEMEERL,
FEEIZAHNE G- S T TEBR RIS E T LT,

25522 BFEER
Phase 3 Part D EHG5 K ORIVEH ORBURILOME L, T2 2.5.5.2-1 KOFE 25522
(N3 A
FRIE/HEIE D SARS-CoV-2 &L DA EF L ORBIARIL, 375/125 mg #f 44.2% (267/604 f4),
750/250 mg H¥ 53.6% (321/599 i), 77 & AREE 24.8% (150/605 ) (L FFEIE) TH-o70. Fiz,
BIVEH OFBIRIL, 24.5% (148/604 B1), 36.2% (217/599 1), 9.9% (60/605 {5y T ~7-. HESE
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LEORIER OB, AFFECTT ZERBELY Eodc. KFOH BB CIIAEFSK
OFEIVER & 12 375/125 mg #E T2 > 7.

WTNORETHIETITERO Loz, £ OMOEE A FFLIL 375/125 mg BFEL T Z
EAREETENALN | BUSRD LN, WTHIRBRIEE ORRERIZZR L Ll shz. £
72, IR DOFL G- IR ICE - 72 A EHEGT 375/125 mg BET 4 61 (4 1), 750/250 mg BET 6 1] (7
)y, 77 vREET26] G 1) CATFRIE) (5B LN, D524 214), 26 @44, 14l
1) MIRBEE L DRRBMRD O Ll STz,

# 2.55.2-1 HERFGREBURDBLOMEE : Phase 3 Part (222 MEARAT S 4E )
Mild/Moderate
S-217622 S-217622 Placebo
125 mg 250 mg

N =604 N =599 N =605
Treatment-emergent adverse events
- Number of participants 267 321 150
- (Number of events) (488) (604) (230)
- Percentage of participants (%) 442 53.6 24.8
- 95% Confidence interval (%) [40.2,48.3] [49.5, 57.6] [21.4,28.4]

TEAESs with an outcome of death

Number of participants 0 0 0
(Number of events) 0) 0) 0)
Percentage of participants (%) 0.0 0.0 0.0
95% Confidence interval (%) [0.0, 0.6] [0.0, 0.6] [0.0, 0.6]

Serious TEAESs other than deaths

Number of participants 1 0 1
(Number of events) 8 0) 8
Percentage of participants (%) 0.2 0.0 0.2
95% Confidence interval (%) [0.0,0.9] [0.0, 0.6] [0.0,0.9]

TEAE:s leading to discontinuation of study intervention

Number of participants 4 6 2
(Number of events) “4) (@) 3)
Percentage of participants (%) 0.7 1.0 0.3
95% Confidence interval (%) [0.2, 1.7] [0.4,2.2] [0.0, 1.2]

TEAE = Treatment-emergent Adverse Event
Treatment-emergent adverse events were defined as any AE reported after the first dose of the study intervention.
The confidence intervals were calculated by using Clopper-Pearson method.

# 25522 BIVEFFEBLR L OBEEL © Phase 3 Part (22 &M fEAT %I G285 1)
Mild/Moderate
S-217622 S-217622 Placebo
125 mg 250 mg

N = 604 N =599 N =605
Treatment-related TEAEs
- Number of participants 148 217 60
- (Number of events) (207) (327) (88)
- Percentage of participants (%) 24.5 36.2 9.9
- 95% Confidence interval (%) [21.1,28.1] [32.4,40.2] [7.7, 12.6]

Treatment-related TEAEs with an outcome of death
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Mild/Moderate
S-217622 S-217622 Placebo
125 mg 250 mg

N =604 N =599 N =605
- Number of participants 0 0 0
- (Number of events) 0) 0) (0)
- Percentage of participants (%) 0.0 0.0 0.0
- 95% Confidence interval (%) [0.0, 0.6] [0.0, 0.6] [0.0, 0.6]
Serious Treatment-related TEAEs other than deaths
- Number of participants 0 0 0
- (Number of events) 0) 0) (0)
- Percentage of participants (%) 0.0 0.0 0.0
- 95% Confidence interval (%) [0.0, 0.6] [0.0, 0.6] [0.0, 0.6]
Treatment-related TEAEs leading to discontinuation of study intervention
- Number of participants 2 2 1
- (Number of events) 2) 2) 2)
- Percentage of participants (%) 0.3 0.3 0.2
- 95% Confidence interval (%) [0.0, 1.2] [0.0, 1.2] [0.0, 0.9]

TEAE = Treatment-emergent Adverse Event

"Treatment-related TEAE" is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

The confidence intervals were calculated by using Clopper-Pearson method.

2.55.2.2.1 HBEHELKHAONEZEEER
2552211 =3l

Phase 3 Part TS SN2 HFFR M OEWEM 2% 2.5.5.2-3 KUK 25524 1077

2%LA BIZHIE SN A EFGUT, 375/125 mg BECIXELE Y REABD (31.1% [188/604 f4]),
mH Y ZUEY KRB (8.1%[49/604 1)), ILHE UL EHIM (6.0% [36/604 f1]), 1A=L
2T 1 — U (3.3%[20/604 15]]), A E VU ILE HIN (2.5%[15/604 ), 1Lt L7 F Lk
ATRFF—BHIM (2.3% [14/604 1]]), FEIE (2.2%[13/604 $1]]), 750/250 mg BE ClI @b E U R
HIs (38.6% [231/599 fi]), Mt N YU 27U & U REEAN (12.4% [74/599 f51]), M e U L e 4
N (9.3%[56/599 f51l]), M=t L A7 m—/ gl (4.7%[28/599 $i]), BEJE K OMaE B Y LB L8
M (ZNEI 3.3%[20/599 Fi]), ML FLERIKEEEZ I (2.5%[15/599 $1]), 7°F & AR Tldi
FRUZUEY RHEEIN (5.3%[32/605 f511]), Mk U AREAJRD (3.8%[23/605 f51]), BEIF (2.3%
[14/605 f]), FHILOT ANRNTGXUERT X /) T A7 =7 —BEI (ZNZEh 2.0% [12/605
Bl Tholo. F7z, 2%LL BICHlE SHZRIWERIX, 375125 mg #ECliImbE U A& AED
(18.4% [111/604 31]]), IMLFAAE VY /LE HEN (2.8% [17/604 fi]), M U 27 U-tEU KM 2.6%
[16/604 1), 750/250 mg Ff TlLmbE U AEEBAD (26.2% [157/599 #i)), mH ~Y 27Uk U R’
HEI (6.2%[37/599 f511]), 1A E U /LB HINN (5.8%[35/599 f4l]), HEJE (2.2% [13/599 #41]), ifH
AL AT =W (2.0%[12/599 $]), 77 BARBETIZMT R Y Z U B U REEI (2.8%[17/605
fFl]) DA TH-T=.

375/125 mg BET 2%LL BICHE SN FFRIL, R E2RE, BAMAREOAHEFRTH
O, SEROBRIARII T T REEFRBRECTH-o . BEREREOAEEZTIX, MF7 L7
FURARF S —BHEIMORBRIIT TR L RRE TH T
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S-217622 2.5 FERICBE S 2 ST
# 25523 A EHL : Phase 3 Part (2 MEfRMT 6 S 4E )
Mild/Moderate

