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SARS-CoV-2 el &xHAeH dPoz ojojd FJAE kA ol 71

HAdd tdAE tdez 3 72394, olTer/Hd, Az d3Ade=, AY

oF (n=279, A1 2767, AT 40 kg ©]/d< 124 o] aoF thdA+ 39)

(n=283, A<l 2789, 124 o]/dola A5 40 kg 01401 Ao}

ofstAtt. M@ ke FoIdh 2799 A F 22792 Qe SN Al e 13
= ]

S Fel wska, 4gel DAL 4 oI BFAIA APere 18 o4 Tl v
SLAL, 8] TR AR o AMolA Adere 18] o Fof Witk
HEOIPLE(RE SPE AT U AKT BIONAA 2aA. X
QoIH 5% o4 BaE ofFoldurse SHENA. 7 & RN A=
2 op|F FUF ol Lot kEol ke RuEX 2tk 74y o B
AoA o] AFeF Bale] ShHAe GS-US-540-9012 YA Be] HA) AT kol
A BFE A FARAR, oA HlolE e Avks AFa ot

QHNE 5 AAoNA HE BaA b o AutE

UEAE F o] ofF FoATNA 2% vt E HUFEoU dFHoE ou|de= o]t

e thest 2o

X

o izt

o 23

APAFH ol

A HAL o st AWM, olFwstY, A%z 13 YA

GS-US-399-550501 41 A @ el At o] oFg 59 & 1093 Fol wgtrh 109 ol

AN AZ15F, n=9dH F520Q5F, n=D2) ALT 450l 209 % 9o Rum3

3R] 20 F AaH 59 FAZ0=9AE ALT 717 RusA 2t

ACTT-1, 5773, 5774 AN @A o] & Fo ¥ I=2uydtold 2~ 7HEF-19 Shx}tolA
3% o1 Rud AdPLFA o] FG-45w)S A #4~60] AANHAH

¥ 4. ACTT-1 A ENA 3% oo s Bud APHUFEX o|ABEF o
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S o] o

AFATH o), (%) e A

(N=532) (N=516)
ALT &7} 3% 6%
AST &7} 6% 8%
P R e 2% 0%
Ay oted Fgoidx A’ 18% 20%
Adoted F7t 15% 16%
eGFR 74 18% 24%
FEILLX =7} 12% 13%
r==2W A 15% 22%
HIT a4 11% 18%
ZTREEH A7 =7} 9% 4%
a. Fo & HAS AFAFA oo R, 552 DAIDS Ver 2.1& W&,
b. Cockcroft-Gault 2ol A%

¥ 5. 5773 AN@NA 3% ol ge

E B3E AFLdFA oG F °1d)

E =3

YRS o4, (%) o8 Tl 109 AT
(N=200) (N=197)

ALT 57} 6% 8%
AST <7} % 6%
A oteld Fgoju s AP 10% 19%
Adotged F7} 5% 15%
=FILE F7} 11% 8%
S EE=ZH A 6% 8%
a. Fof & @A AFAFA oo 2, 52 DADS Ver 2.1& ©E.
b. Cockcroft-Gault 2ol <A g

FE 6. 5774 ANQFoNA 3% ooz HiH HAPAHFHA o] F35F o)

AaaA oA (%) 59 BoAF 109 B4 EEXET
(N=191) (N=193) (N=200)

ALT Z7} 2% 3% 8%

A oteld S s b 2% 5% 8%

FEIALE 7} 4% 3% 2%

E=EW A 3% 1% 6%

a. o & BAS APAFA oo 2, 552 DADS Ver 218 &,

b. Cockcroft-Gault 2ol A%

GS-US-540-9012 dAI@olAl o] oS Fo g IZuniold s ZHES-19 &4 5

2% ool R AFHFR o] dE-45H)e WEE & 79 AA AT

E 7. 9012 A F9 Ridd thGARCIA 2% ooz Bud AdPMsA o)3G-45F

APAFA o3

3Y FAT
(N=279)

S}z
(N=283)
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Aol FEojH s AP 6% 2%
Adoted St 3% 1%
FFIL= &7} 6% 6%
HEIT A 2% 1%
ZREEFER AIZE S} 1% 2%
?ﬁ}froﬂ S AleE APAGFX o] o2, T3-S DAIDS Ver 2.1 (2017d 7¥€)&
b. Cockcroft-Gault 2jf] A3k

7 AHn=5): 1=t 200 mg<

stk
« A 289 oo

T AF 12 kg ©

]
]

o) AF A &
)

28

g 20 kg IRkl

] 3} 94 THN=53).

[e]
7 2Hn=12), 45 282

=

ol4, A% 3 kg ol AZ, £5E 1

FAE ez T 2/3%

of Wkl o el 100 mge 1Y 13] Fof @

3 AlF 20 kg ©17 40 kg PIRFQ] A (n=12); AF 28 o)<l
A

] o]dela AF 3 kg ol

12 kg ®9kel tiAban=12): 1Y xtoll= 5 mg/kg Fol, o]Fd= 1¢ 13 2.5 mg/kgS

Sof wgpt,

3 A

ol A

=
8 o) i AAsHNA B
ZMEWAT. FUE o2

FAH4%)7F o] RH-(ALT Z7Hn=1], ALT

Z Q3 gFAoT X85S ZI)

2ol U R 3 YA PN FEE o) dukse XS
HEE EOIFNEH AT FEOIGHE(EE T
AT A A 5% o] g fEol kg2 ALT
o dRE-gS AT A= Atk 29 o
Z7F 2 AST 371 2 g £9 dFn=1D2
5823 G F A o] k& Fof W1
l FEEuntolE 2~ HEF-19 g F

229 7+4018%, 9/51), eGFR 74

A=k=;

249 Z=7H9%, 2/23), TREZH] A
A2(6% 2/33), T %(6%, 2/36), WME
>

N

;

7H4%, 2/52), F=(4%, 2/46), ZF

4

N

22 FEoldutEol AFAEsel &

Foll A HAr s T

4(4%, 2/51), ALT
F22(4%, 2/52)R T

ARA Aol gk 71EAd ol grol & i ol
3% ol’d Rid AdPLgA o] 4G-45H) dl
(18%, 7/40), =& otEld F7H10%, 5/52), 214 e
b S7H7%, 3/46), APTT

=7} (7%, 3/45), Y= 7}

=7H4%, 2/51), =F

_16_




D A% =4
DESE Yol E o &7 MYFAPNA FF) A=Al BAAY ASH T
48717 BEs BHAA o, Aol AR A5HE MAY = Qoh
o efe WErel 2T o] BYAE Aoz

HHoH 2 EF(SBECD)S gf3ta Ath

Hj A= 21715 Aol EAtoA o] o] FHEo] A4S UEE & AT
o] ¢ Fof M g Fo 7|3t F eGFR HAAFE A AIstaL, eGFR < 30 mL/mingl 3=}l Al
= Fo3kA &=

2) 3]E%A]§§E?ﬂ(_ut S22 A)H] HEFH

o
O
K‘i

NGB AGAM FEZHo] o] ok AE W A D Frbolelz BHL Ashsi
a3l HRHAG o ok} smEAZREA(EE 2REA)IY WERE ARHA
O} 1—

3) 4 A 9(sinus bradycardia)
A# Zof] 3 ATl HuElon, tiRfE rpAY B & 4 oY) IJEHITH
4) Z2EFH AIZF A%

R ulele s Z2ES-19 $AE TP & ACTT-1 AQolA ZREEW Az E=t

INR®] @fo] glekzo] stel o wMs] WS 28 A VAL F3F A

o7} BHEHA AYUTE YHHOT BAF AP, o T Fof Wi B L2EFW A
2 =UHdy a

*Jz‘z’ﬂr%
o] ofol et FEFTAEAHLS Aol FAEA FAUT

2) o] of} JERANZERA(EE SREA)FHY HEFos ARHA Feth (55 Ik
T & Fa)

D AFHR W A A, o] o2 CYP2CS, CYP2D6, CYP3A4¢] 7]do|t}. =3l OATP1B1
P-gpe] 714 o™ CYP3A4, OATP1B1, OATP1B3¢] A &j A o]t}

S

of ofe] 44l F wzol UiF P ARE gk YA Fole Mz FoHel YR
KX
=

}.
oF Hu FoJ83FQd 20 mg/kg(th A <]

o A o]
AUC 71dte= H7hA] 43 A4 839 48 iR FAANAA F4d0] B2HA sk

SEls 2 271 BAAGCNA o] o 10 mg/kg(tHARAI] AUC 7]uko.E
B Q4 A S 130 AP FolAl, FAS, vloke] Ha g AE wjope] 7

A A o] o] &

=M= o o

<A AF<= g
< RAZREH FRE T2 A4 o] oF B thAAIZE A

_’|7_




o] ¢fo] Bf=E o|PFFr] WEd 7}%—*3 o] ET}

A SR GobolAl BAL 5 9d= 22 Ao} o] of Rojg <l
= AHeH, ot B FRHERE de F e ¥ 3 13449
o]e] 2 AFRoNA o] ool YA oA o] of e AR ZA FEi7E ofrldA v
4+ de Al IA AEH ok Fot

8. 2o & TH A T
1) 4o}
o] ¢k AF 28% o]dola AF 3 kg o]l Ao} A 53 A b B FEA O]
% 71= At
AF 28U olola AF 3 kg ol EE &oF FAEL o] Fe FAFty] Mo A
o7 AAEA eGFRE ZA s oF ITHE
2, 7 10. Aol Ao Ao Folt Fx)
S 28 mgk == AlF 3 kg HITHQl 4
HE A et
2) 1H A}
ACTT-1e14 529 wiA="E 106252 QAs tAA % 36%7F 654 o]aoldth
GS-US-540-5773 AgAPol A F-=19] wig e 39792 ddst tfdat F 42%7F 654 ©]
‘Fol ATt GS-US-540-5774 QGAI @A 29 wiAH 5849 o] A A F 27%
7} 6541 o] otk GS-US-540-9012 A FAI @A 7249 a7 € 5629 o] nidd i
A 17%7F 654 o) ol it BRaE Q4 APoA @A}t A2 thdA el 2
ol A A Ut 654 o] Al AE & =Ho] HashkA PGt
W == AR 7E -47]'}\9]'EH]';§_§]' EE O E A =
7 B ateE As RrYste], 189 $AfolA o] oko] Fof W RUE R HAd F
o7} Hgsith

O

9. 7 FARIA 9] Fo

el St ofFst FEH= gty Mol fAeAM &3 =4 2a oqFe SAAHA
AT

L) Aol M= Feldol i E 3lets BT Fo3n. o] of& Fostr] d
Fol Whs Et BE SN Ao ™A r]s AAE AR

10. 7o) @A 9] Fo
Al gl Ao ofss AE= glo FAH fFdol fsid=

eGFR7} 30 mL/min ©]g¥tel 3zlo= By} AAE R gt} o] S EAstr] A Ed
B Fok BE FaelA PgHoz MUk eGE

=
o
AN
o
:0:1’:

o
e
ol
v

11 FFEAA ] H
o ofo] WepEe] AYPL Ytk FFFcINolE FHYFT BUHY, YAPE BE 5 A
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A AA aWe AADT. of oFe] Faralel o A=A o,
12. 2§49 o
o] ob& m ¢l Mol 5 4s)ol B},

3 Bl EefsAE etk FAS AEAS ol9le ThE geste

o ohe EAR PRAA Fon2 2 £ AEAA YSAT de ATH AL A7)

13. 23 52 HF3Y FYAF
D FAME s2A2RE 0 ATA F bo]dE 34 & FHlE fdl SA ARSI
2) FAg F9 &9 FHlE FY 892 20~25C ol A 244 %L, 2~8TC ol A 48413 QF 3T
14, AEJE AR
I
(D 28714

A G A A FEU A E g B3l 2Kribonucleic acid; RNA) 384 A A o]t}

l2E )
A A2 ofeeal FEUEE ﬁwk 2, AZ A tarEo] eFEjsta o

AEAH 2 A4S ofel A4l AR1A (adenosme triphosphate, ATP)2] A= =83
ot Z =419 vho] 2 ~(SARS-CoV-2) RNA ¢]&24 RNA Fd&4(RARP; RNA dependent
RNA Polymerase)ell 2]s] AlA RNA Al&ol HYsH7] Al A ATP 71& 3 ZAAshH,
o]& HiolE 2 RNA HA| & Al A TEE A KT

o L
Z71A el A2 o2 g AElE Al4le FEHLEHE 3.11:7]_ =2 o) WAE= u)
olg)~ =& 40| read-through ZAz= wlo]a] 2 RNAL] F&o] &9 =o] RNA AL
AL 4 At Helg 2 RNAS Fo| FHAHE 721 01:4‘:7} EAE o, R

A H]
J wEHLEHESY 23 a3} FaF o] Hiol# 29| RNA §4& A3l

doAv 2 A3 9

)| 1 2}51] (HAE) Aihoﬂﬁ SARS-CoV-29] U4+ EglFo] ths
Az v %HPOlﬁié dE BYon, Fo & LBAZE 50% & FEEC0)+= 9.9
nMe| 3t

Ab #H Ao A EQl Calu-3 AlE 2D AS49-hACE2 A ZoAls Fo] 3 7247 2 48A4]7F
o] EC50= 280 nM % 115 nMo]ith.