S-217622 S-217622 Placebo
e te 125 me

N =604 N =599 N =605

n (%) event n (%) event n (%) event

Participants with any TEAE 267 (442) 488  321(53.6) 604  150(24.8) 230
ST B K OV AR HRUE 8(1.3) 8 5(0.8) 5 4(0.7) 5
- kSRS 2(0.3) 2 2(0.3) 2 2(0.3) 2
- @bk 2(0.3) 2 0 0 0 0
- B 1(0.2) 1 0 0 0 0
- EPERI S PESE 1(0.2) 1 0 0 0 0
- b 0 0 1(0.2) 1 1(0.2) 2
- BIBR 1(0.2) 1 0 0 1(0.2) 1
- Y 0 0 1(0.2) 1 0 0
- BT 2 1(0.2) 1 0 0 0 0
- BAJLRR 0 0 1(0.2) 1 0 0
Mg LY R REE 3(0.5) 3 0 0 1(0.2) 2
i 2(0.3) 2 0 0 0 0
- A EREEE 1(0.2) 1 0 0 0 0
- M PEREE 0 0 0 0 1(0.2) 1
- MR BEE 0 0 0 0 1(0.2) 1
Gy R E 4(0.7) 4 2(0.3) 2 2(0.3) 2
- FREIPET L L — 3(0.5) 3 1(0.2) 1 1(0.2) 1
- IEEUE 0 0 1(0.2) 1 1(0.2) 1
- EEAIT LLX— 1(0.2) 1 0 0 0 0
it L OB E 5(0.8) 5 4(0.7) 4 3(0.5) 3
- mNYZURY RifE 2(0.3) 2 2(0.3) 2 1(0.2) 1
- EEETIE 2(0.3) 2 0 0 1(0.2) 1
- U JE 0 0 1(0.2) 1 0 0
- PRI MLE 1(0.2) 1 0 0 0 0
- AEA Y U AfE 0 0 1(0.2) 1 0 0
- 2 BURERR YR 0 0 0 0 1(0.2) 1
R 1(0.2) 1 3(0.5) 3 2(0.3) 2
- ANHRE 1(0.2) 1 3(0.5) 3 2(0.3) 2
N 26 (4.3) 29 23 (3.8) 24 23 (3.8) 23
- R 13 (2.2) 13 20 (3.3) 20 14 (2.3) 14
- EEMEDFW 6 (1.0) 7 1(0.2) 1 4(0.7) 4
- IR 3(0.5) 3 2(0.3) 2 0 0
- BERRRE 3(0.5) 3 0 0 1(0.2) 1
- RpRSFRTOREE 1(0.2) 1 1(0.2) 1 0 0
- EESRE 1(0.2) 1 0 0 0 0
- ERORVEEEE 1(0.2) 1 0 0 2(0.3) 2
- TSR 0 0 0 0 1(0.2) 1
- R 0 0 0 0 1(0.2) 1
R 3(0.5) 3 2(0.3) 2 2(0.3) 2
- T LR R 1(0.2) 1 0 0 0 0
- K474 1(0.2) 1 0 0 1(0.2) 1
- IR 0 0 1(0.2) 1 0 0
- IRz 1(0.2) 1 0 0 1(0.2) 1
- RZ S FEE 0 0 1(0.2) 1 0 0
His LUk 1(0.2) 1 1(0.2) 1 1(0.2) 1
- [EHEMED FE W 0 0 1(0.2) 1 1(0.2) 1
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S-217622

2.5 BEIRIZBE9 2 G REAM

Mild/Moderate

System Organ Class [a] 83271?12; 85252)75122 Placebo
- Preferred Term N =604 N =599 N =605

n (%) event n (%) event n (%) event
- BARPRE 1(0.2) 1 0 0 0 0
DB E 1(0.2) 1 1(0.2) 1 1(0.2) 1
- BE 1(0.2) 1 0 0 0 0
- SR 0 0 1(0.2) 1 1(0.2) 1
1A P 2(0.3) 2 1(0.2) 1 0 0
- EIE 2(0.3) 2 1(0.2) 1 0 0
e g, Mashds K OMiElRrEE 2(0.3) 2 2(0.3) 2 1(0.2) 1
- S 1(0.2) 1 1(0.2) 1 0 0
-k 1(0.2) 1 0 0 0 0
- OEEnE A 0 0 1(0.2) 1 0 0
- W 0 0 0 0 1(0.2) 1
B 23 (3.8) 24 36 (6.0) 41 18 (3.0) 19
- T 6 (1.0) 6 9 (1.5) 10 12 (2.0) 12
- EL 4(0.7) 4 11(1.8) 11 1(0.2) 1
A 4(0.7) 4 8 (1.3) 8 0 0
- AR 1(0.2) 1 3(0.5) 3 0 0
- HIERER 2(0.3) 2 2(0.3) 2 0 0
- fER 2(0.3) 2 1(0.2) 1 3(0.5) 3
- A% 1(0.2) 1 1(0.2) 1 0 0
- R 0 0 2(0.3) 2 0 0
- e 0 0 1(0.2) 1 0 0
- kg 1(0.2) 1 0 0 1(0.2) 1
- TREERM 1(0.2) 1 0 0 0 0
- Bk 1(0.2) 1 0 0 0 0
- B 1(0.2) 1 0 0 1(0.2) 1
- HAEWR R R 0 0 1(0.2) 1 0 0
- ER 0 0 1(0.2) 1 0 0
- Rz 0 0 0 0 1(0.2) 1
JIT HELIE 2 B 1(0.2) 1 0 0 2(0.3) 2
- JITHERERE 1(0.2) 1 0 0 0 0
- RMEARFER 0 0 0 0 1(0.2) 1
- BT UAT ISR E 0 0 0 0 1(0.2) 1
R R X OV T AR 8(1.3) 9 14 (2.3) 16 12 (2.0) 12
R 2(0.3) 2 7(1.2) 7 5(0.8) 5
- RS 2(0.3) 2 3(0.5) 4 1(0.2) 1
- BB 1(0.2) 1 2(0.3) 3 1(0.2) 1
- BRI 0 0 1(0.2) 1 0 0
- BB 1(0.2) 1 0 0 0 0
- HRAN 0 0 1(0.2) 1 0 0
- T 1(0.2) 1 0 0 1(0.2) 1
- EIOPIE 1(0.2) 1 0 0 2(0.3) 2
- RS 1(0.2) 1 0 0 0 0
- B 0 0 0 0 1(0.2) 1
- B IEEERRS 0 0 0 0 1(0.2) 1
BB R d6 L UG A LR 4(0.7) 4 6 (1.0) 6 8(1.3) 8
- R 2(0.3) 2 2(0.3) 2 3(0.5) 3
- A 1(0.2) 1 1(0.2) 1 1(0.2) 1
- R 0 0 1(0.2) 1 0 0
- HEE 0 0 1(0.2) 1 0 0
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S-217622

2.5 BEIRIZBE9 2 G REAM

Mild/Moderate

System Organ Class [a] 83271?12; 85252)75122 Placebo
- Preferred Term N = 604 N = 599 N = 605

n (%) event n (%) event n (%) event
- EEREEE 0 0 1(0.2) 1 0 0
- B 1(0.2) 1 0 0 0 0
- YR RMERIE S 0 0 0 0 1(0.2) 1
- WET 0 0 0 0 1(0.2) 1
- URBE 0 0 0 0 2 (0.3) 2
BB L OURKEE 1(0.2) 1 0 0 0 0
- iR 1(0.2) 1 0 0 0 0
AR X O Rk 3(0.5) 3 1(0.2) 1 3 (0.5) 3
- EE AR 1(0.2) 1 1(0.2) 1 2(0.3) 2
- HREIR EEE 1(0.2) 1 0 0 1(0.2) 1
- SLEEZ O FEAE 1(0.2) 1 0 0 0 0
—f% - R REEL L OB OREE 3(0.5) 3 2(0.3) 2 2(0.3) 2
- e 2(0.3) 2 1(0.2) 1 0 0
- B PRER 0 0 1(0.2) 1 0 0
- BB 1(0.2) 1 0 0 2(0.3) 2
R AR A 218 (36.1) 382  279(46.6) 490 88 (14.5) 141
. EHEY FEAES 188 (31.1) 188  231(38.6) 231 23 (3.8) 23
- M RY 7YY R 49 (8.1) 50 74 (12.4) 74 32(5.3) 32
- ey e L 36 (6.0) 36 56 (9.3) 56 6 (1.0
- L RTa— A 20 (3.3) 20 28 (4.7) 28 3(0.5)
- ATy e U 15 (2.5) 15 20 (3.3) 20 3(0.5)
- 7 LT TR AKX —EHN 14 (2.3) 14 8(1.3) 8 11 (1.8) 11
- i A ELER MK SEEE R AN 6 (1.0) 6 15(2.5) 15 6 (1.0) 6
- TI9=rT7 7 IR T =T BN 6 (1.0) 6 11(1.8) 11 11(1.8) 11
- TARTGXUBT I NT AT =T —EH 4(0.7) 4 9 (1.5) 9 12 (2.0) 12
o
- P REE N 4(0.7) 4 6 (1.0) 6 4(0.7) 4
- REEY REAEN 5(0.8) 5 3(0.5) 3 4(0.7) 4
- MY T AR 6 (1.0) 6 0 0 1(0.2) 1
- Y HEm 3(0.5) 3 2(0.3) 2 3 (0.5) 3
- M E LR a— 2(0.3) 2 2(0.3) 2 3(0.5) 3
- AP EkE 2(0.3) 2 2(0.3) 2 0 0
- FIURATIF—FLEF 0 0 3(0.5) 3 0 0
- MFRT ARV RRAT 7 X —E 2(0.3) 2 1(0.2) 1 0 0
- IMHFEEESE Y L E BN 2(0.3) 2 0 0 0 0
- M=y TSP 0 0 2(0.3) 2 0 0
- Mg LT F = N 1(0.2) 1 1(0.2) 1 0 0
- T R TR 1(0.2) 1 1(0.2) 1 0 0
- IHT R oREEEN 1(0.2) 1 1(0.2) 1 1(0.2) 1
- LR K SR SR I 1(0.2) 1 1(0.2) 1 0 0
- ME RS 1(0.2) 1 1(0.2) 1 4(0.7) 4
- AR SEE N 0 0 2(0.3) 2 0 0
- C— ST RN 1(0.2) 1 1(0.2) 1 2(0.3) 2
- GFEEERECEM 2(0.3) 2 0 0 0 0
- = INAEINNT AT =T — BN 1(0.2) 1 1(0.2) 1 3(0.5) 3
- GFHRERECEM 1(0.2) 1 1(0.2) 1 0 0
- [ ERE 2(0.3) 2 0 0 0 0
G R RYN-) | 0 0 1(0.2) 1 0 0
- MEET 0 0 1(0.2) 1 0 0
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S-217622

2.5 BEIRIZBE9 2 G REAM

Mild/Moderate
System Organ Class [a] S-217622 S-217622 Placebo
- Preferred Term 125 mg 250 mg
N =604 N =599 N =605
n (%) event n (%) event n (%) event
- M RY 7 URY RED 0 0 1(0.2) 1 0 0
- NESZmerEd 1(0.2) 1 0 0 0 0
- KIE D AE AR 0 0 1(0.2) 1 2(0.3) 2
- I REGR D 0 0 1(0.2) 1 0 0
S = 1(0.2) 1 0 0 0 0
- REAHM 0 0 1(0.2) 1 0 0
- AR AR i BR SN 1(0.2) 1 0 0 0 0
- P BRI 1(0.2) 1 0 0 2(0.3) 2
- I Y R 0 0 1(0.2) 1 0 0
- NEFnEkAS A Rel 1(0.2) 1 0 0 0 0
- T4 TV UDEA BN 0 0 0 0 1(0.2) 1
- EREVEL N 0 0 0 0 1(0.2) 1
- HhEREE D 0 0 0 0 2(0.3) 2
- RbTmEY =5 0 0 0 0 1(0.2) 1
g hER L OYLE A OHE 2(0.3) 2 3(0.5) 3 1(0.2) 1
- EYRE 1(0.2) 1 0 0 0 0
- HiEhRIE 0 0 1(0.2) 1 0 0
- 5 1(0.2) 1 0 0 0 0
- A 0 0 1(0.2) 1 0 0
- URBHEE 0 0 1(0.2) 1 0 0
- HiREhws 0 0 0 0 1(0.2) 1
TEAE = Treatment-emergent Adverse Event
event: Number of events
[a] System organ class and Preferred term of MedDRA Ver. 24.0
#* 2.55.2-4 BIYEH : Phase 3 Part (22 & PEMEAT 6 R AEEM])
Mild/Moderate
System Organ Class [a] S-217622 S-217622 Placebo
- Preferred Term 125 mg 250 mg
N =604 N =599 N =605
n (%) event n (%) event n (%) event
Participants with any Treatment-related TEAE 148 (24.5) 207 217 (36.2) 327 60 (9.9) 88
MER LY R kEE 0 0 0 0 1(0.2) 1
- I REEE 0 0 0 0 1(0.2) 1
Rtk L Ok REE 4(0.7) 4 2(0.3) 2 1(0.2) 1
- &SRV ZURY RMfE 1(0.2) 1 2(0.3) 2 1(0.2) 1
RE & B E 2(0.3) 2 0 0 0 0
- EREELE 1(0.2) 1 0 0 0 0
KPR R 0 0 2(0.3) 2 1(0.2) 1
- RRE 0 0 2(0.3) 2 1(0.2) 1
N 11 (1.8) 14 14 (2.3) 15 5(0.8) 5
- 9E 4(0.7) 4 13 (2.2) 13 2 (0.3) 2
- EEMEDFW 4(0.7) 5 1(0.2) 1 2(0.3) 2
- fEAR 3(0.5) 3 1(0.2) 1 0 0
- BEREKE 2(0.3) 2 0 0 0 0
- ERIEBHRR 0 0 0 0 1(0.2) 1
H3 L UBkEKREE 0 0 1(0.2) 1 0 0
- [EHEMED FE W 0 0 1(0.2) 1 0 0
I - s 1(0.2) 1 0 0 0 0
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S-217622

2.5 BEIRIZBE9 2 G REAM

Mild/Moderate

System Organ Class [a] 83271?12; 85252)75122 Placebo
- Preferred Term N = 604 N = 599 N = 605

n (%) event n (%) event n (%) event
. BE 1(0.2) 1 0 0 0 0
H IR kEE 11 (1.8) 11 17 (2.8) 19 8 (1.3) 8
- T 5(0.8) 5 8 (1.3) 8 7(1.2) 7
- L 2(0.3) 2 5(0.8) 5 0 0
- Mg 2(0.3) 2 4(0.7) 4 0 0
- WHIERR 1(0.2) 1 1(0.2) 1 0 0
- JEERASPRLEK 0 0 1(0.2) 1 0 0
- khEEE 1(0.2) 1 0 0 0 0
- H% 0 0 0 0 1(0.2) 1
JHRATE SR B 0 0 0 0 1(0.2) 1
- BEFIURT I F—PIE 0 0 0 0 1(0.2) 1
FERE ¥ OV TRk R 2(0.3) 2 8(1.3) 9 3(0.5) 3
- BB 0 0 5(0.8) 5 1(0.2) 1
- HZ 0 0 2(0.3) 3 0 0
- BT E R 0 0 1(0.2) 1 0 0
- XE 1(0.2) 1 0 0 0 0
- BB 1(0.2) 1 0 0 1(0.2) 1
- MRS 0 0 0 0 1(0.2) 1
B R B L UGB Rk 0 0 2(0.3) 2 2(0.3) 2
- P 0 0 1(0.2) 1 0 0
- ErEBEEE 0 0 1(0.2) 1 0 0
- At 0 0 0 0 1(0.2) 1
- WVET 0 0 0 0 1(0.2) 1
—i% « RHEER O GEAOREE 0 0 1(0.2) 1 0 0
- FEBAS PR 0 0 1(0.2) 1 0 0
B AR AR 130 (21.5) 175  191(31.9) 276 44 (7.3) 66
- EEEYREARD 111 (18.4) 111 157 (26.2) 157 9 (1.5) 9
- MmUY 7Y kY REN 16 (2.6) 16 37 (6.2) 37 17 (2.8) 17
- e Y e L 17 (2.8) 17 35 (5.8) 35 3(0.5) 3
- Mo v AT a— A 8(1.3) 8 12 (2.0) 12 1(0.2) 1
- LR MK SRR SR N 4(0.7) 4 8 (1.3) 8 4(0.7) 4
- TI=UTR T AT =T —BHN 3(0.5) 3 6 (1.0) 6 7(1.2) 7
- TARTGEUT I FTURAT 2T —FH 1(02) 1 5(0.8) 7(1.2) 7
i
- I LT TR ARSI 4(0.7) 4 1(0.2) 1 1(0.2) 1
- P REE N 2(0.3) 2 3(0.5) 3 1(0.2) 1
- AT Y e U 1(0.2) 1 2(0.3) 2 1(0.2) 1
- IREEE Y AREARM 2(0.3) 2 1(0.2) 1 3(0.5) 3
SIS RVl 1(0.2) 1 2(0.3) 2 2(0.3) 2
- IMHFEEESE Y L E BN 2(0.3) 2 0 0 0 0
- M E L RT a— 0 0 1(0.2) 1 0 0
- M R TN 1(0.2) 1 0 0 0 0
b RNV 1(0.2) 1 0 0 1(0.2) 1
- B RY 7YY RED 0 0 1(0.2) 1 0 0
- Yy INEIN T URT =T 1(0.2) 1 0 0 2(0.3) 2
- KEEY FEARD 0 0 1(0.2) 1 2(0.3) 2
- FREE M 0 0 1(0.2) 1 0 0
- Y RS 0 0 1(0.2) 1 0 0
- FIURATIF—FE LS 0 0 1(0.2) 1 0 0
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S-217622 2.5 BEIRIZBE9 2 G REAM

Mild/Moderate

System Organ Class [a] S-217622 S-217622 Placebo
- Preferred Term 125 mg 250 mg

N =604 N =599 N =605

n (%) event n (%) event n (%) event

- T ABVRRT 7 X —BE 0 0 1(0.2) 1 0 0
- C—RSTERE RN 0 0 0 0 2(0.3) 2
- 747V rDEA~—HM 0 0 0 0 1(0.2) 1
- DR ERERRD 0 0 0 0 1(0.2) 1
- RFvavry s —4 8 0 0 0 0 1(0.2) 1

TEAE = Treatment-emergent Adverse Event

event: Number of events

[a] System organ class and Preferred term of MedDRA Ver. 24.0

"Treatment-related TEAE" is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

2552212 EREER
Phase 3 Part TR SN2 EIEE RN OAEFZ L ORIEMOREBVRI A2 K 2.552-5 KU#R
2.552-6 12, FELHIEIELROFEFEG K ORWEH ORI A 2.7.4.7 HIZRT.
BEHRGOIZLEALEFRETHY, SEOFEGIL 375125 mg BECHEEARHMm? 1 4,
750/250 mg & CERIR 2N 1 3], 77 B ARRET MR OVENEIBZER N E 40 1 FlCFRD HALTEA3,
SR A PREWVWTNOFRGE LRI & ORERERITZR L LS. 7501250 mg #E D5 I
Day 1 (2368 L, 1RBRIE L ORIREEZRH V LY nzn, ~NF8FE— L FKEIZLD Day4 I
[ L, RERIEO G I3k S .