Vero AlZo A SARS-CoV-2¢] thdt #uAHlE9] EC50 e Fol I 24417 AJA 0|
137 nM, 48A|ZF A% 750 nMeo] it

RSVell Z+d¥ HEp-2A| 2o 4 =& T=9 HAbAH 29} S22 ALY
Al, AR 29| ufolgix B FEEAJAEA o3 §F JEHO
o ZzzdAadel wwyl Zy1dd uwgl dgAulEeo] EC507}
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EED
#o] o]
.69 ©¥re] WEHE

A549-hACE2, HEp-2 2 Izt 7%
Z

o A A2 ake Aol Zaser

2= o

o tjal A=
FA

SRR

)=
Py B

ALY

F 8ol AAE AP W AFlA,
AAE (B.1.429), 719 (B.1.617.1),

3] wlolEl 2 F3¥ A A0 P323L x| 3o
A SARS-CoV-2 (A& A) EEFolA et FARRE dnfolejx &84S
B} (B.1.617.2) ¥ 2u =& (B.1.1.529 sub-lineages BA.1 and BA.248)
EElgo] tig A gutolg s &4

) ¢ A]

[ A=
A

B AZAA SERIAANEY 55

7y =7

Fghell o

H2E dw B1.17), WEe B.135D, Zak P.D),
2T} (C.37), °| 28 (B.1526) 2 Agt P.2) AFS %3

A A SARS-CoV-2

F# 8. SARS-CoV- 2 Wo] 4 &EFol dig AN H 29 FFujol| 2 &HAY

SARS-CoV-2 ®olo] & Z&lFol thsll ol
A R TH2.54)

o] gk

Cov-2 o WHO | =g g | A% 244
U T P -
q% o =R H3l g W3}
B1.17 e o} 5} P323L 1.58 H3l glat
B.1.351 otz gzl | wE P323L 1.19 e
P.1 Hehd Zu} P323L 0.82 W3 gl
B.1.617.2 Q= o g} P323L, 0.59 w3 gl
G671S
B.1.429 e P = P323L 1.94 L
P2 Berd A eF P323L 1.17 Wk st
B.1.526 0| = o] Q E} P323L 2.33 H3l gla?
B.1.617.1 o= 7} 5} P323L 0.63 W3t glst
C.37 o= 2t} P323L 1.37 Hsk et
B.1.1.529 Golxgls}l | oW I =
BA.1 P323L, 0.45 W glet
BA.2 P323L 0.23
a Wzt gl 250 mvke] A ZhA

Q) A

o] oFo] HZ1}19 Hlo]#] A~(SARS-CoV-2)oll tha A T8 #ad

}\-“E o A= g Av| 29 tst Ao 7ZH4ASH
o} #AYAH 2o A FIZH LA =S (GS-441524E

t SARS-CoV-2
o] -3},

2ol 57}
vpolel s & RNA 9

e = 2

<2 RNA Fda4(nspl2)e] VI66A, N198S, S759A, V7921, C799F 51 C799RO A ofm|
2b 28-S WHdsleE Ao Z e

ol oy A=Y Hholezel AuH o=
st Aoz #FE T
Akoll E802D A gko] el
THE A P323L A&
Ao Al V1e6LolA T

o] 1.7~

2.544

3.50) a4
A nspl2e] o}r| =
Fagat=Pela )
o] &3 HHARIES T TE

Hpo] 2 2

54 29-24 EAWo]
EUHAE wj, doAH =] i3t A
g AlE 29 AHE vl YA X

O A AEAH = g
Z &3t SARS-CoV-2
Ab A #o]

olu|

ol 2]

o) #F x

A

e

Al A
7

F2exdo

_

A~

= T/Ko
)= ==
E’E] T=

ERS T
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P323L ©@= &= P323L+V166Lo] z3h® A gko] = AEF SARS-CoV-2+= HTAIHI =
of thgt ZgAde] Zhzh 1.3u) 7 1.5w) 7HAg

AAF CoV 7 04 miolg =& AHES P4 V\l'ﬂ 2o Ax g Y Z=2udd
A v =l il 560 FaE Zede Fofsks Cov Aubel] 24 2EH XP7]°1W
Hlol2 2~ RNA 9]£2 RNA & 4] 27FA X 3HF476L 2 V553L)< 213t

ol mpolgfa= Al wiFolM wielH 2 A HAE HI SARS-Covel &
A 2HF480L B VO57TL)S =’ 23, Al wjefol A Al n| =2 thak 4] o]
6l A vk~ B Al SARS-CoV W 7]xo] oFsl= ATt SARS-CoV-2 A=
Hpol2f 2ol FAB0L VB57Lel theh x|&ho] 7oz =dHUS o AHAR = of

Sk 7hAo] 22 on) Zadh

¥ o

0]7

UE

BdoAe Am &34

o Fod Y%l ZEU19 7 Rl dduloldx FAS HAT Z2Y9
ol 2~ HE 1241 $o 10 mg/kgS, o]F 1¥ 13] 5 mg/kgS IV bolusZ FoJ31%
< o, T (FIA FoADl st 3 F7] A AN AL, #H B ® 54§
W, #H vhol#l 2~ RNA X7} ZHAE AT

2) FEHH P

(1) °F53t B}

AeAn 29} tapAel tE okEe SevEE T8 ® 93 2t Zauwlels 7t
AZ-19 BAolA] o] ok WMEEFAL we A Au =} thAA] thE okt T
SulE 2 E 100] AN

9. YA 22} Y ALA(GS-441524, GS-704277)8] k&8 E4

\ A A H = \ GS-441524 [ GS-704277
g
Tmax(hr)? | 0.67-0.68 | 1.51-2.00 | 0.75-0.75
EE
QA AR g7 b
AR 8% 88-93.6 2 1
R 0.68-1.0 1.19 0.56
HH/\—I
t1/2(hr)° \ 1 \ 27 \ 1.3
AL
CES1(80%)
THALE = Cathepsin A(10%) - HINT1
CYP3A(10%)
24
= AbA| o3}, active
T & AR oA tubular secretion oA
3 H A 8(%)" 10 49 2.9
H ) A 8-(%)° ND 0.5 ND
a AHARZZ 3087 IV inf.(GS-US-399-5505)
b ¥ Ao M= AFelA v o vudde] 2AE A9 $&

_2’|_




C T YaH(GS-US-399-4231D)

d B +#(GS-US-399-4231)
¥ 10. o] ¢ 100 mge ZHZ2ZYHlolzg|x ZEF-19 SxloA] HIE HYEAA]
A A B2 9 ) AA(GS-441524, GS-704277)9] ¢F%-3t w}a}u)E)?
i 3L b 0
sHebelE ’Cf (95% 2 E A H] 2 GS-441524 GS-704277
Cmax(ng/mL) 2700 (2400, 2990) 143 (135, 152) 198 (180, 218)
AUC(ng+hr/mL) 1710 (1480, 1980) 2410 (2250, 2580) 392 (348, 442)
Ctrough(ng/mL) ND 61.5 (56.5, 66.8) ND
CL: 21897k ND: E4&3(Fo 3 24417
a) 3¢ &< HoAvlE2 3087 IV Fdd ot 2ol ekEekz F=AHA
(GS-US-540-9012, n=147).
b) 713} H+ FHXA

kg o]/l

WoleiE olgal Ausgl
ol @Ape] opgabael
Sofg §FolA o] BAIA ]

&3 thALA| (GS-704277, GS-441524)e) W3k o k&35t
¢ ¥ Aof IEUntolg] s HEF-19 FAE G E F
ol& AF 28Y o]’ 184l w|¥tolx A|F 3
=EE FAste d AFEEATHGS23 AFAIR).
+2(AUCtau, Cmax, and Ctau) 7]13}H T FAHA =

Zzuyuelg s AdS-19 4

Fatoll Ao groll wlsl

2 e Al ] Z(33%

~ 129%),

GS-441524(0% ~ 60%) % GS-704277(37% ~ 37%)°l Ao H =tk 28y, o]
e QRHOR FoF FEOR FHA GUTHALER] FoAG, ‘8. Ao}

A A A o] Fol” Fx).

%2, o\

IAZybol g 2 FAF-19 Aof e HAUARIZE 9 thAF AHES T3] Fof ok st
gelu = #1104 A 23}

E 1l Z2ynle]# 2 EF-19 Lof BACAA FAHAIHZ 100 mg B9 Fo (Z&
E 1-9 ¥ 25 mglkg AW FA(ZSE 2~40) A9 Hu|AB=¢} A (GS-441524,
GS-704277)¢] B3] Fof FF3 | H*

IAZTE ] IZTE 8 IZTE 2 IFE 3 IZTE 4
AE 28U ~ | BFE 28U ~ | BE 28Y ~
184 184 184
12 ~ 184 124 mglo] 11, m|gho] a1, n| ko]l 11
Hlgto]ar, | o]Adola AZF 20 kg A 12 kg AZF 3 kg
g}}hm) g, A= 40 A 40 o]’ 40 kg | ©1’F 20 kg | ©lF 12 kg
3 7°(95% kg o] | kg ol iy i iy
CD (N=12) (N=5) (N=12) (N=11) (N=10)
A A H =
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Cmax 3910 3920 5680 (4660, | 5530 (4240, | 4900 (3790,
(3140, (2270, 6930) 7210) 6340)
(ng/mL) 4870) 6790)
AUCiay 2470 2280 3500 (2570, | 3910 (2140, | 2930 (1900,
(1940, (1200, 4780) 7160) 4520)
(ngehr/mL) 3150) 4300)
GS-441524
Cmax 197 (123, | 162 (574, | 181 (132, 158 (116, 202 (171,
(ng/mL) 316) 458) 248) 215) 238)
AUCa (33?8 2640 (772, | 2870 (2020, | 2400 (1740, | 2770 (2230,
(ng+hr/mL) ) 9030) 4080) 3320) 3450)
Ciau 98.3 (59.0, 76.2 738 (49.9, | 69.4 (481, | 78.4 (585,
(ng/mL) 164) | (24.0, 242) 109) 100) 105)
GS-704277
Crnax 307 (212, | 278 (145, | 423 (309, 444 (336, 390 (305,
(ng/mL) 443) 532) 578) 585) 500)
AUCun 815 (474, | 537 (203. | 754 (547, 734 (513, 691 (494,
(ng+hr/mL) 1400) 1420) 1040) 1050) 966)
OEREEST:

a. At 1047 FeA W2 3083 IV FHell et Fekebgst F4A) (GS-US-540-9823).
b. 713t B FAA
@ A7l

A A2 oFEate

© 77l
FuAml o] ofsshe 1ol Aol A

Aol BApe M BIEE A ¢

B7k5 A ke,

o] of& o] &3 FEHTAE HIIE AT YHAHES FAHA AU

ANED U AdoA FHAHZE oFE Al &EAQCYP3A4Y] 71"ol1, §7] gole
% EZYdetel= 1Bl (OATPIBD# P-Zo¥d (P-gp) F&Ae 71dolth. Al@ad W

Ao A AGAH] 2+ CYP3A4, OATP1B1, OATP1B3 ¥ MATE1 A A ot} GS-704277
= OATPIBIS} OATPIB3S] 71dolt}. oldld Adw U Ade A4d BAde s
) ekgtry

L RIEES e

CYP1AlL, 1A2, 2B6, 2C9, 2C19 =+ OATP1B3¢ 7]d2 ofymH,
GS-7042772 GS441524+= CYP1Al, 1A2, 2B6, 2C8, 2C9, 2D6 Z+= 3A5¢] 7]&o] ofth
GS-441524= =37+ CYP2Cl9 3A49] 7]"o] oYt} GS-704277% (GS-441524+=
OAT1, OAT3, OCT1, OCT2, MATE1l === MATE2k®| ~7]&o] ofYt} (GS-441524 S A

OATPIB1 T+ OATP1B3¢ 7]&o] ojyty.

|
T=

3 dEANE AR

(D NIAID ACTT-1 2&4A &
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SEareld = gdZ-199 FA9 34 dABA TAANA, olF =k, T
BT Aol FAHACHL062%). NFURFASE APt B gk 19 18], 102
P Fof wgkar, Al1del 200 mgs, Al2~1 0 Vi

B A 109 Aol HUste A5 Foizt FusHch
| Aol A= SpO2 94% olst, &&& 243]/& ~t

o

83 A7 FEoE HYHIUH

o < stuel aidste A7 o] Jhsstith A SHE F<E, SpO2 94% ol dt
Rz o 7ASY] EQ.

o] ~ekRlo A o] Adda 54 - 2ok Ha A% 594654 o) 36%): &
A 64%; WA 53%, S0 21%, oFAlolRl 13%, 3|23y == ZHEIAl 24%; AS/T5S
32 1057, AA FA F TF SA7F BTHE A FATEY] 90%), 2858 (27%)°] 7] ]Z@r
7] =& ECMOZF H83 st 71 Hivist 59 32 1394 (51%), H1TH45%),
Y F=GlwAa, sHk @ﬂ TEE F oA A

1;‘4 A7hASE Fo ¥ 209 olule] QA HE/AXY Aztow, IHEL HY b
Wask eFHA B3 W ol ejstd AAJL BEed JUow FeHYU I
BAA 9] Azhe AFE 109, ok 159388 1) 1.29; 95% CI 112, 149, p <0.00D)
OlAT. BB L] At FYRE AFIFEE BAUGDNN AFE R gokEA
B 5U0|YA(H BE Wl 1.22, 95% Cl 0.82, 1.81), % FAHO57)elA AdZ 11,
glekz 18Y(81 B¢ 1l 131 95% CI 112, 1.52%th

Fo 22 HpASE 1594 81 £AHEE FU QA HER, o ERol e
B7H=E Ao

PI

Loy, 2% AW 9

2 M9, BF AT EE At Ba
39U, AAaXE 2L, otd XX ¥Ha
49, AEXE BB, o5 AX Ba
5. 9%, Rzia Pe

6. U, MAEH Y] EE DY A B8
7. 99, A%A 1A == ECMO

8. At

ARtz o2 AdTolA 15YA =X =7 B A HATHL=H] 1.54; 95% CI 1.25, 1.9D).
2997421 o APEES AT 11%, $1eFe 15%ATHHR 0.73; 95% CI 0.52, 1.03).