# 2.5.5.2-5 FAE R O FE S : Phase 3 Part (Z2 2T X SAE )
Mild/Moderate
S-217622 S-217622 Placebo
_Sys;:rfzr(r)erdg?l?egass [a] Severity 125 mg 250 mg
N =604 N=599 N =605
n (%) n (%) n (%)
Participants with any TEAE Severe 1(0.2) 1(0.2) 2(0.3)
Moderate 13(2.2) 18 (3.0) 13 (2.1)
Mild 253 (41.9) 302(504) 135(22.3)

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

If a participant had experienced the same event more than once, the participant was counted once in the severest category
reported.
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S-217622 2.5 BEIRIZBE9 2 G REAM

#* 25526 FIEFERIORIWER : Phase 3 Part (Z2 & MEARAT o SR EE])
Mild/Moderate
S-217622 S-217622 Placebo
System Organ Class [a] Severity 125 mg 250 mg
- Preferred Term
N =604 N =599 N =605
n (%) n (%) n (%)
Participants with any Treatment-related TEAE Severe 0 1(0.2) 0
Moderate 4(0.7) 11 (1.8) 5(0.8)
Mild 144 (23.8) 205 (34.2) 55(9.1)

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

"Treatment-related TEAE" is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

If a participant had experienced the same event more than once, the participant was counted once in the severest category
reported.

2.55.2.2.1.3 ERIF A
Phase 3 Part CH#idr S N7-#zIF B DA ZEFG L OENEH OBBUKIZ & 2.552-7 K TUE
2.5.5.2-8 12, FHHEERA O EFL K OFEIERORBURNEZ 2.74.7 HIZRT. AEFFLOZL
IXEESUIRRE L2, REEOFESO S B, BRI EOREREZRH Y LU SN FEEL
1%, 750250 mg FECRRO DN BB EHRE, MRMREMEOHEHERRTH Y, FIEEITEE X
TP CHOIEEREL ThHoT-. RBOEEEITRECHY EEEREL ThH-T-.

# 2.5.52-7 HRIR A DA EF S « Phase 3 Part (22 2 VEMRAT 6 SR AEH)
Mild/Moderate
S-217622 S-217622  Placebo
System Organ Class [a] Outcome 125 mg 250 mg

- Preferred Term N=604 N=599 N=605

n (%) n (%) n (%)

Participants with any TEAE Fatal 0 0 0
Recovered/resolved with sequelae 0 0 0
Not recovered/not resolved 59 (9.8) 5509.2) 35(5.8)
Recovering/resolving 14 (2.3) 22 (3.7) 13 (2.1)
Recovered/resolved 194 (32.1) 244 (40.7) 102 (16.9)
Unknown 0 0 0

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

If a participant had experienced the same event more than once, the participant was counted once in the worst outcome
category reported.
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S-217622 2.5 BEIRIZBE9 2 G REAM

# 25528 ERJRBIOREIEM : Phase 3 Part (22 2 MEMEHT 0l G4 H])
Mild/Moderate
S-217622 S-217622  Placebo
System Organ Class [a]
- Preferred Term Outcome 125mg 250 mg

N=604 N=599 N=605
n (%) n (%) n (%)

Participants with any Treatment-related TEAE Fatal 0 0 0
Recovered/resolved with sequelae 0 0 0
Not recovered/not resolved 5(0.8) 8 (1.3) 8 (1.3)
Recovering/resolving 8(1.3) 9 (1.5) 9 (1.5)
Recovered/resolved 135(22.4) 200 (33.4) 42(6.9)
Unknown 0 0 1(0.2)

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

"Treatment-related TEAE" is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

If a participant had experienced the same event more than once, the participant was counted once in the worst outcome
category reported.

2552214 SRR A
Phase 3 Part Ci#tis S AL RBIRHIBI O A EFEEL K ORIWEH ORBURINZ R 25529 KU
2.5.5.2-10 12, FRBIFEBIGHRIOFEFEGE L OEWER ORBRILZ 2.7.47 HIRT. 77 8R
BEEHEZ L C, ARAIRFET Day 6~7 ICRD LNIEHAEFEFRNE o723, BRRREE OWE H
Day 1 (#5-#l), 6, 14, 28 TH Y, HEZITHI L EKBREEDHFHEFERDZL A Day 6
FFRME : +1) ICRESNEZLICL b0 THY, BRREMEOFERSEERS &, KRAIRE
L7 T RARBECREROM TH - 7.

# 2.5.5.2-9 FEHEARI DA EHS « Phase 3 Part (22 VEMEAT RIS AE )

Mild/Moderate
S-217622 S-217622 Placebo

System Organ Class [a]

Period of Onset 125 m; 250 m;
- Preferred Term N— 60%1 N= 59g9 N = 605
n (%) n (%) n (%)
Participants with any TEAE Day 1 26 (4.3) 21 (3.5) 14 (2.3)
Day 2-5 37 (6.1) 46 (7.7) 32 (5.3)
Day 6-7 215(35.6) 270(45.1) 66 (10.9)
Day 8-14 24 (4.0) 27 (4.5) 32(5.3)
Day 15-28 33(5.5) 28 (4.7) 26 (4.3)
> Day 28 4(0.7) 2(0.3) 5(0.8)

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

If a participant had experienced the same event more than once, the participant was counted once in each of the relevant
period reported.
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S-217622 2.5 BEIRIZBE9 2 G REAM

# 2.552-10 SEERIFI R O FIVEM - Phase 3 Part (222 MEREAT %I 5245 )

Mild/Moderate
S-217622 S-217622 Placebo
System Organ Class [a] Period of Onset 125 mg 250 mg
- Preferred Term
N = 604 N =599 N =605
n (%) n (%) n (%)
Participants with any Treatment-related TEAE Day 1 12 (2.0) 17 (2.8) 9 (1.5)
Day 2-5 14 (2.3) 21 (3.5) 9(1.5)
Day 6-7 128 (21.2) 190 (31.7) 37 (6.1)
Day 8-14 4(0.7) 7(1.2) 6 (1.0)
Day 15-28 1(0.2) 4(0.7) 2(0.3)
> Day 28 1(0.2) 0 0

TEAE = Treatment-emergent Adverse Event

[a] System organ class and Preferred term of MedDRA Ver. 24.0

"Treatment-related TEAE" is defined as an AE which can be reasonably explained as having been caused by the study
intervention.

If a participant had experienced the same event more than once, the participant was counted once in each of the relevant
period reported.

255222 EELGHEEER
Phase 3 Part |23\ C, SECIXFRO bR o7z, TOMOBEERAGERFSL L LT 375/125 mg
FECHEEHARHM, 77 2R CaMBEERNZNZN 1 FISRO N0, WTHIREREE
& DRFEBEFRA L &Rl S .

255223 BREOHRSPLEICELHEER

Phase 3 Part (ZF\WC, £ 5-HIEIZE > 72 A EFFHGT 375125 mg BET 4 1] (BEEOWIZHN 1,
BEREE DN 1, FEEDRZH 14, PEEOEMED 1 61), 750/250 mg #ET 6 il (EEE
DOFIZ 1B, BEOIFN 1, FEEOFRZI 1], PEEOELD 1 H], FEEOIEY
31, HEEEE ORETRE K OV O SR RTOAREEDS 1 B), 77T B ARRET 2 B (B OFESE A
1B, 8O KT RO EE ORGSR 1 ) IZFEO LIz, 2D 95, 375/125 mg BED
W92 B OMEM:,  750/250 mg FE OB O AR D835, 77 B ARBEO T KT & OV R I%
TRERIE L OREEGRSH 0 ST S, WIS IRBRERO £ 5 1% SRR X[ L7z,

255224 BT REHEER
B S CHRFE T REAEFEFRIIFFESI N TR0,

255.2.3 FRERRE(E

T1221 75k Phase 2a Part, Phase 2b Part, }2 OF Phase 3 Part % /{5 L 72 4E[HC, AR % 7F
fili L72E5, AFIBECRAIC B 38 KT (8D il bn-£8 s LT, Eit
HIREAOWDY, SV Z7V®) oM, REUrer ROESEE Y Ve ORI, fiEek
DM, REFEGHESHE (UIBC) OXTAEIR Sz, mikBE Y REAOHY, Y7 U®]D
RO, e U LEe s EONEEE Y L E > OENNE, Day 6 T b2, Day 14 (213 —
ATA ABEETEE L TWZo®, —RRREE LS bhic. MiEEkOHML T UIBC @
1K FIX, Day6 T H4L722%, Phase 2a Part X Day 28 C, Phase 2b Part }2 OF Phase 3 Part C

- 194 -



S-217622 2.5 BEIRIZBE9 2 G REAM

I% Day 14 TX—=R T A IO OECENPEAREL 77 B AR CTRBE CTh 727D, —Ry7
EEEEZ LN, 2O OREMIZOWNT, HAEMTIE, 375/125mg BEZ A~ 750250 mg #f
DB EH EM) UL T (BD) ORENKE -T2 (27432 EHSH).

25524 HEEHICHITH2EEER

T1221 7% Phase 2a Part, Phase 2b Part, } OF Phase 3 Part 2 /& L722EMICBW T, HEFS
DFEBLFRIE 375/125 mg FE T 42.6% (325/763 Hil), 750/250 mg #£ T 52.0% (395/759 #il), 77 &R
BT 26.8% (205/766 f51]) (LA T IFINE), EIVEH OFRELERIT 22.5% (172/763 fil), 33.6% (255/759 Hi),
8.7% (67/766 ) ThH ~7=. AEFRKLOENWEAORIRL, AFRETT 7RI @hoT
W, 1FEAEOREFRRITIE T, BIESUIRE L. A0 B CIIAEFL L OEIE
FH & BT 375/125 mg BE T o 7=

WTNDOREHZEBW TS 2% BICHRE SN AEFRIT, R ZRE, 2 CHAREREOA
EHEL T 72 (T1221 (Phase 3 Part) Table 14.3.1.2.5.1,2 ZR). KA O FEREH TIX, AEES
K OEIWER OFBRITNTHOFERTE 375/125 mg BE TR - 72,

T1221 7% Phase 2a Part, Phase 2b Part, } O Phase 3 Part % {}if & L 7% C¢%,, Phase 3 Part ®
FER L FEROBIMTH o7z,

25525 BAERICHEIT5EEER

Phase 2a Part, Phase2bPart, } U Phase 3 Part DI%JE/ T 4E5E D SARS-CoV-2 [EYuE % & L7-
FHEIZ 3BT, 18 FRT OWERE TIX, 375/125 mg B 11 f51], 750/250 mg &f 16 5, 77 & REE
22 Bl 2 MR S AR B E L7, 18 IAl DR E TR LN AFFERITVT I’
FEThole. Wt SNIAEFFRINERA OMRITRD SR o72. 65 Ll LA T
1%, 375/125 mg ¥ 5 {51, 750250 mg £ 7 B, 7" 7 wAREE 8 BN L MR REM I E E i,
65 LA EOWBRE TRO LNIZHEFLIL, 7T RO 1 FIIEE bT-Z O FEIE | 2R
T, WITNOREThoTz. RESNTCAEFLRICHEHRERAOHERITR D Lol
(T1221 (Phase 3 Part) Table 14.3.1.3.8.1.4.1-3, 14.3.1.3.8.2.4.1-3 /i),

¥ 7=, Phase2aPart, Phase2bPart, [ O Phase 3 Part D$RSE/FEESE D SARS-CoV-2 J&YLH % Of
A LTeRHMiiz W, HARANIE, 375/125 mg #f 496 5, 750/250 mg #f 468 5], 77 & AREE 478
BN R VERAT R REFICE £, BARARFAOZEMEOREITRD b/ o7z (T1221
(Phase 3 Part) Table 14.3.1.3.8.1.1.1, 14.3.1.3.82.1.1, 14.3.1.4.8.1.1.1, 14.3.1.4.82.1.1 Z#).

25526 BERAZSTE2LeHE
Phase 3 Part D& < SBINEHRIT /0.

25527 HEEROFN, BEH, BEAE
Phase 3 Part DfER 2B F 2, AEZL.
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25528 Z2MHFHED T L O

T1221 3#B% Phase 3 Part (28T, SELITRRO BT, TOMOEE LA EFEFLIT 375/125 mg
HLEOT T RBETENEN 1 BISRD HIER, WP G IABREE & OREBIRIT A L &k
Sz, HEHERGOFRBERIL, 375/125 mg & 44.2% (267/604 1), 750/250 mg £f 53.6% (321/599
B), 77 EAREE 24.8% (150/605 i) (LA FIENR), EIVEH ORI 24.5% (148/604 f5]), 36.2%
(217/599 H), 9.9% (60/605 {5y TH VY, AEFZLORIEMORERIT, I B RFEL HE LT
AFBETE <, AHFNOHERERTIX 375125 mg BEDO T MR T2 7T BAREE & ik U CTAKA
FECHRBBEEOSWAEFR L ORIEAOZ  IXEKRAERE TH Y, Phase2a Part & Y
Phase 2b Part TH#E SN FHRL TH 7. BRMAEEIZIVT, 77 BAREE L it U CARMIRE
THEEEYAREAORD, R Z7UkD RO, eV LE S ROEEE U LE ORI,
MBSO, UIBC DI FHAFRO SN, Wiy —KREETho7z. Rdohi-faE
FHOIFEALITRETHY . BIEENEEDOELRTIL, 750/250 mg FEOFETE O A A3 K R
HY EHEW SNTENNRTE X EIC L EE L, 1BBREOE LIk S vz, 1RBRIED
BRI E ST HEEG T, 375/125 mg FEOIRZ K ORI, 750/250 mg BEDIEE (2 1),
7' Z R RBEOH MK T R OSSR STERREE & ORI EBRD 0 LW Sz, W biakR
FDOF G 1% BRI EEIE L7z,

T1221 7% Phase 2a Part, Phase 2b Part, }%2 U\ Phase 3 Part Z /& L7248 T%, Phase3Part &
[FER DA T > 7z,

PLEDOREFR S, T1221 38k Phase 3 Part THI7Z I8 b2 220 &IT e <, IFE%EM
THIREEDME\ TH 7= & /25, Phase 2a Part & OF Phase 2b Part O (2 -5 < FAf &[R4k
{2, SARS-CoV-2 EYFIZBITHAKID 1 H 1105 HEOZEA&ESE (1 HEHIZ375mg, 2 HE»
55 HHEIZ125mg) TOREMICFHEDBRSITR D 6NT, BEEIIRFTHoT-.
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256 R34y bEYRYICET 28R
SARS-CoV-2 I & A EYYEIZ %1 5 S-217622 DA FRIER IR M OEGIR R ER > 5 15 5 7~ BRBR L
FEICEESE, S217622 DR T 4 v RN AZIZHOWNWTEZELT-

2.5.6.1 BEOEER
2.5.6.1.1 B XIFEK

COVID-19 O EZRJERITFEN, %, K, MOFED, MDA, FHPRE, Tz SRS LRk
DIERDRZ <, MZ THRESREFREE HHE I TVD.

REBOBFX, RHDOHTA KT A4 BT DBIED D PEAE T ISP, Ytk
JERDE ERIET 2EH S —EBFMEL, TOHEIEIT 20%~30% LB LN TS, —KAYITIE
FEM D 1 EFFRE CIBEICm2 D 2, —HOBFITEELL, T B 20%DEH TILikHE
BENNEIZR D L END (2.5.1.2.1 HER).

COVID-19 OJ% K OFRED ZALIZ Y, BFET 5.

SARS-CoV-2 1T X 2 EYYE DK EOIRBHIATIRIC I W RESER D, BUEFEROA I 7
0 U RRIC K BRI TIE, TV A RRLARTORRIC K 5 el & Felie U CIER 2N <, BRFE IR
BEEDOBEN D LI b DD, U A VAN EXGE THFE LT WRRBIS Y, &t - &P, T
SEYE 72 O EREROBENEM L EHE STV D (2.5.1.2.1 THSR).

2.56.1.2 WITDBEE
2022 4E2 A 21 HEFR T, AFTIE, VA /LARNAKRY AT —BHEAIOL LT T ELKN
E/LXET I, 3C-Like 7uT7 7 —EHEA D=L~ LN+ U FFE/L, SARS-CoV-2
HRIPUAREDO I ) B~ T4 AT T KO ha <7 JAKBER O o F =7, HLIL-6
ZRIRPURD h 2 ) X<~ 7 D 7#17 COVID-19 A & L TKBEN TV D
AFRD COVID-19 BFITIED D HPEIE | BREZEE HDTND L OO, TR K NREE
ERLNATEY, OO UANVAKTHLELXE T ELER=/L< hL/LEJL « U hFE
b, BYENDPEE T ORE~MEH SRS A, FAlE LCEER) A7 RT2H7 5 EBHFIC
FRIE AL TUN 2. COVID-19 OIRIZIANT T, iz 2 iaRE ISk 4 2 tE i) = — X EEn
(2.5.1.22 THZ ).