(2) GS-US-540-5773 A~ &
FZ2Ynloly A~ FEZ-190 " AU F7] ZHNA AHAESIE 94% o]sto]lal H|
&2 %‘AWKW SA7F A= 124 o]de] 4 FAAE ez 3 FELuA, &

oA o] of 5 FH(n=200)¢t 10¥ Fi(n

=

s A R i R =197) 8 Hlalskth
M= EH’“XP*‘:— ZFEARY A AA ZF FUAHIE 200 mgE Fol Wk, T olF
100 mg= 1 135 T oty AddAr7E Hdst= 4 F971 @A,
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Hlojz=eplol A o] APt A S thadt 2tk A% Fdak 6149 20~98A41); &
3 64%; MRl 75%, 51 12%, oFAlorRl 12%, 3|xdlY =& SEA 22%; 71A%7] =
ECMO7} a5+ Sx= 10€ Tl 5%, 59 FoTol 2%, 1% 447 &
THE A= 102 FoATN 30%, 59 FolTol 25% Atk A Fol A T4 EHVL
R A7 SIS F Dol A FASHATH

12 Frbdee LA 78 eAAER BJriek 44 FHE, ds B7el wet 3
7HE .

L A

2. 99, AsA 714187 =& ECMO &

3. U9, WIHEH W] B AFF A4 e
4. A, AFF A2 28

5. 99, Rx4A Bde, ohd XA da

6. U9, Bxika gl o5z xx Bde
(AIEE

ol zetelof ] 2ol & BASAS W, ULAAS PPFelE 109 Fol 7 59 =
AZAA FAHAHD A AN o 2201 075 (95% C1 051, 112D, Mol =)
ol Ae] AfolE RAHGL ©, A& WU AFBIAE 5Y FolFs 109 FolE
N EAHOE FOF Aol BAHA Btk 28U BE Ue] AT A 5
FoT 2 109 FoAToNA 22 12% 2L 14% S T

(3) GS-US-540-5774 A4-A1d
FEUnlo] gy A~ ZFEZ=-190] =" AWE7] ZAA 4AEIE D94%olx H A&
o] HIAMAE A S A7E e 124 o]de d¥ I;AE UgezE 3+ —‘%ZHHHW N o

A% DRATAA ol o 53 Follob, 109 Fol-199) 29 o LEA SO0
SRR, LE AYAE EEAZG A AA & DA 200 mgE T w3k

I, 0% 100 mge 19 13 Fo wgith ABUEAT HUse B9 Rt Fu

9.

ol setlol e ATt B4 thest 2tk A% FUg 5TACHY 12-954); 3

4 61%: W<l 61%, 59l 19%, oFAlokel 19%, dlzuy i 2ElA 18% WA A,

BRAL gE, A Tl A 24 BAL D YUY TGS F 2AA FAA

14 B7hdss 1A 78 <9458 B/ 94 JuE, o BR o 3

74513k,

1 Ap

2. 949, A&A 71AS7) E== ECMO B8

3. 49, MASH B7] we 1eT 4s B

4 49, ARY Ha Be

5. 99, RESs BUe, ooy Ax Wa

6. 49, MEAs 9 oj5ha X BBa




11LolA o ddde= 58 FoAToA HEX T Blste] /A EHATHUASSE 7H
of thgk @21 1.65 [95% CI 1.09, 2.48], p=0.017). 10 FoAT oAM= EFEA ST
Aoz fFolgh Aol BEHA &dri(ilo] zetlol A 2] AolE HAS NS , 3
L /\}“JEOHHE %_ FoATH 10 FATAAAN TAHCE 77 Aol B
p dell ik @=n] 1.31; [95% CI 0.88, 1.95], p=0.18). 2844 ==
Aol of7t A2 E% ol A 2% o]ttt

n _ll-E ot

(4) GS-US-540-9012 174A1 &
SARS-CoV-2 Z+do] Sl oz ojofd = e AFUAE A o) 71z
124 o] 3(AIF 40 kg ol’de] HidY &AS o= 3 729, olF=7td, 9
oz WAl FAHUT. Ao ojojd £ e AdUA= AREG0A <)),
T HAHE, n¥eh, A¥H A e Hdd FF, D, WITHEBM 30 kgim® o)),
A oA G, Y AL AFT/ITeD), T4 HESE, e o 2 AdHET Z8
of ZFHIH. tFAES WA vHFT FE A

A= L1z TG ] AP ekn=279) =t #9%0=283)= 3LITEHA &
200 mg, =4 = AA & 100 mg) EEX TS} A Fof Wkt A As A2
T A AT R/t L), ABE0A PRt B 604 o), AH( s Ee v 9
Aol wet S3HE Ao

Hlo] zlo A o] Al At 54
&R 30%); EA 52%, Wil 80%,

Oa3 2ok A" S4E 5041604 o) Al
A 8%, oFAloFRA 2%; dl2vlY =& HEIA 44%;
BMI S4ake 30.7 kg/m® 718 HIAg 9 A3 DF(62%), HITHE6%), L8 2(48%)
Ao T8 A TR 7|2l W' T4t (QL Q3) 2 56, 6)LoIUaL, 71A
9] mpol# 2~ F FUES 6.3 logyy copies/mLATE 71A 2] QIFEz EA = Fut
g2 F oA FASEAT

12+ Jrbd e 28 A 7R o] 2 Untolg 2 ES-197 Qe i =
ols] AbRE &A} Bl E(o]st 28U 7tA 9] AY/AEER TR, AL
ZAd=-192 Qs A4 XZBE Yot HYd 24N o) HEEZEE ASE AHAHS]
ot 28471A1 9] AH/ABES AFT 290.7%), Ak 15MG3RCE AFToANA 9
oftoll Hlste] JU/AMEEC] 87% FHAE JATHHR 0.134; 95% CI 0.031, 0.586; p=0.0076).
2897HA Al RaE A g3k

_llolr r[o

N l‘

;

(5) GS-US-540-5823 U441 &

g4dT, I, 2/378 AAIF(GS-US-540-5823)2] =}
A g/ Aol gAY ofkEd 9 kA S Brtst t}. SARS-CoV-2 7+ o]
g5, AF 289 ool zﬂﬂl A4 3 kg OWOJ T 9 =9 b}
olg] 2 FEZF-19 Aol A F 53Wo] He FE H7 E ek 124 o] o] i
A 40 kg o]l 4o (n=12); 12A4] m]RFo] AL 1vL 40 kgol’d?l 4ofF (n=5); A+ 28

Jfu

o] oz A 109 3

9 o
Q

oo oW X
¥

é o rr
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g olgela

A= 20 ~ 40 kg H]9Fel 2oF (n=12); A% 289 oldolx A= 12 ~ 20 kg

mREQl Axob (n=12); 2E]aL, AF 28 o] dolal AlF 3 ~ 12 kg vl &0F (n=12). A

Z°] 40 kg

odd A= AA & o] oF 200 mge Fo WA v EHE 1Y 19

o] ¢F 100 mg<s Fo Whth AF 3 ~40 kg PRl &ol= AR E o] oF 5 mglkgE

== wW7AL
] o] 22}l o]

Ql 30%, 3]~z

rlo

WAl oA =

(34%)° Hs 2 71

XAE vy ol

of Wy the GRE 1Y 13] o] oF 25 mg/kgEs Fo] Wttt HrteE thea e 7t
Aog AyPHATH 2=38Y; 19 A (H o) ~81el); 2~ 10°‘5<H = g5 B 2

3094 FAAZ (£5). 109 e 87t TRHY] Aol HAF oA

=

o] obe] X2E FTTh

A dE TR 74 QL Q3: 24, 124D 4 57%, W1 70%,
= HRA 44% AT T2 25 kg (H9: 4 ~ 192 kg). A
T AHAS F 1299 A 23%)7E HAEFH ZIA f71E Wk, 18
7] Ee AFF AtaE Wokth oA 1019 19%) S A
AT 139 (25%)2 wloj=EilolA AU 37 Fd JEdt o 91‘«] A
574 R ALY A A& 7)ol g St Q1 Q)2 A 56, N

rf o.& il J\o{v

NeHe A3t BAe) M@ o] o A 10U NBH Az Y FE (HH

A, AFEF7) AL B e F£F DA, AT AH A A Frhel woj~
ghel oiwl Wske]l AA FUg QL Qo] 0L A +2.0 (1.0, 4.0 ¥ ACZ vhebyk
o}

10910 62%] thgAtel A B B4 AEzt wlolxekel 2-5HA 6 =& THOR,
EE olzwtel 6 THoR SAHE oz APl HuHUL HB/A
Mﬂﬂ~%%ﬁwQLQ$%76 16)2 ©] A T

Z1AE7] EE ECMOZE Bad SAHEAAE 28] F8ee 16.7% (2/12%)°]1%

2 o
o} 376

1, "ol x~gtel £ HE 3 ~674 2] BxloAel FHE&LS 66.7%~84.6% H AT
Ak o2 104 7HA] 60%2] thdA7E B dstda, 30474 83%2] tidA7F B¢

WO AAE o YFNBEL AFHA

SHAE AR

(D =4

T F2d dFoldA 79 F<t 5, 10, 20 mgkg/dS AU FA(=H EF)FAS
0 2= &% FFodA B 84 d4 FUh H ZdotEd S7E AR A5, &
71757 dFE oF1dH.

o] ¢f& HEdA AW 473 V(=9 =F2) T4, 3 mg/kg/day oldollA A& &4
H/Es 7] s BEE AT

SE N
[
£ ko
o
°{>

A BEHE NG VA JFS YF AF §F =IH0 FS oA

o]
41524) =Eol A AEE AT,

RS
Fojshe otolng 7] Fojol e WA P FAHA gt
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AoE ddoR 3 54 AE AR, AF AF &7 =F9 oF 2uld sideEe Fa
I AFAI(GS-441524) F =04 3 TS P FFS }AATH

wrl H 14YH FH F

A+ 2 AE Aot i
(GS-441524)¢] =& Ate A &7 %4 13uH°i‘E}

n&
>£
S,
[
= 2
L5
Lo =
—
()
3
o T
=
oQ
i
:,'é,
O
ol
1=
m
£
>
dgt
i‘—";
et
o
z

O AYH g ARE7IZE

>

dB87], A2HI(1-30C), AXYZHE 3671€

Azd WA D AAA 0 Cambrex Charles City, Inc, 1205 11th Street - Charles City,
TIA 50616, USA

14 371=A
O (A%
O (AAAY Tekrbd, A2z W Mook Fof ke #Ad 73, ARZANIAN S He

O (Y4 BEAY) elokEe] TE) AT A} 74 A7zl AN NS

15 /MFAef A A7

16 SEFAA AL AE A3
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17 ARAE

O ANFAE e
18 A

. z= JlEEnEr | AR -GEA | AZREAREy) | deooREsE

= | waAs) @4 A= A4 A= z 34 A= @4 A=
KAL) | 2022.06.14. - 2022.06.14. - -
HAQH
2022.07.28. - 2022.07.28. - -

Spd

BHAHS

Az 2022.11.25. - 2022.11.25. - -
A2

Q= 2023.01.26. - 2023.01.11. - -
B9 1] ¢HAA-4EA 2 71F L NIy A A
29 2] YA e AY 8ok
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[E4 1] ¢AA-FEAH B 7€ 2 AETE AAES

[(N&EXz =22

O BEE @ “oFFY A A25z2A 28

Z
AstuA s A5

BAF FOHE NG THEI $UEF L A FANG WHo,
zole ABATE 2oHAF 28Y ol F, kg o) B AZ-F5Z0] MYARAZ B
AFsPot, 240 F AZE YPNGARA 2Ase] HAY FVHEFFE-FF) 20}
94 B AE-FEE AF A0kg ol WA o) ol 8 A BAE HAES
WA HA S

.« FEA
- ZIAEY A PAGAA 124 oPdelm 40 kg o1l At EFHYoBE oY B

820 9 1241 olkg o1 A0 S, BB AEHe) 9 Zowvua 8] w=o] Azt

whe} 124] W]RkAOkg vIEH B B AF-FE5Z0] 124 ol v BAel thshiE A4 17
A <Isiel AR ol ofel Aol 5

124 I FF % AY B TFE0 4o} AY Juol AT TANEL 83 Gyl 124

n|wK3~40 ko), AFAXE7F B3 274 oF5s Ax oA & FEAHCIED HYY ARE AE
A2, 58t Ao Aol &S A v 28] AERE QZHJY, B AT ENA o=H
=EFo] EFFEANEY A 8 =EFS AIehs g Holu, AuARE 9 GS-704277
tALA ol T3 PK =% 7= Ao, GS-441524 thAAl Y] s =7F Atidoz &

ARt oM, w& 2 AES AlS, 7 1He HEe dadAE gl rqH%oﬂ d4FA F&E
A D kAL AGAHZRT A GS-4415249) AT} Aol A AR &9 &9

AN IeiFolol & HoE ARE.
- Hx AHA &ok B PPN UAcle] AT, I AolH, Aol Afd spio] gl
o, RE 559 E@ 29w ANE 24ng ¥ Wol2akl 77 ¢JAES S1Eo= A
il B BAA4RI FAAEHND, 2ok A APAF 5823 Aol 2P 3
$%-3%9 SHEARE 58 v, LEXE BAE 09 5% AT F5F o
Aol SgEhs thREe] soldAolA BEE 55%(2240WE B L.
R g ZEIY 5 F/HHA 2oldT ASA F/HA Y FAE BA
A ek, 5823 A AAE FEYS HASRYS.
o2, AF 2 1 L AF 3 kg o1 iib‘rﬁ}o] ok
| Kez]

J
= i=
° d WAHE 4 Bk Aol WA QgonE Lot
G5 HOE AT DAAEL U e AoR U,
4 A5 2A%] AZANG T YPAE