COVID-19 DIREIEK N OFEEOZEIZ Y, BFET 5.

2022 4E 10 A 4 AT, AHTIE, UA/LARNARY AT —FHEAIOL LT ELKLN
E/LXET LN, 3C-Like 70T 7 —PHEHDO=L~ FL/LEL U FFEL, SARS-CoV-2
RO ) B~ T /A AT E~T, Y hrEv T KRNTF X re~T /v ie~7,
JAK FHERIO Y > F =7, FLIL-6 ZREFURD h ) X~ 772 828 COVID-19 {53 & LT
ERENTND.

BED O HPEIE [ x5 & LoRREROaREE, JRAE LCEERY A7 RF2H7T 5
BFICHIBEN, REWTHD. BPEHOENF I 7 v UEROBATICE Y, EROEEORE
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THEIOHIRENESRMEE > TWD Z EnD, HELETHMEICHEHTEE T, FiElY
27 NFDOFERLT 7 F U BEROFEI )DL THHAMEETH LB DOH 7 A /L ASKITx
AR =— AN EmE - TS (2.51.22 HEMR).

2.5.6.2 RET 4y bk
2.5.6.2.1 DAWANERVIA4ILARNAEICEDL, HIOAMILAEN TSNS

T1221 X5 Phase 2b Part |23 T, Day4 (Z381F % SARS-CoV-2 D7 A /L A SUliDR— A F A
VNG OFHEE BRI BEOHEEMIX, 77 BARREE el LT 375/125 mg B O 750/250 mg B
DOFEETHI 0.4 logio (TCIDso/mL) O % 7~ L, 375/125 mg B & Y 750/250 mg BEOQ M EETT Z
TARREL S L CTABEENRD B (p<0.0001). Day 2 X0 Day 6 (2B TH, 375/125 mg
B TN 750/250 mg BFEDOWRE CH B ZENRD bz (Day2: Z1LE 4 p <0.0001, p <0.0001, Day 6:
ZFHZEH p=0.0012, p=0.0010). £7=, Day2, Day4, Day6 (ZF5(} % SARS-CoV-2 D7 A /L A
RNA EOFRIEE A BOHEEMIT, 77 BARRE L ik LT 375/125 mg A& Y 750/250 mg &
DOHFETZENZI 0.4 logio (copies/mL), 9 1.2 logio (copies/mL), #J 1.0 logio (copies/mL) Dk
DERL, WTNORSIZEBWTY 375/125 mg BE& Y 750250 mg BEDERETT T 2 REE L b
L CHEEANRD b (WTivh p<0.0001).

T1221 75k Phase 2a Part (23T, HBE/MSHE K OMESEME D SARS-CoV-2 &Y H (i
LT, UANZAIIDOR—RZT A b D EIE, Dayd FEA T 7 AR L HE L TR
1logio (TCIDso/mL) DA Z R L, FEEAHAZCEOHEEME S 77 B AREE L i LTI 1 logio
(TCIDso/mL) D% 7R L7z (2.54.1.3.22 THEM)., U A /LA RNA BEDOR—AT A U EOKE
{bE Y, Day4 KERITT 7 AR E el L TR 1.4 logio (copies/mL) DD Z 7R L, FHFEEHE
{LEOHEEM S 77 B ARREE bl L CTH 1 logio (copies/mL) DIV %27~ L7 (2.54.1.33.1 THE
). F7o, VA NVAFHRAEICE DS < ZOMBEEOFARE B ITBWTE, Hiv A L AL H
HENDHRERERNE DN (2.5.4.13.3.2~2.5.4.13.3.5 HHEMR).

PLU A VAR L 2 3 TEH 1T SARS-CoV-2 D% BINTBMG L, v A /L ABIE 2 300
WZHI L, U A ARG RS DM A RIESC RS OS2 M A D Z & PMERSE AR & B
ZHNTWD. ERROERNS, REEGIZL DA VAR RSN, RENX
SARS-CoV2 [T 21T A WAL U Tz Rifia@ ik L 755 L 52 5.

T1221 75k Phase 3 Part OFfERICIHESE, HRFTLIZNAEZ BT 5.

T1221 7Bk Phase 3 Part O EHARFRIKEHIEE Th 5, ITTHEHD 55, COVID-19 FHIEN D
HEVEZ BN £ CORFMA 72 BRI O LM D Dayd TO A /LA RNA BEDOR—Z T A
YINDOELEIZOWT, FOFEEAHEEMIL, 7T vAEE L i LT 375/125 mg #ETH
1.5 logio (copies/mL) D27~ L, HEHFHICAERENRO b2 &b (p<0.0001), 7
A VA RNA 2L L2y A VAR PGEES Lz, ITT TS, VA /L X RNA 8D
B DR BT (2.5.4.23.3.1 THESR).

t 9 OO LEERFIKIHEEH TH D SARS-CoV-2 D 7 A L A HlFEME RN AN R S D
F CTORFFNZOWTIE, BIRFR TIIRER G STV, Loy L, Phase2aPart }2 TN Phase 2b
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Part T—E LT, WA /LASMEKRT A /LA RNA &% EUEL LTz, KAIOENT-H 7 A L A%
RERBRTH/EREMEONTVD. A VAWK EZET D VA NABETH LD, ¥
A VAT K DFHIL Y A LA RNA &IZ K D7l &L 0 A SN2 & 225, Phase 3 Part
ICBWTY, A NLVANIEIEEL LT A VAR NHEGR SN D AR ITm N e E 2 5.

2.5.6.2.2 ERRIER B EN RO FER SN =

T1221 #&%B% Phase 2b Part (235 C, COVID-19 ® 12 JEREFH A =27 D Day 1 7°5 Day 6 £ C
DOEALRER B 7= 0 O L&, 375/125 mg FEL Y 750/250 mg REDMFET Y 7 B ARRE & bl LT

BAEITRO LN b D0, FHHEE AL EOHEEEIL, 375/125 mg # & O 750/250 mg
DWFETT T REEL il L TRE ) o 7-. Phase 2b Part DPBRELEM TITR—ZF A D A
a7 OWEA 1 (@) R OIERN L, 1 (@E) U ETH=00F, FARRK (R,
BT I UIFRE, BKITESEY, WO A, MTholo. TLbDIEREZETe, MRKas
SERDOYTEFA T (BAIIRSED, MDA, &%, BUliv [FFREE] OG5 2a7)
@ Day 1 205 Day 6 £ TOHNMNEEMH 72V OZLEIZOWTIE, WTNORIIZEBNTHL T 7
AL OB THEBEENED biL. F7o, EREHRER (BKXIIESEY, GO, %, &
F/FEIT, BT S UTHEY) L OVEMEER (MEOTFR A, &%, Bl X & FFEEY) T, 375/125 mg
FECBWTCHBZERITRD N2, 77 R L 0SET 2HEHANALNTZ. S 5IZ,
RN & U CEM L7z, PERSERICE S IE S UIRAE N 272 5 IERICOWT, WFho
BBV TH 7 7B REEE OB THEZENROD b,

T1221 5% Phase 2a Part (233 C, #BYE/MSE D SARS-CoV-2 iYL 12831 5 COVID-19 fiE
WRAEIET 5 E CORFRIE, TR CIIHERM CRIRE Ch o7 b Do, HEJE B 05l o 2K+
BECHD 21 HETEERET S RMST 1377 BAREE g U CHME S AERIN A BT
(2.5.4.133.6 TEEM). £72, COVID-19 ® 12 JERAFI A 27 Tk, 5 12 K%L 7 78R
HELD LELRALN (254.1.33.7HSM), COVID-19 ERMAEIE L-RE 0EETYH, #
B 72 K% 6, 77 AR L g U CEWEA 2 A BV (2.5.4.1.3.3.8 THS ).

FRIE/ T EIE D SARS-CoV-2 JERLFIZHBWT, FLUA VAR R, AHF G K D IRE
RSEEN R FeR ST,

FTo, BHTA RTA 2 [9] 1ZBWT, AIERE OLE OIBBTEE K OVE 1A 28 % O fiRBR A
HiL, LTFOXLIICEDHNTND.

O FIEHD 10 BRERRE L, 232, fSERERE 72 FERGE L7356, BPErRe s 97 5.
@  SERERPRIE 24 REEFRIE L 7214, PCRARA & 72 13 HURUE B A C 24 R LL LR 2 & 1T,

2 MO Z R X iU, BFEAlREE 7 5.

FEEQTIHEIRBRZ AR & LTHRY, AARGIC X DEHRIERSGED R, AR X3
HREECL DR A BT 2 2L ICHF 5T 2L nHIfFEND. 24T XY, SARS-
CoV-2 T L 5 B~ DAL QEREIROEE OBHIC BN D L EXD.
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T1221 7#B% Phase 3 Part OFE RIS E, R LIENAEEZERLT H.

T1221 #&5% Phase 3 Part (BT, ITT £ D 9 5, COVID-19 FEIED> & MEAEL BN £ TORE
23 72 KR A O FIZ IS5 1T D COVID-19 @ 5 IR RIE T 5 £ TOREIE, 77 B REEE b
B LC, 375/125 mg BECHRE L LT 243 FFfll] (W1 A) OEMERA LN, £7o, HitFm
\ZA B R DR S L7z (Peto-Prentice O & Bl —fi%{t Wilcoxon #E : Al p=0.0204) (2.5.4.2.3.2.1
HZ M. ITT £ ToD COVID-19 @ 5 fEIRAPAET 5 £ TORFEIEL, FREOHE L LT 106
BRI OEMEN B S =, AT, COVID-19 O 12 FEMR T 14 FERSPAE T 5 £ TOREICH
WTh, COVID-19 FEAEN B MEAE A BT £ TOREM AN 72 BRI O£ TIX, 77 v REEL
i LC 375/125 mg BEC, TN HFRAE & LT 34.0 B (]9 1.5 B) OBEMEER L O 44.1 B
(f2 B) OFEMENRD LI 2542341 HSH). LLEDOZ LG, COVID-19 FBIED b MHE/E
Z T £ TORFE DS 72 R A O L CERARTER UCES R S RGE S 41, ITT £ TH o
B L L CEMA A BN, Eio, EEEFHHEE ORISR & Lz 5 FERIZIR ST,
COVID-19 @ 12 JER KN 14 JER Z xR E LIZGE CTHEBOMMEZ R L2 EnD, AANT
COVID-19 DIEEVERIZHAN TH D EEZXD.

JEATHBA T = v A L ARG R HEE AT SRS IS T, IR E O S
X, BifE, BIEAND T AMBE L, 20, SRR\ 24 FpffE L2561 8 A BB
Praerfel T2 L LEDLNTVD [43]. FRENKICHEREEEE LML, EROEER
RRFIEE R HR SN DT, ZOXIIERE | HRWRSED Z LI, AR
T X D FRBE RO I O BAE 12 % 5- L, SARS-CoV-2 &Y BH O 1 0 BESE IR,
BEAHR K CEREROBEBOBBICER D LB X 5.

2.5.6.2.3 1B 1EEOBREDMIVAMILAETHD

FEREIRFEP IR OFE R, AAKGIZ RO N T ANV AT Z IR T SE572010F, LEHEY)
REA ER D MAETEYRE L, BGHMAZE L THERTOIZENREETHL EZZONT
(2.4.2.1.4 S, TI211 EBROFERMN S, AREIOKERFH-J O AT 1L 42.2~48.1 FEH]
ThV (253.1.1 H2R), AMHELHEFFAEZHAEDE 1B 1 RIOREIZLY, HivAa
IV ANRDOFEBU LR MAFE P SERE A HEFFT 2 Z LR ARETH D, 2k, BMBANIC L 28
FORBOBFIILY, BFERMOBREFIAEL L (2523 HSH).

2022 /-2 H 21 HEIUE, BOOH A VAL U TAMTRFIEARINTNDLELXETE
NWER=)b< FLbeb - U R FEMT 1 H2EESGTHD [20,22]. AFNE 1 H 1 EREOEE
B0, XOEEICRERRETH D Z 0D, IBFRBREOUERVRE TT7A4 T L AD
MEFFICEMRCZX 552 5.

T1211 3Bk Part 2 125317 D554 PK fE R 2 ik L7-INA 2B T 5.

SARS-CoV-=2 IZ X DY DRGLE DR SN T D 3 F vl L, XvFIv 7% —4)
HLERESWKT D720, BHEETHLEEICHEATREZRE DOy A WV AEO VBN EE - T
W3,
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FERGRIEB IR OFE R, AABEGIZE VAT ANV ANEEZIRT SE57-010F, LEIESR)
BEZ EE A Mgy RELZ, R5HMZEL CHFTL22EAEETHLEEZI LN
(24214 HZW). T1211 S EROFERD &, RAND t10, DETEEIEIZ 514K TH Y (2.53.1.1
HZM), AnAELHEFAEZMAEDEZ 1B 1 EORECLY, FLoA L 2EORBIC
MR MBE SR A HEFF T2 Z E A R[EETH VD, T1221 588k Phase 3 Part (23T, HGE
EHETH 5 375/125 mg BECTARO A NGRS Nz, 7o, BEAIKOEERIC L 285D
WEOHRFHZLY, BFERHOREIFAEL Lz (2523 HSH).

2022 510 H 4 BEUE, BOOH T A VAL L TAMTRFEKE SN TVHELXE T E
N OR=L< hLLEL - U MFEMT L H 2 BEETHD [20,22]. AFNT 1 H 1 ERRO#E
Hol=o, LOEEICRERRETHY, FERAL/ININWI EnD, RET Fe 7 720 Bl
HERCT&5L5825.

2.56.2.4 BROKRITH LTHEUMENATESATILNS

In vitro FRERIZFIVT, SARS-CoV-2 ShEYetk Otk TdH 5 VeroE6/TMPRSS2 HifE Jz Y
HEK293T/ACE2-TMPRSS2 fAAIZ A XA 7 Z U N7 BICERPRBD LN TV HHEE D
SARS-CoV-2 Sy ElERE (HE3AE [Pango lineage A : hCoV-19/Japan/TY/WK-521/2020 #£], 7 /v
7 7 ¥ [Pango lineage B.1.1.7 : hCoV-19/Japan/QK002/2020 ¥, hCoV-19/Japan/QHN001/2020 #£,
hCoV-19/Japan/QHN002/2020 #£], ~~—& & [Pango lineage B.1.351 : hCoV-19/Japan/TY8-612/2021
], A2 ~# [Pango lineage P.1 : hCoV-19/Japan/TY7-501/2021 #, hCoV-19/Japan/TY7-503/2021
¥R], TV 4Z ¥k [Pango lineage B.1.617.2 : hCoV-19/Japan/TY11-927-P1/2021 #£] K4 2 7 v 4k
[Pango lineage B.1.1.529 : hCoV-19/Japan/TY38-873/2021 #k, hCoV-19/Japan/TY38-871/2021 #£,
hCoV-19/Japan/TY40-385/2022 #£]) % ki =+, MIfRZS MM R 2 & LT S-217622 Ot
U AV AIEME &R L 72, S-217622 @ SARS-CoV-2 FGIREAYBERRICK 95 50%4 2h i B 1%
VeroE6/TMPRSS2 #ifid Tld 0.29~0.52 umol/L, HEK293T/ACE2-TMPRSS2 #fiid Tl 0.026~
0.064 pmol/L C& - 7. VeroE6/TMPRSS2 #flifitl & (N HEK293T/ACE2-TMPRSS2 e |25~ 5 50%
ARAERE E RS 1 > 100 pmol/L & TV 55 umol/L TH Y, S-217622 |X A/ XA 7 & L X3 7 B TA HaR
R BTV D EEDEGR Y BERRIZ 6 L CHL SARS-CoV-2 IEMEAE A L, BEE D BERIC R 2 &
SYEDEWIEF TN &, ROk A 8 2 38R E X 0 iRD TIRWVIRE (>200 %) T
PLSARS-CoV2 iEMEEZ BT 5 Z EDVRENT (2.622.1.2 HEHR).