-—
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=

£ ECMO ##2H7H &&= F 23l sidsts sAtolAe 388 &4 v go] b2 &
A OiH] GikthE ARE FUHAFSke Blo] v A Zlo® AlsE.
- me 19% A L 252 #@xlol tislA 124 ol HFE 40 kg o) AAd 2 Ae %
3 X582 35 YAAEA 012 AP At AEH. o] APL Yoz, F2LAuA, olF
A WAoo, dig dETE FARES] WA A2022.1) AEE HEH HE Q)
= 29 32 9 9155 A FhH o ZUshe B RS aEstke Foo] {f94
o] YAHEY =2 FoE ATEo] WA FUo] U,
A
- AE~%%5 229 ¥ Aol AEA ER1E kA EAle gllon, kA ZEay
& ol AEH UFAFAFAA L vV R SAEY 35T o] ol dihge] g, tiRE
iz AR
- &ololl digk YA FAME HuAHIR Fo] AAdMET =R B4 S 7}
A AL FEE AT fASIIA, GHA SHAME Aoldi Eojxoz &L
H &2 #zd o] dvhge UehA] §shs. Lot AN EY Ao EE3A T kA
4 ZdoM SHTWF ol gko] BFHA FYT, NFAELEUOR ofH] AojoA g
o] Abgo] o]FoF H L AHFH EAY B BAHE HE 1HE u), A7} AT
Y= B3I HEF JuE IA 75T
AE7E AEE Y AF
- 39 7j8: 2022.7.12.(3}), 14:00~16:00 (F73] <))
- AE LA
D 5% 9 d3d B 2535 Akl ol A% FOj(AWF 289 ~124) mwh H7PA% EFEA
2 19Y A5 9 5% IAZ I HriEA ggA
- Azt
L) 7 A A ES 67
R TSGR E A, A7, FEA
[efO] & A 2ol]
RDV G|AlH] 2
701 Ee owAd 9 oferd o &St X2
11. AFHE
oA EFH: HEFYUFANFALETAHZEZ(H U AIH 2)
o] Z o W BF: 7|E 382 A(629)
ooke] g 717 : RARP AF|AZ nlo]giz HA] A
12. 714 2 /A
o HAGA N E2E KT Aol E(otE|mal) opEE 121 (GS-4415249] XF-E- o)Al A A|(diastereomer)



mono-phosphoramidate prodrug®.2 ol &g} X EAZ A=A FEFoloy, 219 vt
olg 2o tidl in vitro &7} FQlEo] 20.2.5E v]= NIAD % Za] o] =433 Abol A
F2ZH199] g dRAE S T A=

q St Ao e XAz(FZHol et AR)

 FxdM-salseE MY o 4
8l

e W87 AT BAs 13 L 2% B A
QAR >

FUeAE AR AFFTE oksrs B ALY
Ago] PHATk Ak A 712> G5-4439027F RNA & &

d

4 RNA FFEL2RARp)O 23 A1 RNA At FEo] Hlolglx &4l =5 Ad=
RNA At 55 23t 583 32, G5-4439027} 200 «M9] £ F=oA HEZ
o} FHEALE EIT 55 RNA B DNA THELE JASHA Fo} violgl 2~ THEL
of gk dedo] =t e dsAd= Aol

dEoles A st AY, e B 54, =AWl 24 3 AA A 54 AE
< X3t RDVE A3 SR3 g ¢34 ==2ade a8t ka4 ofgd,
=ddo] 784, A4S AN e F5E 9 A7t =SHA FUH. sHA T vbE
Fo Aoz Aol dak 12 718l Aol =gton HEg AlET2 dsoldA &
YEIF o] 7hssta 7kl Wayh Atk Aol ATHAT Al 3 Lo SAE o=
& RDV 4dA oA FH3 SAE EU=E de o, vdd FolAe o 22 A% Wslo
AL Ao oqAZE A ©7]3F RDV A &9k RDVell thet 7]&9] i o3} A=k
aof AHge SISt ol SEsTa AT ICH SllelM A2 3 AXH, “F7H3 <
M dA el 2o qFE ddd W gdd I A Z=odo] 7 A e sok

]_

Gilead= 413 GS-US-540-5823¢] 4o

e
Lo > 8 oo o
N

g aa” o], AR 211004 2Fd AHY
HlolEl 7} RDVE] EA(HEA 8 PO7F AlelAA 228 A% $AsE 278 A6
T o9gw W3 ok w=a@ ICH Sl E “287] 58 AF0A)S EA ta 1ws)
Q) B ol B} 7hol TE Aol dAHA e ®A JBolA 4L FshE Aol

HE XA SAE <712 si3l< W, RDVY) tid 4 R &of 43 w087}t $Asg=
o)A, RDVE AR E57] T2 AJUASE EastA ot
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=}
= Brtste 174, 370, BT, 9 Fo A (Annex 4, HE QGAIE B o).

e Study GS-US-540-5912: COVID-192 <o AA 75| FFo= 74T At
RDV #&A4 9 HAAS Hrtste 34 749, o5 w7Hd, #1¢F d=x, B33, o713 A
F (Annex 5, HF AH4AE BuA ).

(A3 geh) AP GS-US-540-5912 2 GS-US-540-901591 4] A E PK 2 b Aol o
Holee AY AR 715y tdast A5 AN de A, 55 A7t
A, T A7 e A W FAS AL wbR] ok AR o Al A T A
sl Uefgo] 43kt RDV tlAFAQl GS-4415249F F-@ A<l SBECDe] 4l 4%

7% ofstell mEt ol AINE o YHANRANE AMEA S| AHAE AveA
AAJT. A 7l5o] H=g 24 wRE Aol SBECDE] Al FAdol vz FHokshA]
T dol AN 7E e Aof B A Jmol RDV AREo] QbdstteE AS AlAbstaL Atk

{Committee for Medicinal Products for Human Use (CHMP) 2014}

30 ot

L

N
5ot ofo o 2 X

o rlr >

HAEL A

el A2 2 AAE %5 RNA 8 DNA 3 E2E B8 $EoAS A5 gom, vl
olez FPaLo] B HeAol B7] WEe] BAMEY FPBAH] e Ao sy
om, A4 7F5E.

QES} Ygololi MERC] SHAY A, BH/BOR AFEHo] FUAHUo, ZUE
9 bssa b A WEl Ueson, QAR A% F4 A% 4ol nasgle
U, SobES Bo] Qe HOE UG, F/HE A AN B4 Y YFATo

(A HEAE, FAFA AF, AYFAE AFelA e FA0] SFAHA ks

aofe] gk YA PN AHAHIZS =Fo] AJAMETY w=JAT B S 7=
WA S sE= AU FARERAL, Y SHOAME &ofollM HojFo=m w2 ve= &
ZE oS YEhA Ssts. ot JA- e Ads BESAN, A SHNA
SEHENE o] gl BEHA ki, ANFAESULE ofn] A:ofdlA] o] Apgo] o] F
4 H Bl AFFFS 54 @] BHHe HE 1HT W), AE7} AdHYAE BTS2
AgE FUE AR 7t Fa=E, AUARIEE RMPolA FoAda d4-E dido=s A
4 AR EUE Y-S AAsta Jlenz, tidea s & sotol A e hHAd BRI A
Adke] 27} e BF 2A7F 7S Aoz ARH.(BoA F7HEQ] =27 223

5. ofE| 2t g0 &3 A=

o 1% 9% - In vitro AHAIY
RARp/Nspl2 F694Y X @AY/ 4 SARS-CoV-2 2wW| A& AxF wlole 2o tjdk RDVE
2+8-& PC-540-203401 A 3713} o)
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A&

A549-ACE2-TMPRSS2 A 3¢] PFA % anti-N ELISA A #H Al B2+ SARS-CoV-2 &3}, H
g, Zuk, 2E, A4 E, 7H9, "o, ol E, AR, fuAE ATl dis] 4dd Fhboly ~
2H8& FA YT 28¥T ol g, RDVE RdARp/Nspl2oll Al F694Y w o7} Ay /Ay gk A =
& SARS-CoV-2 2maE WHFo talAs g Fntelgf = 28-S AT & A A
AAE HolHe F 7HA 7 Futolg| = AA WS AFRSe] HIEE S W RDVE &nlol

g2 Zgo] BE WHFo| s A FARTGE s HAFAT

GAE)>
Q17

6. QAAIE Aol B3t AHZ
=T

6.1. O'I}\J-}\]B‘JZ]-EA /\]E]}b( cP )
o 37} BA AEAR ZHA(TO) A v=, 2022.7.12.(37141 %)

62. YA HAER NQ (CTD 5.2)

c APANBHAAR : F 24 GIAFFEE 2UFD) 14, 2ok 12)
C 1R A3FE YT A YANLE AFSAN AR BE-EEF
VYA E ATHII1DE AAESAL, Loty UFANFG823) AFRIA A

63. Y EFATAH

o AFAY e

64. HEFIANY
[GS-US-540-9012 A1
o At AR Mz AR EIHA A

[GS-US-540-5823 A1 - o}
1) Hlol|@ 28 A3 2o

QAFA T

=%

e (GS-US-540-5823 A7+l A 53“:‘9] 7'*7}74} < 309(56.6%)2] Hlol =gkl HrIAM R4 ol

5 A, 2798 (0.9%)l ik Jo] =2}l HlolHE AT I F FVEA 239o] F
el ElolEE BT 7HAA ‘OiE‘r | o] =gkl ol A, 5"4/\ 3o FItAAIA FRlE F
g ofm) At X3 P323Lo|gor 30w FHA mRoAIA BRAEHUT, o= A F3
<<l SARS-CoV-2 ®Wole} dx|gtrt. P323L-2 AJA| 9] RDVell gk eSS A 714 &3t
THPC-540-2024). wWlo]2~e}el = F& o] Akl A7IAEEA HolEE 2% zty 9= F
7t2+ &, RDVE Fojukd 23 7 A= 5

3% = 19olAA nspl2e] X|3to] #REUTH o

7t RDVE Eofire % 59 22 7|02 SARS-CovV-2 RNA &4l ith o
AHES VEoR Jom, 159 o HAF o] &A= 3U A RDV Fo
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G670Vete 271 A go] AT, F 7HA] A& = <3

Slzel @ S Wl el AT YREABFIN BEF B4 Algﬁazb} oah

AFANE AE JFsd dholel 2t ke A ekgkeh, olel @ B oA

P43 BAYT A2AoE MRS nspl2 A3
]

FARUI AHE 7hsRE A7IAERA HlolE T

2 AR AR I
It k5 8HPopPK) #4448 Ag3sle] YAAIE GS-US-540-58230 4 A& 28U ~18A4] m|Tto]
Z 3kg o]dQl Aof FIIAE U4 e E RDV, GS-704277, GS-4415242) <F&3HPK)| tf
A WA Al AlF, AARAFBMI, 98, AR 7E, 71E, JE/RH)7E A
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Figure 1. GS-US-540-9012: Participant Disposition (All Screened Participants)
Participants Screened Screen Failure Parficipants Who
{N =630) Were Not R d
N=22)
Participants Not Completing All
Eligibiity Critena
P: B 4 Participants Met All Eligibility Criteria
N = 584) andNu‘tN"‘:ﬂ) d*
[ |
RDV IV for 3 Days Placebo
(N=292) (N=252)

Ran

domized and Treated
(N=279)

Randomized and Not Treated
N=13)

Randomized and Treated
(N=283)

Randomized and Not Treated
(N=9)

Completed Study Drug

(N=273)

Prematurely Discontinued from Study Drug
(N=6)

Adverse Event (n=1)
Invesfigator's Diserstion (n = 1)
Protocol Violation (n= 1)

Subject Decision (n = 3)

Completed Study Drug
(N =269

)

IV = intravenous; RDV = remdesivir (GS-5734™)
Screen failures were parficipants who did not meet all ehgibility critenia

*

(1) outside of visit window (3); other (2).

Source: Figure 15.
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Prematurely Discontinued from Study Drug

(N=14)
Adverse Event (n = 6)
Investigator's Discretion (n=1)
Nen-Compliance with Study Drug (n=1)
Protocol Vielation (n = 1)
Subject Decision (n = &)

Among 22 participants who met all eligibility criteria and were not randonuzed, the reasons (N) were: withdrew consent (14); lost to follow-up (2); investigator's discretion
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Table 11. GS-TUS-540-9012: Analysis Sets (All Randomized Analysis Set)
Analysis Set, n (%0) RDV IV for 3 Days Placeho Toatal
All Randonuzed Analysis Set 202 292 584
Safety Analysis Set 279 (95.3%) 283 (96.9%) 362 (96.2%)
Full Analysis Set (FAS) 279 (95.5%) 283 (96.9%) 562 (96.2%)
Modified Full Analvsis Set (mFAS 246 (84 2%) 252 (86.3%) 468 (85.3%)

IV = intravenous; PK = phammacokinetic; RDV = remdestvir (GS-5734T)

The denonunator for percentage was the number of participants 1n the All Randonuzed Analysis Set.
Participants in the Safety Analysis Set were sumimarized according to actual treatment recerved.
Source: Table 15.8.4
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Results from the sensitivity analysis of the primary endpoint using CMH analysis confirmed the
results of the primary analysis (P = 0.0015: CMH analysis using FAS) (Table 13).

Table 13. GS-US-540-9012: Analysis of Proportion of COVID-19-related
Hospitalization or All-Cause Death by Day 28 Using
Cochran-Mantel-Haenszel Analysis (Full Analysis Set)

RDV IV for 3 Days

RDV IV for 3 Days Placebo Relative Risk vs. Placebo
(N=279) (N =283) (95% CT) Pvalue
Number and percentage of 2 (0.7%) 15 (5.3%) 0.14 0.0015
participants with (0.032 - 0.590)

COVID-19-related
hospitalization or all-cause
death by Day 28. n (%)

CMH = Cochran-Mantel-Haenszel; COVID-19 = coronavirus disease 2019; IV = intravenous; RDV = reimndesivir (GS-5734™)
The denomunator for percentage was the number of participants i the Full Analysis Set.

Overall relative risk and P value were from CMH estimate mcluding basele stratification factor in the analysis.