#7272 SARS-CoV-2 FRIR BRI 23l A4 FEhi L7272, ZORERE KB LTZNA 2B
Y5,

In vitro FERIZIVT, SARS-CoV-2 GGtk OMIREK T 5 VeroE6/TMPRSS2 i Jz Y
HEK293T/ACE2-TMPRSS2 fifi (2 A /XA 7 2 U X7 BIZERPRO LN TWDLEED
SARS-CoV-2 [/ EERE (BE3-EE [Pango lineage A : hCoV-19/Japan/TY/WK-521/2020 #£], 7 /v
7 7 B [Pango lineage B.1.1.7 : hCoV-19/Japan/QK002/2020 £, hCoV-19/Japan/QHN001/2020 #%,
hCoV-19/Japan/QHN002/2020 #£], ~X—# ¥ [Pango lineage B.1.351 : hCoV-19/Japan/TY8-612/2021
K], # > ~#k [Pango lineageP.1 : hCoV-19/Japan/TY7-501/2021 #, hCoV-19/Japan/TY7-503/2021
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FK], 7 /v Ak [Pango lineage B.1.617.2 : hCoV-19/Japan/TY 11-927-P1/2021 ¥£], +—# ¥ (Pango
lineage P.3: hCoV-19/Japan/TY28-444/2021 ££), 7 L Z k¥ (Pango lineage C.37: hCoV-19/Japan/TY33-
456/2021 #£), I = —#k (Pangolineage B.1.621: hCoV-19/Japan/TY26-717/2021 ££) kA I 7 v v
¥k [Pango lineage B.1.1.529 : hCoV-19/Japan/TY38-873/2021 #£, hCoV-19/Japan/TY38-871/2021 £,
hCoV-19/Japan/TY40-385/2022 #£, hCoV-19/Japan/TY41-716/2022 #, hCoV-19/Japan/TY41-703/2022
Bk, hCoV-19/Japan/TY41-702/2022 £, hCoV-19/Japan/TY41-686/2022 #£]) % Ji&¥s X, AfaZ it
MR Z AR & LT S-217622 DY A /b AEPEZ 7l L 72, S-217622 ¢ SARS-CoV-2 K77
BERRIC K32 50%A 2072 1% VeroE6/TMPRSS2 Hlifid Tl 0.22~0.52 pmol/L, HEK293T/ACE2-
TMPRSS2 #fifid Tl 0.026~0.064 umol/L T& > 7=. VeroE6/TMPRSS2 #ffifld &2 TN HEK293T/ACE2-
TMPRSS2 FIEIZ %325 50%AMIEREERE L > 100 pmol/L K (855 pmol/L TH Y, S-217622 1%
A G Z NG IR DR BT DB D ERIR /T BRI R L THT SARS-CoV-2 &%
AL, BRRBERIC T 2 MEOBE TR TSN I &, ROWIlaES 2 2 3RE LD
F D TIRVVREE (> 200 /%) THL SARS-CoV21EMEZ AT 5 Z LRIz (2.6.2.2.1.2 HEM).

2.5.6.3 )Ry
2.5.6.3.1 sk
AR IC BN T, HRIR TR LTV 5 AIRETED & 2 M~ O ARFIE GRBRIT 720D, FE
BRRFRERIZ ISV T, U X ORISR A MR CREMWIC TGRS bivo F & (RNR TR &
D 5.0 fEFEY UL L) THRILOEIEK OERERFE RO e (2.6.6.63 THSM). I8 LOEHKIEHE
FE 3B MM iRIR & 7R D ATREEN B D120, EHGM Y A 7 EHEHEE (J-RMP) ([ZBW T, 1§
A A EEREEN Y A7 & UCRGE Lo, TR T, @H OERMEEMEIEE &)
LT, AAIOFGIRM, i, BIEROHAROFEMAREREZINET S & &b, RACE,
BEAERGTA R, ROEFREEE AT EM CHEERET 5 2 & T 27 R/MUEEh 2175 .

2.5.6.3.2 PEEL EORFEEESEECOREM
FEERELL EOITHSBERE ERE TR GRBIT <, EREABENSHFR#THD Z L A E
25 &, WEEM EOF#RREEBE T, AFORERDS LH L, ZoMR OEENED R
ENTVWAIRERZ RSB ATREMNE Z 5N 5720, J-RMP O EE /L REERE LT
BRE LT, W OERL VSR AZ 0 LT, BNSCELRCRE T ERL YA KN THEE
Wikl 217 9 & & BiT, NFHEREREEZ AT HHRE 2 xR & LRI R 2 Ehi 3 5.

2.5.6.3.3 MG ReN
T1221 7% Phase 2b Part & U Phase 2a Part & 5 L 72 GG VA& (375/125 mg #F) T 2%LA
RlzHRE SN AERRIL, GEEY AEARY 21.1%[34/161 $]), ZE (2.5% [4/161 f]) T
HY, TDHH 9.9% (16/161 F), 0.6% (1/161 Bi) NKEERD 0V & HKF S 7=,
Phase 2b Part {Z8BWT, A THCZEZ0EERAFEFGIIRD LN TR (255.1.22
HEM), BIgEE CloBWW T, HEEMEMAE (375125 mg BE) T 2%LL hiciiG sz EES
X, EHEY REARD (16.4% [23/140 fil]) DHTHY, 5.7%(8/140 fi) 2SERERD D & H]
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Wrsiviz. F£7z, BAERBRICAFLEREZED L L, EEEY NEARD (22.1% [31/140 )
K OEETE (2.1%[3/140 B]]) TH Y, ZILEI 9.3% (13/140 f51l) &Y 0.7% (1/140 5) 23K FBH%
RN/ £l gl

Phase 2a Part IZB\W\C, L ZFLEEBRAFTFLZITRD LA TR (255122 HSH).
REEHIEM & (375125 mg #f) T 3 FILL RicHlE SncAEFRRIL, SikE ) AEARD
(14.3% [321 fil]) DFHToh o7z, WTHLHRERRE D &fllrSnon, BEEITRETH,
PESRROALE 72 < [A1E LT (2.5.5.1.2.1 TEN OV 2.7.4.7 THBIR).

fRERERR AN Z x5 L Lz TI211 RBR L N TI215 BREBRICB W T Y, HEEZFLEELRAEFSK
OREmERAEFZIGROONTEHT, PFiFHEARICBWT, RENT AL S >EEMEX
BiFCdholz (2.55.1.5 HEMH).

VL EORERNS, BEICBT2ERIIBENTHD OO, HERETE, HiFHEHETO
AFHN DLV B DORRAITERD B o T AR O IR 1L, — % R 2170,
HHEE T CORBTOLREMEZMRT D2 2B LT 5.

T1221 7Bk Phase 3 Part DFE RIS &, HBRFILE-ANEEZ BT 5.

T1221 #B% Phase 3 Part (23 T, ELITERO BT, TOMOEE LA EFFLIT 375/125 mg
HLEOT T RBETEREN 1 BIZRD B, WP G IREREE & oK BRI L &k
STz, HEEER & (375125 mg #f) TOAEFFRORELRITL, 44.2% (267/604 i) Th -7
FEHE O @A FEFREOEWEROZ  IXEKRRAERE TH v, BRI A E 2 57m L7k 3,
TR REEE L CAKIBECELLEY REAORD, MU ZURY RO, BeUires
FROEHE Y L E O, gD, UIBC DK FHARD bR, W h —HAgRZs
Thotz. o, MESNEAEFROITL AL IIREIITEECTH-T-. EIEENEE
DEFELIT 375/125 mg FETHEEE ARHIMA 1 FllCFBD b3, 1B L oK IR L &3
B <47z,

Phase 2a Part, Phase 2b Part, } (X Phase 3 Part % {}f& L 7= HiGE LM & (375/125 mg #f) TOD
HEFLOFELRIL 42.6% (325/763 #il) TH VY, KEIOZL 2N Phase 3 Part & [RIFROHTA T
HoT.

PLEDOFES DS, T1221 7% Phase 3 Part Tl, Phase 2aPart } OF Phase 2bPart D G2 H-5 <
P D AT e <, HEEHAIEARE CORAOL IR OBREITRD b2 o7, KEIO
TR% 1L, — MR AR E 21T, BEHER T COREDORRIAZMRT 22 & 23 L
TW5.

2564 RATq4w k= YRYEEH

AEEEHE, TI21L B k— kA 0B ak— kS £C, T1215 348, T1221 3% Phase 2b Part

K O® Phase 2a Part OF5 RIS\ CEHE L2, HiEAEAE TOARAOH D A L AR08 K O

RIERSBCED RO MR S, BRMEICREROBRITRD LN TRV b, AAIT 1 H 1

[ 5 HMOREAFEREICE Y, SARS-CoV-2 (2 K 5 EYHEIT T D AR IR ORINL & 72 0 15
HLEZD.
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T1221 75k Phase 3 Part &5 &, sl LIZNAEZ BT 5.

A EHE, T1211 3R, T1215 3k, T1221 7k Phase 2b Part & T Phase 2a Part D#EF 2N %,
T1221 7% Phase 3 Part O EZE 70 RAZEAS W TRME L7z, HGEE FHE I & T OARHF DR RIE IR S
ERRKO T A /LA RNA A FEMEL LTEHIT A VAN EDBREES I, ZRMEICRBEORBRRIT

BOLNTWRNWZ Eb, AFIT 1T A 1E 5 AMORAREGIZEY, SARS-CoV-2 12 & 5k
QYRS AR RIEROBRAL L 72 V1GD LBX D,
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