Source: Table 15.9.1.16

Yol e AP 57t

2 59

A

o
f

i

1x
2
_)L
a".:
r-{u:
do
>
e
ol
ot
S
=
Auj
3T
o
£
e

o AE % A4 Pa oR, AW, AF, Wzl 97 AR, VF
AT B AASAAD, SN oI, B4, A W R i, 29,
gro] gl TRE BANA 28U YYABE BAo] EAHCE §foivlaA

ﬂi
Oll
o
ot
o

+ A 60A] o] RDV IV 3YU Fof7o] A7IAF 839 & 19(1.2%), H+H9] A7 879 % 99
(10.3%)(P = 0.0358)
- '@ A7HAE RDV IV 39 Fojt9] AVIAL 148% & 178(0.7%), $1oF+t9] A7HAL 1459 & 99
(6.4%)(P = 0.0339)
- 0] Y YAAE A7IRE RDV IV 39 Eojfo] AUIAF 2649 & 29(0.8%), QJoFto] ZAM7IA}
2678 % 129(4.6%)(P = 0.0202)
- Oaah 22 HlojAzkel o QAR = A W(E 4):
Ad G RDV IV 3Y Fo{H9] A7HAF 1737 5 2%(1.2%), H1F+2] A7HRr 1739 & 149
8.1%)(P = 0.0099)
. LY RDV IV 3 Fojfo] A7EAL 1389 % 2%9(1.4%), 19l A7HAF 1309 % 109
(7.7%)(P = 0.0208)
., H]gE RDV IV 3Y Fo{39] AVEAL 1647 & 175(0.6%), Hefte] ZA7HAL 15678 & 99(5.8%)(P
= 0.0376)

—

¢

- W 9 GAAY B ey ARA2AA8A TR, HE 2% AM dad, wel
9 oohalokel @b, Slady i eheA b, delxErel 1Y AR WA,
AEP EE B A%, G 4 B dE AR TAD 9T F 3U3 RDVE
IV Solie shel7e 289 uU/AbEol BATA Wgke

l

_42_



old AE W8> WA AH (HeHs: 202200081685.(2022.1.13.)) 2 Full CSR

Subgroup Remdesivir Placebo Hazard Ratio (95% CI)
no.ftotal no. of patients (%)

Residence in the United States 2/264 (0.8) 12267 (4.5) |—e | ' 0.17 (0.04-0.76)
Age =60 yr 1/83 (1.2) 9/87 (10.3) = | ! 0.11 (0.01-0.86)
Male sex 1/148 (0.7)  9/145 (6.2) | | 0.11 (0.01-0.84)
Diabetes mellitus 2173 (1.2)  14/173 (8.1) p—e————— : 0.14 (0.03-0.63)
Obesity 1/154 (0.6)  9/156 (5.8) @ - 0.11 (0.01-0.88)
Hypertension 2/138 (14)  10/130 (7.7) —lm————] : 0.17 (0.04-0.76)
Ethnic group i

Not Hispanic or Latinx 2/146 (1.4)  8/158 (5.1) |—e : | 0.26 (0.06-1.22)

Hispanic or Latinx 0/123 6/112 (5.4) i —
Chronic lung disease 0/67 4/68 (5.9) : =
Cardiovascular or cerebrovascular disease 0/20 2/24 (8.3) i —
Current cancer 0/12 2/18 (11.1) : =

\ |

T T T T T 1
00 02 04 06 08 10 12 14

-

Remdesivir Better Placebo Better

Figure 2. Covid-19-Related Hospitalization or Death from Any Cause at Day 28 in More Than 5% of the Trial
Population, According to Demographic and Clinical Characteristics at Baseline.

Hazard ratios and two-sided 95% confidence intervals (I bars) were estimated with the use of Cox regression with
the baseline stratification factors as covariates: residence in a skilled nursing facility (yes or no), age (<60 years or
260 years), and country (United States or outside the United States). Analyses with stratification according to His-
panic or Latinx ethnic group were conducted post hoc. Hazard ratios and 95% confidence intervals for subgroups
with no events in the remdesivir group could not be accurately calculated and are therefore omitted. The dashed
line indicates a hazard ratio of 1.0.

* BEarly Remdisivir to Prevent Progression to Severe Covid-19 in Outpatients (R.L. Gottlieb et
al., NEJM, doi. 10.1056/NEJMoaZl16846) 23|
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Table 18. GS-US-540-9012: Time-Weighted Average Change From Baseline to
Day 7 (DAVG,) in Nasopharyngeal SARS-CoV-2 Viral Load
(Virology Analysis Set)

RDV IV for 3 Days Placebo
™~ =217) N =1214)
Time-weighted average change from baseline
to Day 7 (logio copies/mL)
N 211 208
Mean (SD) —1.24 {1.123) —1.14 (1.099)
Median —=1.15 e HE
QL. Q3 —2.01. -0.54 —1.82.-0.41
Min. max —4.60, 1.96 —3.56.2.81
LS mean (SE) —1.22 (0.006) —1.16 (0.006)
95% CI (—1.35, -1.10) (—1.28.-1.03)
Difference by Day 7 (logip copies/mL)
LS mean (SE) 0.07 (0.09)
95% CI (—0.10, 0.24)
P value 0.4318
Figure 3. GS-US-540-9012: Mean (95% CI) Change From Baseline in
Nasopharyngeal SARS-CoV-2 Viral Load by Visit (Virology Analysis

Set)

Change from BL in Nasopharyn geal SYRS-CoV-2 Viral Losd {loghl copigsml.)
§
1
]
|
!
{
T
&

7 —@— RDVIVior3 Days 7
——=3--- Placeho

T T T T T T T T T T T T T
BL 2 3 7 14

Day
RDVIVfor 3 Days (n=): 215 185 195 132 134
Placebo (n=): 213 192 187 150 169

BL = baselne; IV = mtravenous; RDV = remdesivir (GS-5734™); SARS-CoV-2 = severe acute respiratory syndrome
coronavirus 2
Source: Figure 15.9.5
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() D1A7IA ] A7ke
ol Al D147}

H

ml

(24 PCR 527471 9] A7t

ke

Hhol@ 2 of wW3HDAVG1A): (W]o]=2kel o]F R
S5 npA g Z7kA Y vlolg) 2 oF ) - (Wlo] 2=kl e] nlol#

Mgz flof2 HR
E- ZF
VA (N=217) (N=214) (95% ClI) put
PCR STMX|S| AlIZH(Y) 15.0 15.0 1.263 0.1062
SYL95% CI) (14.0, 19.0) (14.0, 45.0) (0.923, 1.728) ’
Figure 15.9 6: Kaplan-Meier Estimate of Time to Negative Nasopharyngeal SARS-CoV-2 Viral Load
Virology Analysis Set
100 4 Events/Total HR (95% CI)
® BDV IV for 3 Davs 88/217 1.263 (0.923-1.728)
_ o Placebo ) 72214
| 90— Log-Rank p-value: 0.1062
; age —t——
E 70
’:‘2: i —8 =6 =0 —0— 9 — 8 —©
g 504
i 40
£ 304
£
E 20
; 10 -
0
E:L }I. ; ; -;t ; é ; IS ‘; lID 1‘1 12 1‘3 1‘4 1‘5 1‘6 1‘7 1‘8 II9 2‘0 !Il 52 3‘}
Number At Risk
RDV IV for 3 Days (N=) 217 217 214 211 207 207 207 205 181 167 163 163 163 163 149 49 8 3 2 2 1 1 3 1
Placebo (N=) 214 214 210 200 193 193 193 192 167 156 154 154 154 154 146 39 9 4 4 4 4 4 4 4
(&4) PCR H&
VAZ Az 1okt pat
H| O] A2} 0/217H(0.0%) 0/214F(0.0%) -
D2 2/196F(1.0%) 5/193%H(2.6%) 0.2815
D3 2/199%(1.0%) 8/191%(4.2%) 0.0575
D7 31/201E(15.4%) 25/195%H(12.8%) 04744
D14 85/191%H (44.5%) 67/178F(37.6%) 0.2043
(&A) 2t & AR ol A viral load #F 2 ®3}EF
VAT Mgz #loft
N 215 213
6.61 6.44
o|AE O|_| ;X—I ZF
Hol=zk ° (5.07, 7.65) (4.77, 7.61)
e -
D2 N 195 193
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=7} 591 5.96
e (4.46, 7.06) (4.37, 6.97)
= -0.46 -0.41
H &L 2k
et (-1.07, 0.00) (-1.15, 0.07)
N 197 188
x5 7} 5.31 5.62
D3 e (4.17, 6.40) (4.04, 6.87)
. -1.02 -0.96
H &L 2k
et (-1.82, -0.24) (-1.63, -0.17)
N 194 191
e SbA 3.66 3.7
D7 Tew (3.05, 4.99) (3.05, 5.02)
" =237 -2.40
H S| 2k
et (-3.40, -1.10) (-3.36, -1.26)
N 185 170
e SbA 3.05 3.05
D14 Tew (2.87, 3.05) (2.87, 3.05)
. -335 -3.39
H &L 2k
et (-4.32, -2.19) (-4.53, -1.75)

* HHo|2{A & logqo copies/mL(HIIFZAK|, RT-PCR), SL2L(Q1, Q3)

(FA) vpolg = WA #d £42

A% UE BINZ AT A

@ =219 24 H7}
@) 24 N4 37}
HR
FASZ Sk:k AT (95% CD p¥
=24 714(D14) 23/667 15/60 1405 0.2987
(0.733, 2.693)
MA7EA o] AZHYE) [NA NA -
Z4#Q1L, Q3) (10.0, NA) (NA, NA) )
AR B A S B AR Y 82 F 126X P 667, ek 609)
A OHA o d e A HA Fodel S #Y AR FE A F 34HANIET
1699, 91k 1657)

AN 7/23%8(30.4%), #1F 2/1578(13.3%)

@ oFFst B 799 AAAAAANA HIlEe] ¢ AdE HHIF FFEo,
pop-PK R & o] &3 4 Axprt Hx RIAZ A=d

_47_



Table 22 GS-US-540-9012: Exposure to Study Drug (Safety Analysis Set)

RDV IV for 3 Days Placebo Total
N=279) (N=1283) (N =562)
Number of doses received
N 279 283 562
Mean (SD) 3(0.3) 3(0.3) 3(0.3)
Median 3 3 3
QL. Q3 3.3 3.3 3.3
Min, max 1;3 1.3 1.3
Number of doses received
1 dose 4 (1.4%0) 5(1.8%) 9 (1.6%)
2 doses 2 (0.7%) 8 (2.8%) 10 (1.8%)
3 doses 273 (97.8%) 270 (95.4%) 543 (96.6%)

max = maximum: min = minimum; IV = intravenous; Q1 = first quartile: Q3 = third quartile; RDV = remdesivir (GS-5734™)
Source: Table 15.11.1

O 3REg WA E NPT 42.3%, F1FT 46.3% 2 XF AR
SAE A& Alga 1.8%(057), ¢k 6.7%(1978)

ol FES opIRE o) dnkS: Al 0.7%((27), ek 1.8%(5%)
Abe]: 9ok 1#(D59, Z 29 °tsh)

o6 GS-US-540-9012: 0|4 Ald| 5 2 ef(etA A 43

3IYZERDV IV

£q ek
N =1279) (N=283)

E Eo F A o) A E FAE & FAA 1187 (42.3%) 1319 (46.3%)
e Fo] F BAFIFF o] 30 o] F Al E AER A7HAR 10 (3.6%) 205(7.1%)
D2 Fo A A YLET B d o)) AL E FE S A 34T(12.2%) 257(5.8%)
E Eof Qg AP ET FHH 357 39 o] F A 2 175 (0.4%) 0
AEg &7
AE Eo T U Foje o)y A E AEE A7 STH(1.8%) 197(6.7%)
BE Fof 5 AS AP GBS Al S ol A E AE T 0 0
27ra
B 5o F LA o] A & AP AR TES 274 273(0.7%) 5T(1.8%)
FqFds ArtA
o o] T abnkgt 21 0 0

AE =o] 4 A}#], IV = H B F 4}, | MedDRA = Medical Dictionary for Regulatory Activities(77 3 4 & ©] g4} 4),
RDV = ?::ﬂ A E 2

» BDVIVIYRAZY BhA 199 AL 27| BT 208 AL ARE FRMO, A2 DAL S
AR A R A NI e A e Rt e N A A
NRNE RAFDOE o]0}k ABE Ha 9 SPET

o] 4 Ab#l = MedDRA H A 2402 A} 23}o] B 53 e i)},
Z7: GS-US-540-9012 =, B 1511211
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-l

5%

HshA Har
o] ol A Hie

8 ol gurs

-

o] AR

olo

Mg | HATHS(30F, 10.8%), F&(16F, 5.7%)
ojor2 HAAS218, 74%), 718188, 64%), F&(178, 6.0%), =25
T 225, 53%)

2% ©ol’FollA BiH o] dukg-
7. GS-US-540-9012: ¥Z Fo#(¢HAA E49)29 Z714 2%
oo AlX HiE | E L-ofd o] AL
34ROV IV R4 9] e¥ i
(N =1279) (N =283) (N =562)
e Fo] F A3 o]} A E 1185 (42.3%) 131 (46.3%) 2497 (44.3%)
A4 A 5
d =72 309 (10.8%) 217(7.4%) 519 (9.1%)
5 1658 (5.7%) 1755 (6.0%) 339 (5.9%)
713 10T (3.6%) 1875 (6.4%) 2873(5.0%)
= 11(3.9%) 1175(3.9%) 2273(3.9%)
EF2 79 (2.5%) 1578 (5.3%) 2273(3.9%)
=7 107 (3.6%) 1178 (3.9%) 21%(3.7%)
aled = 879(2.0%) 78 (2.5%) 155 (2.7%)
el Fe] 9T (3.2%) 655 (2.1%) 159(2.7%)
A 7% 5T(1.8%) 1098 (3.5%) 15T (2.7%)
o3t 69(2.2%) 87 (2.8%) 1475(2.5%)
| 178 (0.4%) 1175 (3.9%) 1279(2.1%)
COVID-19 #H &4 25(0.7%) S (2.8%) 1098 (1.8%)
= 25(0.7%) 65(2.1%) 85 (1.4%)
COVID-19=32E L]'H]' 172 232019, IV = F = F 4}, MedDRA = Medical Dictionary for Regulatory
Activities(1H G F& 2] FALE), RDV = A H 2
©] 4 AH#] = MedDRA H A 24.02 A}E-8} B2 3551k
dE o F s A2 gAHASU T
0} ol Alele dE £o8E FtA R 18 FEHAS
& 7): GS-US-540-9012 & ¥ 1511214
- 353 oY o]dErg: AlET 10 (B.6%), ek 209H(7.1%)
WA B 355 oo ol ks
A2 HEHEH: 07%), TELH9(1YH; 0.4%)
ootz [2LH9 HEES; 2.1%) HERS; 07%), ZELH9QRS; 07%) =25
L]
T 2EeY 11%)
35T olduHs: AT 9%HG.2%), Ak 127H(4.2%)
B2LHo/H D),
HBFM, MMEIY SEYNRT, 4EE £5 MAL T2, FAERY
AI-&-J; n I I I 1 I 1 N
ST | gndB, xlof Y, HolHAY MY, ALT 7L AST B}, s
5, SERN, SEEY Y IR 19)
FANRGEY BHEJFOE FUHE 35T oSS Fof 9YAtA 1w ALT W AST
Z719S. o] AAE g AARINEL FFo] Z7lEo YR, FUd A=
AFEA @gto, F4H FA Qo 4
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A5 ol duhg: APT 19804%), $IoFE TH2.5%)
EEEEERE)
oopm | ZEU10 HF SEES WY, 34 HITN, 273 2870 28
T | 2H Huas

- ADR: A& 349(12.2%), 9k 25H(8.8%)

2% o]/ﬂ-oﬂ/q By _} ]/\1-

- SAE: Al

o

Hbg w2 (A E 189
LA T 61
578 (1.8%), 1 eF 19%(6.7%)
Aol A 29 o4 Bad SAE: HHAN AT
Hl

/\] Al /Ké]

2%, 9T 3%)
(A G 2)

; 6.5%, 1o 109; 3.5%),
; 2.2%, $19F7 678; 2.1%)
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Table 25 GS-US-540-9012: Serious Adverse Events by Preferred Term
(Safety Analysis Set)
RDV IV for 3 Days Placebo Total
(N =279) (N = 283) (N =562)
Number of participants experiencing 5(1.8%0) 19 (6.7%0) 24 (4.3%)
any SAE
COVID-19 pnemmonia 0 7 (2.5%) 7 (1.2%)
Pneumonia 21(0.7%) 3(1.1%) 5 (0.9%)
COVID-19 1 (0.4%) 2 (0.7%) 3 (0.5%)
Hypoxia 0 3 (1.1%) 3 (0.5%)
Angina pectoris 1 (0.4%) 1 (0.4%) (0.4%)
Atrial fibrillation 2 (0.7%) 0 2 (0.4%)
Respiratory failure 1 (0.4%) 1 (0.4%) 2 (0.4%)
Acute myocardial infarction 0 1 (0.4%) 1 (0.2%)
Acute respiratory failure 0 1(0.4%) 1 (0.2%)
Blood pressure inadequately 1 (0.4%) 0 1 (0.2%)
controlled
Cardiac failure congestive 1 (0.4%) 0 1(0.2%)
Dyspnoea 0 1(0.4%) 1(0.2%)
Fibrin D dimer increased 0 1(0.4%) 1(0.2%)
Lumbar vertebral fracture 0 1(0.4%) 1(0.2%)
Mitral valve prolapse 0 1 (0.4%) (0.2%)
Musculoskeletal chest pain 0 1(0.4%) 1(0.2%)
Pulmonary embolism 0 1 (0.4%) 1 (0.2%)
Road traffic accident 0 1(0.4%) 1(0.2%)
Viral myocarditis 1 (0.4%) 0 1 (0.2%)
o TS oY% o3 AlFT 29(0.7%), kT 5H(1.8%)



Table 26 GS-US-540-9012: Adverse Events Leading to Discontinuation of
Study Treatment by Preferred Term (Safety Analysis Set)
RDV IV for 3 Days Placebo Total

N=279) (N =1283) (N =562)

Number of participants experiencing 2(0.7%) 5(1.8%) 7(1.2%)
any AE leading to premature study drug

discontinuation®

COVID-19 1(0.4%) 1 (0.4%) 2(0.4%)

Pneumonia 1(0.4%) 1 (0.4%) 2 (0.4%)

COVID-19 pneumonia 0 2 (0.7%) 2(0.4%)

Respiratory failure 1(0.4%) 0 1(0.2%)

Hypoxia 0 1 (0.4%) 1 (0.2%)

Dyspnoea 0 1 (0.4%) 1(0.2%)

QAR o2 345F

F1eFT 239(8.3%)).

A olade
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oA ARSI (A 2998 (10.5%),



o[GS-US-540-5823] 444 HAL= COVID-19 &3 a4 & w2 184 vivt riats tide=

RDVE %7187 9%
D AENL
- A@YARDL G FoAT, F7 YA E
- ANEodAE A4 AAE COVID-19 3l #H8<

- Rolg E Pz

K
o

A2 A T, 3 LA

& 184 vt AR AgE
SBE 1-49) A$ 7 129, TBE5e] B§- A% 4%, TTE 68 Ao

AZTE 473

+%

AEF 28 Y 0]/3~18 A v|5te] Lo} FrtA}

1 12 Al ©]-3~18 Al B &, A 5 40kg ©]%

14 3ol RDV 200mg IV o4 &

# ) 102 7 * RDV 100mg IV

2o

AZ 28 o] 2~18 4 =] 2h HF 20ke
o] 4-40ke =] gt

(B8]

A% 289 o] 418 A ==k HF 12ke
0] ~20kg B]

BE 28 Y o] F-18 Al Bl 7, A F 3ke

! o] ~12kg 5] %

1€ 3ol IV 2 RDVSmg'kg £
T AR 1047 ¥ IVERDV
2.5 mgke

A% 0 Q4T 289 F 9] A4hoks] 74

BE 14 0] A28 A pjuk @] A F5
377 2o} 2329 A4 A A% 2.5ke

ei's

Lh

19 7ol IV 2 RDVSme'kg £
T A 104 L IV E RDV
25 mgky £

: 330914 JUFF 7 F
-

8 A F 2.5k 01 %

RDV13] RciFE 274) A
10 7H

A% 0 Q-AF 56 Q 72 24 Aok & Fo}

- BF094~56 L ARk JAFF37F
' olah. &8 A F 1.5kg 0%

RDV 13 B35 24 Ad
07

1

o) _[q

12 A] 15k &0} FA7tale] digk &4 25 E

8 12 4] 73}, A F 40kg ©] 3

1Y 7}l RDV 200mg IV £ &

A 10 L7 H L RDV 100mg IV

2o

IV="38F/ RDV = A+ H =

2) N3Z2

(D Al R-3=

- Z3E 1~4 3 894 F 539

- 539 ¥ 40%(75.0%)7F F<F 5
AEZ I3 FoFd 27(3.8%

'\/

- AR BE dde =%
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27

rte
fl

B 22741.5%), A@AF A =H13
(3.8%), F7+A+ 24 1%(1.9%)

1 15.041(12.0~17.04), ZZE2 9.041(4.0~16.041),

o, 24.5%),

S EJ



3.541(1.9~7.04), ZZE4 0.541(0.1~0.94), ZZESZ 11.041(8.0~11.04) 2.

- AAYAAE FE AA(56.6%), MA(70.2%)°1Aa, AF FU4FS ZITE] 83.5kg, ZITE
2 26.5kg, TS E3 14.6kg, TS E4 50 kg, TS ES 73.0kgelloH, BMI 4@ Z3E]
33.8 kg/m?, I E2 17.8 kg/m?, ZZE3J 16.2 kg/m?, ZIE4 163 kg/m? ZZES 28.0
kg/m®o] <

- Hx Fo A 4V A S 19019, SHAETE 5YolUe

- F 129Q26%)°] H&H 7IAI8r] AEE B, 18HB4.0%)0] LHHF AFAAR
o, 10%4(18.9%)7F A-F&F a7 2 weka, 13H(24.5%)°] AU E7|dA 7S woke

- Wh(05.3%)+= AHAZ(ECC)7F Ao, 38 YFH R v A

- 817 A, HIE dE, 7B ED FAES viral loade ZH2 4.79+£2.055, 5.68+1.862,
5.87+2.357 logyp copies/mLo] %+

@ 54 97}
- 7H EAAE FEAE 9 B4R

HEE QB

Percitage of Ordiial Comp
" » o H
x
-
o
M
:

ROVCohort 15 A 12 8 <18 Vaars and Waight >=40 kg (N=12)
Cinical Status 1

7 e a

ROV CoRort 3: Age 28 Days 1o 18 Vesrs and Weight 12 15 <20 kg (N=1
Cinical Statuz 1-Dsah @z @

|
T
- [
el
~
I
"B |
- %]
f |
i
E———

28 Days to <18 Vesrs and Weight 3 16 <12 kg (N=12)

2 B e s & 7 8 s s 1z 3 a4 s &

T e
— \
" \ |
i_l | iy
|
‘ [
|
.

FH geie] dolzetel tul Wsk F Aol A 1093 208(L0, 4.0), vk B
T4l 3.08 2.0, 4.0001 A=

0¥z ZSE 1: 0.500, 2.004, ZZE 2: 3.02.0, 4.00d, ZEE 3: 2.5(2.0, 4.004,
IBE 4: 3.00, 3.5, ZZE 8: 2.02.0, 3.004

o] 2gkel =9 HS 54 olskel Aelel A Y4 sk 24 o B4E WhAk

—
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109 2} 75.0%(39/52), HFH7F Al 84.6%(44/529), 2t LS ES] HA 70% F7MA7) 274 o]
d FE. 2ol FREHIIZMA A 713 7L (6,1000] A+
10¥=: ZSE 1: 41.7%(5/129), TS E 2: 91.7%(11/12%), TS E 3: 100.0%(12/127),
IS E 4: 63.6%(7/11%), IS E 8: 80.0%(4/57%)
A BEZE 13- ol " FobAk
109 2F 77.4%(41/53%), HEH7F Al 84.9%(45/53%)Z F715E F ti Aol A 18 o)A &4
7R 2™ 717 694,901 U+
10¥=: S E 1: 50.0%(6/129), TS E 2: 91.7%(11/12%), TS E 3: 100.0%(12/12),
IS E 4: 66.7%8/12%), IS E 8: 80.0%(4/5%)
355 IR wo] 28] HE 2~5—6~7 = 672 I E5H HUA =
109 2 62.3%(33/53%), wkA]9t H7 A 83. O%(44/53Uﬂ)i =7V, ZF IZSENA FH
4 75% F7EA7E B EE. 35 AQ AR T, 16)01011g
10¥=: ZTE 1: 25.0%(3/12%), ZZE 2: 75.0%(9/12), 0 91.7%(11/12%8),
IS E 4: 50.0%6/129%), ZSE 8: 80.0%(4/57)
- HA7MA A" AZE 971 R 76, 12)0A(ZEEL 124, IS E2: 7Y,
FZTES3 6Y, ITEL 7Y, IFTES: 7Y).

& A7) 60.4%(32/5378)7F 10LA7HA] AESH] HdFow, of AF7MA AbgEAY,
T8 AR olFHAY, Hdst 93X 8 Heoz &3 I7tAe sldds.
Z ZA7 A 83.0%(44/53%)7F 30Y AR M EE E Y-S, THE AL

s

Eld 2 77 29, 5 E4 3%), 22 AU AS(ZSE]l ¥ =
- PCR AA A3 Hx S0 E SH(AS 23)EH77MA] 2™ AIZE
PCR AA A3 4 A 4 E7bs
- B Z/F7AFOP) AAS AL F F7EA9 42.1%08%/199)
- NP/OP AAE AH&3F T F7FAS] 21.4%(6%/28%)
- ET A=< A8 5 7R 22.2%(29/97)
- 10¢7bA] =+ PCR 4 (E T WA FA A Z)7HA viral load®] wlo] gkl tiH] HE
-w] o] 22kl ojH] viral load W3}
- HIZHOP: wo]2=2}R] 187 4.79+2.055 logyy copies/mL, 10€=} 378 -1.59+1.514 logyy copies/mL, E
P 39 -2.59+1.982 logyy copies/mL
- H|QIF/OP: Hle]2=g}l 23 5.72+1.898 logyy copies/ml, 10€%} 578 -1.59+1.697 logyy copies/ml, E|
dY 8 -0.53+1.555 logyy copies/mL
o

_‘

- A2ARE, 3] o F AR AE EY W S gl dedd v 3299 X8y
_/_'r\.

A5A JA 87 AR A 3B(EBE 39 1) - 32, 1093

AFF AL A5 5 ZZEC AAHA FUHA 149 - 4@, 5L

A At A5 S ZRE AAA FrbA 157 - 21, )L

- PEWS(ol 27] AT %) A= 71E d4d 54

2|
Y5 1092742 249 F 20 &3
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AEAA: 1092714 1749 = 149 A
BE7): 109274 25W = 229 =4} 5A
ZA g ol gl A 0F 22.6%(12/53%), 1~3% 37.3%(20%), 4~6% 24.5%(13%), 7~9%

15.1%(8%)o| Y3, PEWS E=&4 AL 1-38 ZHA 37.7%(209), 4~64 ZrAi: 15.1%(89),
797 7+A: 57%39), 10Y 2714 SAEA] XL 27A= 32.1%(179), 7.6%(48)L -7 =
74k

@) °F&s £4: 6.4.

4 A4 B}
- EPHQ =2AHE
E2. GS-US-540-5823: A A oFE =& (A4 £HT)
kR A H AFTE3: AZEL:
2EEL | AF8Y-< | BFE8Y-< | AT Y-
124 -<184 184, 18 4. 18 A, AZES:
> 40kg 20~ < 40kg 12~ <20kg 3-<12kg <124, oA
~N=12) ~N=12) N =12) N=12) >40kg(N=5) | N=353)
S2 =aas
e
N 12 12 12 12 5 53
3 7024) 6(2.3) 5(2.5) 6(3.3) 6(3.6) 6(2.8)
5 5 3 5 5 5
%9 4.7 4.5 3. 10 310 4.8
.10 310 2,10 1.10 3.10 110
0 o 0 1(8.3%) 0 1(1.9%)
0 [ 1(8.3%) (16:7%) 0 3(5.7%)
1(8.3%) 1(3.3%) (16.7%) 1(8.3%) (40.0%) 7(13.2%)
0 3(25.0%) (16.7%) 1(8.3%) 0 6(11:3%)
6(50.0%) 4(33.3%) (41.7%) 3(25.0%) 1(20.0%) 19(35 8%)
0 1(8.3%) 0 0 0 1(1.9%)
1(8.3%) 0 0 0 0 1(1.9%)
1(8:3%) 1(3.3%) 0 0 0 2(3.8%)
0 0 0 0 0 0
3(25.0%) 2(16.7%) 2(16.7%) 4(33.3%) (40.0%) 13(24.5%)
max=3 R min= 52 Q= 1AHEH5 Q3=3 4295 D=2 % B
£3): GS-US-540-5823 37 CSR, & 158411
- o]dHks s
o] g WA E: 38H(7LT%ANA HA 17119 AE A, Uit A PR AAYS

ISEL 1IHOLT%), ZSE2: 7TH(8.3%), ZSE3: 9H(75.0%), ISEL 7TH(58.3%), ISES: 49
(80.0%)
SAE A E: 119(20.8%), A @ oFE3 A
IS EL 5%HAL.7%), ZEE2: 2%(16.7%),
35w °4 AE 157(28.3%)

A+ SAE ¢l
FSEZ: 09,

o] o
1=

IS EA: 39H(25.0%), IZSES: 1%(20.0%)

rlr

}\

FHEL 69(60.0%), ZEE2: 2%(16.7%), THE3: 174(8.3%), FEEL 47(333%), FTES 2%
(40.0%)
Fo] FHE o3 o] kg 2(3.8%), EF ZEEI116.7%)
A 371G6.7%, ZZE 1, 2, 89 Z+ 17),
FEFolet #d fle A IMRDV £ 32¢ A
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X5 GS-US-540-5823: o] 4} Alell =3 8.F
QA4 £41)

IZEL IEEL AEE3: IFE 4

24~ | BF28Y- | AF289 | BF28Y -

<18 A, <18 4,20~ |<184,12~| <18 4,3~ HAZES:

= 40kg < 40kg <20kg <12ke <124, 7

N=12) (N=12) (N=12) N=12) =z 40kg(N=5) (N =53)
AE 11(91.7%) 7(58.3%) 9(75.0%) 7(58.3%) 4(80.0%) 3B(7T1.7%)
3=F 0|4 AE 6(50.0%) 2(16.7%) 1(8.3%) 4(33.3%) 2{40.0%) 15(28.3%)
A erEa} gEE AR 4(333%) 1(8.3%) 0 1(8.3%) 2(40.0%) 8(15.1%)
A]’ﬂ°‘=”— A AAR IS T o] de] | 3(25.0%) 0 0 0 0 3(5.7%)
SAE 5(41.7%) 2(16.7%) 4] 3(25.0%) 1(20.0%) 11(20.8%)
A BerEal 329 SAE 0 0 0 0 0 0
AE%E 27 FdFde= 216.7%) 0 0 0 0 2(3.8%)
c]e] 7 AE
IE Re] T SPF AT 1(8.3%) 1(8.3%) 0 0 1(20.0%) 3(5.7%)

AF = o] 4k A} #). DAIDS = AIDS —-—-]— MedDRA = Medical Dictionary for Regulatory Activities(7# g 55 =] g4d)
o4 A} MedDRA 5 3 240 & A}-2 5] #2395
FTEESEF2 49 2 4ol o]t ALY HEDAIDS TR & .: J:LU‘—“] # j'l 1Dl_l"“‘ THYE 71522 FAdzasUth
SRR Ed T Rgi g Az 59 RaA St RaY +309Y L gk
oA R AR EE 32 Q9 o F7bAH L Ho] Al o ok E Ec‘i “' "”‘3‘4 "}"J'C‘i ?J"‘l 57 kst
£ 4: GS-US540-5823 334 CSR. E 1511111

%

AREA QL o] At
FZE . g4 AE3GE7A 49, 33.3%), |67 39, 25.0%), ALT S7H371AF 24,
16.7%), 18} 72 29, 16.7%)

FSE 2. 9E, A9, AFQ] B «dEH A 29, 24 16.7%)

FZE 3 2277 29, 42 16.7%)

FJE 4 38F(H7HA 29, 22 16.7%)

IS E & WHH|(F7IA 39, 60.0%) 2 AvtavledSGE7EA 21, 40.0%)

w4 AEFE AFEGER B gle AoE FUHHEHAL, o] F 41 15weIeH, 24
(Z3E1Y ZZE 8 7} 171)2 4550103, I F 1712 SAER =
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X6. GS-US-540-5823: R E IS ECFAA EAF)olA HA 239
A7 A o) Al Bad ol Ak

HAETEl:| 28E 1 | ZEE3: HATE 4:
124~ |[AFssg-|4Ese-| 4F 289~
<184, |<184.20-{<18H.12~| <18 4.3~ | EEESs:
= 40kg < 40ke < 20ke <12ke <124, g

N=12) | N=12) | (N=12) N=12) [=40ke(N=35) (N=53)

sje] AEES B8 Arbabe] [ 11091.7%) | 7(583%) | 9(75.0%) | 7(583%) | 4(80.0%) |38(71.7%)

ER 3(25.0%) | 1(83%) | 1(83%) 1(8.3%) 3(60.0%) | 9(17.0%)
T4 4&4 4(33.3%) 0 0 1(8.3%) 1(20.0%) | 6(11.3%)
oA 1(83%) | 1(83%) | 1(83%) | 2(16.7%) 0 5(9.4%)
gd 1(83%) | 2016.7%) | 1(8.3%) 1(8.3%) 0 5(9.4%)
gefdololeddEzs | 2(16.7%) 0 0 1(8.3%) 1(20.0%) | 4(7.5%)
Z7+

a2y 2(16.7%) | 1(8.3%) 0 0 1(20.0%) | 4(7.5%)
Ao EEF 0 1(8.3%) 0 1(8.3%) 2(400%) | 4(7.5%)
zz37} 0 1(8.3%) | 2(16.7%) 0 0 3(5.7%)
ek 0 2(16.7%) 0 1(8.3%) 0 3(5.7%)
AAFEg 2ol oy 0 2(16.7%) 0 0 0 2(3 8%)

AE = o] 4} ), MedDRA = Medical Dictionary for Regulatory Activities(TF ] € 72 2| 4} 1), PT=f & &
o} A}&| = MedDRA 7 24.0 & A5t R a5 gtk
R 2o F A= JARre = S48 s1th

- 359 o9 o]dkg: 15%(28.3%), SAE= IS
FSE]L 69H0G0.0%), ZSE2: 29H(16.7%), ZSE3: 17H(8.3%), TS E4: 47H(33.3%), ZSES: 249
(40.0%)

AP EH BEJFOE HUbE 35T oS 3WG.7%, TS E]D)

ole] ALT %7k 2%(16.7%, ZEED, Hlo]=2kl ALT 7} AR

Agete #EE 35
A5 ARYFHNEF, 355 ALT 57} 35H AST S7is 25 Al@Ed #do] AN
A, AEekE 7] BFAFEoR oo on, @A 1HAAN dAs gy Fr|Fde

wlol~2lo] A ALT 2 AST 2717} IR #7 19 Aok B 355 ALT =
7} AEE ARDOT, AR x7] FFUoR ool

- ADR: 8%(15.1%), SAE= 1<
FSE]L 49H(33.3%), ZSE2: 1H(8.3%), TS E3: 04, IS E4: 195(8.3%), TS ES: 29(40.0%)
ALT Z7HAA #7112 5 39506.7%), Z3E 19| 29[16.7%]), ZZE 42] 19([8.3%) = AST
Z7HAA Z7HA F 29[3.8%), ZEE 19 19[8.3%], T3 E 49 19[8.3%)
T E]Y 1% o= ¥4 359 ALT 57k & 1%8A 355 ALT % AST 57} @At &
oAFT

SIS EAL] 19 &

=

| 2%+w ALT

olN

7} 9 153 AST 57}

riy
ol\

p

- A 37

| .
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FTE]SY 1% o ArFdo® AP14Y92h, ALT 2 AST 571, 1el#RldSE
HEE29] 19 AHFAZA AA o)2H2 ] EFFHGAE) 2 A
FTERS 1% TEFHFA, ARA, AFRA, 55 g4 dd2 A
oFEd dEfle AP IA(ZEED: RDV Fof 329 5 A, i8S &4, 94 Hed,
AL ZHby s gl gabg A AEjollA COVID-19 S48 52d59 2 At Zatol 2 2~
A4 HHe mE dFakh e D voalEekad aFRHeZ AN

[e)

wn
=
3]

0 % 1178(20.8%), A& #HEH SAE= RiHA sh+
IS E]L 5HALT%), ZZE2: 378(25.0%), LS EZ: 1%(20.0%)
A AR, oA 7R S350, OY, S5 29, i8S &d, 959 & SAETVH
H7bAL 2R AIA 2 A

[\
o,
5
o
S
A
i
o
&
Fj
m

N

7. GS-US-540-5823: S5t o] Al (QHEA £4T)
HZXE]l:| Z8E2: | 58E3: ATE 4:
M~ |BFsd-AFnsY| 4FEBY~
<184, |<184,20 <18 4,12~ <18 4,3~ | LEES:
= 40kg < 40kg <20kg <12kg <124,
mN=12) N=11) (N=12) MN=11) [|z40kg(N=35) (N=53)
2ss] sAE S AR5 S(A1LT%) | 2(16.7%) o 3(25.0%) 1(20.0%) | 11(20.8%)
ot 5
PTESAEE B3¢ $71H7¢
2
AH 37 0 1(8.3%) 0 1(83%) 0 2(3.8%)
oy A7 RE ST 1(8.3%) 0 0 0 1200%) | 20.8%)
grad 1(8.3%) 0 0 1(8.3%) 0 2(3.8%)
ZE Ze 1(8.3%) 0 0 0 1(20.0%) 2(3.8%)
AHE 43 1(8.3%) 0 0 1(8.3%) 0 2(3.8%)
dAF 1(8.3%) 0 0 1(83%) 0 2(3.8%)
49 A& 1(8.3%) 0 0 0 0 1(1.9%)
AR 0 0 0 0 1(20.0%) 1(1.9%)
N £z 0 1(8.3%) 0 0 0 1(1:9%)
ERORAE 0 1(8.3%) 0 0 0 1(1.9%)
=& 1(8.3%) 0 0 0 0 1(1.9%)
FTTH ATHET 0 0 0 1(8.3%) 0 1(1.9%)
97 WAL 0 0 0 1(20.0%) 1(1.9%)
BedEia) Wels 0 0 0 0 1(20.0%) 1(1.9%)
0 0 0 1{8.3%) 0 1(1.9%)
0 0 0 1(8.3%) 0 1(1.9%)
0 1(8.3%) 0 0 0 1(1.9%)
1(8.3%) 0 0 0 0 1(1.9%)
0 0 0 0 1(20.0%) 1(1.9%)
1(8.3%) 0 0 0 0 1(1.9%)
0 1(8.3%) 0 0 0 1(1.9%)
0 0 0 1(8.3%) 0 1(1.9%)
FE 1(8.3%) 0 0 0 0 1(1.9%)

= o] 413 MedDRA = Medical Dictionary for Regulatory Activities(TF 1 € 52 2] T4 ). PT=t X 2o SAE=
% o) 4 AHH

Mo MedDRA H7 24.0 & Ap23te R ESE Az oh

2ol F 2 AFARELE EAFHAFUT

AEEPTH=E #7121 ST 340354

G5-US-340-5823 A3 CSR. £ 1511242
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35F ALT = 5% 8% UEF 37 2 45T 2Uge
1ol AgeF 58] o] F FW, 58 ohvliy] HolEa F7h nWEN ¥F A9,
14 3te] Ty BT RAOR A APt B

2 o #d 2 4
- A3
st M es AR Fo7 ME /A, Z1EA "Wl &3
AdEst vizies AR 714 MW £ ALT= RDV 45 S71sklaL, 30¢
apoll wlojz=gi]l FEOo® Foltw. ol T

—

=

|A2% 2 COVID-19 d3 F3F:%=
FA] %k, ASTE &4 A e &
e A= b8d %
o

2~

A

= o 1=

- W& EEe A9, 92.5%)7F 4 1 o] 3 WEFES Fouds.
& 4673(86.8%), A~FA| W& 469(86.8%), THE 3
(54.7%), AFF< Futolei=A W¥E 6%(11.3%) Fvto]lH A FA o W8 8%(15.1%)

Fo. GS-US-540-5823: 25 IS EQHAA EAT)NA 4 20%2]
ZA71A N AlA B3E COVID-19 X £ E 93 RDV o] 2]2] oFE H &

FAEE) | ZEE3:
AZEL | JF289Y ([ BF28Y | AEE 4

12M - | ~<184, | ~<184, | 8F28¢ )
=18 A, 20~ 12~ ~<184, | ZEES:
> 40kg < 40kg <20kg |3-<12kg| <124, Lig: |

N=12) | ¥=12) | N=12) | N=12) |>40ke(N=5)| N=53)
A BT 2]2] o] COVID-19 %8 =] =7 = | 12(100.0%) | 12(100.0%) | 10(83.3%) | 10(83.3%) | 5(100.0%) | 49(92.5%)

A2 170 B ge 2o 5

RDV + -4 98 Z9] Sr}e]s] 2a) 3(25.0%) | 2(16.7%) | 1{83%) 0 0 6(11.3%)
RDV + 22 H A 12(100.0%) | 11(91.7%) | 9(75.0%) | 10(83.3%) | 4(80.0%) | 46(86.8%)
=4 AL ofl e} (Dexamethasone) 0(75.0%) | 7(583%) | 4(333%) | 8(66.7%) | 4(80.0%) | 32(60.4%)
o 2 = ¥ = 1] & = (Methylprednisolons) | 3(25.0%) | 5(41.7%) | 4(333%) | 1(83%) 0 13(24.5%)
Ao Fd Ag==Ed 1(8.3%) 1(83%) | 3(25.0%) | 1(8.3%) 0 6(11.3%)

a}1}71 2h(Anakinm) 0 3(25.0%) 0 0 0 3(5.7%)

5] = = 3 = #] £ (Hydrocortisone) 0 2(16.7%) 0 0 1(20.0%) 3(5.7%)

& 4 #] 7 H(Tocilizumab) 0 0 0 0 1(20.0%) 1(1.9%)
RDV + 2= 7 12(100.0%) | 11(91.7%) | 9(75.0%) | 10(83.3%) | 4(80.0%) | 46(86.8%)
= A} ol £} (Dexamethasone) 0(75.0%) | 7(58.3%) | 4(33.3%) | 8(66.7%0) | 4(80.0%) | 32(60.4%)
2 = o =1] £ E Methylprednisolone) | 3(25.0%) | 5(41.7%) | 4(33.3%) | 1(83%) 0 13(24.5%)

o}1}71 2} (Anakine) 0 3(25.0%) 0 0 0 3(5.7%)

3] = 2 =1 2 &] & (Hydrocortisone) 0 2(16.7%) 0 0 1(20.0%) 3(5.7%)

& &l 7] 3 5H(Tocilizumab) 0 0 0 0 1(20.0%) 1(1.9%)
RDV + &Hulo] 8] 2 33 o= 0 3(25.0%) | 3(25.0%) | 2(16.7%) 0 8(15.1%)
T 0 3(25.0%) | 3(25.0%) | 2(16.7%) 0 8(15.1%)
RDV + 7] £} k5 11(91.7%) | 7(58.3%) | 3(25.0%) | 3(25.0%) | 35(100.0%) | 29(54.7%)
o] % A} 7} 71 (Enoxaparin) 9(75.0%) | 5(41.7%) 0 1(8.3%) 3(60.0%) | 13(34.0%)
2 34 = = (Ondansetron) 4(333%) | 2(16.7%) | 3(25.0%) | 1(83%) 1(20.0%) | 11(20.8%)

1(8.3%) 0 0 1(8.3%) 1(20.0%) 3(5.7%)
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D [1xt2.¢4] [5823 A @AY 53 AFHE T3l ©] o thd LolFA & FF=D)Y ¢4
A, FEAS AYUY HEE AT F Aot AG3F 5§ 49 s 9 [5823 A E]
GdT, 3 ARAABE, LoKAHA L FFEY) A FEAH ZAAE AW F

A= BIE PR

GEN

Aejol= 5823 AHel A &ol tlgAtel HolHL o mAwelA AeAuze kAT faAol

%0, rlo

)

W 2AS AL AUANE 2L oA PK Z2sido] 43 FAE Ao BVHEE Y
gol=o] H2 ICH ElIA 7}o] =2421(2022.4., step 2)o Ftyth.

=D

&

Q1 thB] AofelA 28 oo HAEAHIE B AA] =ES B E EFStE 559 Y
3RS Ude =z g 5844 UAE E AS~ 3 k2
o} HnE u), =257} 1 ¥ oydur FAS 1 SAZEA "APAEE 2@ GS-704277
thARA o] thet PK =& 7= €AIFolAaL, GS-441524 thAA e H=7) Hthd
stmon, =& W AEQt AlF, A¥ e W dHdAe V] Wil d4FEY FEA
9 QAL HUAIRIZET tALA GS-4415249] A1 AofollA fFARRE =& SHA
1Eojof & Ao ASEH. FuE DHRAAIQL GS-4415249] 79, Alx9 Figo] v
o} prodrugq! FHAHIZ9] FHZ FAET, AZUZ E07}A esterase, phosphoramldase,
nucleoside-phosphate kinaseell <3+ thAlF 34-& AHA nucleoside triphosphate (active
metabolite) 2 A g=o] k285 UEtd. FEAZY A TH &A= He e 444
Txo] 10€A o #EEYoY, A i AR FEA H7F W dolste] AF H
g F= Qla, A AT ddE, 3N AFolBE A =AU E ICH E1l 7tol=g
¢l A& Tbsettets 4otk FEAS HUbskeE AL FYsfiof 3 FU RaAs 8 H

2) 23R [9012 A1@] 2 [5823 A RINA FF=E U B U +34 2
T & = SH9EY A} == AP A8 AEAE ZAZ $HF i—‘s—iaﬂr

SN

A AA Aokl BAGl, 7 €9 HEAM wlolxehel U FEsh wlo|xahel Hx {A B

HE Wol22e F2E AES A4 Day 1009 HBE et sh9lT B4l £ AT

it
)

o

jud

1384 A A3HCSR) Al&(L.2h)

F7449l

rE
fok| 2

Al

CH AR} A QoF
S COVID-192 st Hald 129 | AHY PSS
SN TPREAQVO 48 BIEEN oEEx | N SEET/L

_1
JISEMATT 63 XS kAL OB 2ol 8 2y

of
g

GS-US-540-5773

|:|>+

SESCOVID-192 UList Had 49
GSUSSA05774 | NGY L33 2Elas) 19 daws B | 28 BAF Dayl07Al Elale

Day287tX| COVID-19 #&H 2LJ, 25N

_LJS=540- Hl Q19 HAald g
GS-US-540-9012 | 2 844 83 QISR 91T AFZIRF 92

IN-US-540-5755 | 20t 773 15.0M) 83.1%(64/77':”) EE
SYH M8 Z20 | 85 7IASS/ECMO 399 HIHEHN | 727% E¥




83.1% T=HHEZOIM 27 ool XIS
OI%'sl-

Hjo|AztRlofM HEH MAZSES TUE Of
AXEO| 79.5%(31/39)7 r o, 2= LU
@Q1, Q3) 162(11, 28), E[MX| FLZQ1,
Q3) 202(17, NA)

HESE  AAZEE  ERIE CHsRE
86.8%(33/38) 2|5, ==K BYLLQI, @) 7
(5, 15), ElRTHK| S42hQ1, Q3) 13¥(7, 22)

SSHENIPPY F= 1Q2F = KQE
—1
=

L= AHUS7)) 38

o

pa

N
43

rr

* A Aad: 12~184) w Rk

/\
Y
fm
o
Y
A4

AR B3 GA FFE 8 HEY B MER o RoiAA ggtout, wWolxeel 74
£AHES /1202 AMAR G BAASI FAABHAS. 2ob Ay YFAB
5823 Aol LHH FE5F-FFY BHEAHE 58w, AENE B 409 TR
N3,

FEAH ZRNA PG

ge gARME 35H

¢

=

4 ol

A3y == ECMO 3ol g3l =935 2
gz vgo] 16.7%2H)C.E TE AL (L EHF == A
2, AaRzAE Bagls BTN X5 866.7%-84.6%) Tt A Bgkg. oY
oA 7 AEHUD HAYFANDACTT-D ABANE FAEE A3E 1YL F
71Xl e sHEA AdeE tF HLE 98t BAEA ¥t olg
e B2 b wle Hr] W& Ml Fosior g FE5F ol dTshe o
olgAtol|l A B EE 55%(22/40%)F HPomH, FARTE o] A3
ol /A oRe Add + Qs
& Z29

\1

2

B b

o

9

o 2
§
0
2
S
f
O

30 o
o
o
%)
o
w
>

o ok
_“L_l‘
=
S~
>
o ol

Azunteld 2~ HEF Lot @A oi@ o
T~To &of #AE

] ==

[e) 1. &0

2 3 YAAFAA A FARE PKE Q"J‘S}%E_, DJ%_‘EL AFAF o)A/ FEA ]
o7 2

f
=2
r O
o
0
K
et
2
™
Al
>
ofo
{>
r (%]
o
I
>
ofo
i)
kl
X0
32
in|

o

. oo
32
o
=
-0,
2
o
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>
b
o
o
riet
)
o
_&

oo M oo X b O o O
22 , r};u
-l_L4
2 o
i Lt
° o,
o Lot

e FEANFAEE ASSHAU, 7] Aled SAAIAE R o
FE T A T57) SAANFEE AAT 5 Y= B A

AEZAD
HA3AE 23, 3 dZ48F Fo4A FuAH= 81 tiAbAI(441524) =R T W2 %
oA EAH7IEA A FAo] FRHJFAE =78t BN FAA AE T8Fe] BT
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BAge FHHA Lo, WFEHol 9= H7HAL SBECDS B g T

| 2. 5823 AlgoA A AKIE ZS5E1(12~18A], Al 40kg ©)’heollA 49, ZSES(12A]
A5 40kg o]’holA 1%, A(AZF 3~12kg)ll A 19 9] H“go}%{ob} Eé!ﬂ]/\]lﬂli
E 1 9 8olA ¢ ka1, GS-4415242] 7
g mEE 7 fARSEEE. bl AKI
S} AESte] AFAHS FASA Yshom,

A= ¥3, AKVF Z3E 194 ¢ &

o]
54 A otEld FYdakel ¥, eGFRo] w2 549
A

A3

o] g, E

9 GS-704277¢) &L IABE 2, 3, 4 z
%Oﬂ% IZTE 1A # %9)(21%, Al vl
1 s
il

bt

GHFY 5 Y. £0tF TYF BE FAIA FE BY USHY A5 YFAFAH
A AR BUHY bsd 0 Bol, hoke] el v of kel o] thatel
%7154 A8 AR 5% Bl 371 Aol BaF. 7 RYAR 939

2) 1R [5823 ARINA Ble] Hhed w2E D F4 AFEy 24 8R4 o5
Ashe Tejste] LolHA B FFEWOIA Ao FuENLS BFEA WP A=
<ERD>
RDVe} 1 thARAI(GS-704277 2 (GS-441524)¢] PK =Z2 Ao} YAl GS-US-540-5823(Z
SE 142 A5E 9 T RDV JAAP Akl 2A 7hizel s 208 2L,
AFolut AFol me} Zo] FrAEAY FasE Aol YNSH, o= 3 kg o4 2 40
kg vlErel 3% 5 mgkg W3 Sl ol 25 mgkg fH &FS] AF AW Fof ayo
2, > 40 kgl AS MY ol QMO A4IHE o AAFL AU

QLA T} BRBEe], GS-US-540-5823A1 9] o} Shabol Al A<lol Hs| A= Selel bAA
FIE URFYG AWAE ROVE eryel SR, dAel Lo o9y
A7 Ao B oA e F2EI AE EE 52 o|glon 3WGIW] 35
T 1ol Am B o AAAE AL 289G ol ol AA R s AmE FUHY
FUTh 119208%)9 A7 ZUd o] #AHGAE)E A@staou, Azel #dw o

2 FE AL Aor, 3WETNES A F AYSALUT. SAE 2 A-e COVID-19
Qs Sate] 7| AABH A ALY

AvkA o2 A#H o] fAlEl= RDVE A g5Hke F55 WA 55 COVID-19 A<l Hl&3
YA 3FAFUTE GS-US-540-5774 A9 HE AclA], RDV 54 + 9 RDV 10¥ & Z+zto
A S%5% COVID-19 2kAte] 51.3%(Mm = 98/191) ¥ 58.5% (n=113/193)7} o] A telE EASY
oF. GS-US-540-5773 A9 SHE A4, RDV 5¢ + % RDV 10¥¢ & ZZdA FF

COVID-19 tiZd=}te] 71.5%(n = 143/200) 2 75.1%(n = 148/197)7} o]’dAtelE& YEFASFUT
TS RDV 9 tjARAl 9] PK =& 7GS-US-540-5823A1 % oA BE 71 dHbaQl o] At
(Annex 1 =) Zboll o] FJAHA P& AR AT 2of Fof gaxe] A S F7¢
=2 sy

571 FAANE ARE HAEsN S

z3t7] A%
Ao Wt }9&1 L wa sol@aclA eA s o
O

, e Z’r% Uet= F dAA GS5-441524
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o] &ofoAe &2 AUFY FARE FEOIUE. 5823 AlFelM LT AKl= IAIZE
112~18A, A5 40kg o]l A 49, TS EL12A w|vk, AF 40kg ©]’hHelA 19, TS E4
(A F 3~12kg)l A 1980] Tt or, HHANZE &2 IAJE 394 7HE 3%+ =t
A AKD AT @bz A FEARE 5 dAAY] =5 A=) AE9Y] B340l L, &
Folu ATl wel AKIY ARAETE F7lske ALE HolA &s. b, &0k 293 &2
© WAAA o= #E A TteAdS YAAFEAAN FAR EYUEHY JhestEw
Zroto| Ao F7FAR1 kA EAlE EASHA Be ACE ARE

¢

il

2) RAEY] T57] SAANFIAR B GA 7T A 3. SAANIAE AEA Fa

6.5.3. & A /¢ d(Non-pivotal studies)

o SFRU=

6.5.4. Z71EFY A d(Supportive studies)
o Tl

6.55. 171 o4kl AFolA A& AREA BIA

o SFRU=

657. &4 ATo] hH g0k B Ae
AZ-F5Z ZRUI9 MUY Aol g fEH U=
=)

- 9012 Aol 2219 HI LA o A 1 MM 2 3L FojA] 28€3ke] COVID-19 #d <]
d Ee BEE o] Ae 91l 87% 4 aAlZ5(p=0.0076)
45, 5% H 39 ’\0}(*3—?* 28~ A5 3kg o) A i FaEAH AF
- ZoF i 5823 Aol A 10€akel F th/dAke] 62.3% A I EHAL, vAE HIE Al

401]/‘1 83. 0%7} ﬂiﬂ"i =

- viral load, 4F&AE 2 317 UOP, PEWS #A & <&
- 9012 Aol xZ3heE 124 o] HAW Aol o) A
2842712 A, A A= %i‘}i%

o
N
of
52
o
g
}011
=
o
A
o,

o

6.5.8. AtAA Ao hF 8oF L HE
° Z_z;:;]-x% oi 501£o]. Eﬂt-ﬂ}\]u EE. qumo 18,{1] u]u]- U@Iﬂ—oﬂ/k—] /‘HEE ?l-;ﬂx(—)] %xﬂl‘:_ Q—
AFA k. A hTLI% A o] dAE 7 RuEom, AE dAF =9 f4LS
712 AL W& Aol oz AejolA 7]Qld Zow 1Y ol AEH 5
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@A) RDVE 4oF Bl COVID-19 X85 f18] A = 459 18 XEA F shi=E,
Aol a3t e BHx 44 257 A3 H o] Qv 124 o 3~18A1 mITh AlE 40kg old?l A4
WollAl AR 7FsduUt) ml=rollA] 20200 5€9 COVID-19 5 94 3xfe] XA5& 913 RDV g AF
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29 Y/EE o= gdE o] =2 A ¥ ofs &Y AS-F55 I=EWI ARE AT
GdEFE A g¥ol el EUAE IaEsisuth ol GdIFEdA s¥de iRy
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29 s fall 2021 SERE] 124 o)ts e =®  slo|rl-nio] @ dlEl(Pfizer-BioNTech)
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we Aad e lEUth
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