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ARG > R A BB TR TSR T Ry 0.32% ~ 6.4%7(1 13.4% {Verity
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Veklury (remdesivir)
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Veklury (remdesivir)
& o o\ b PR it

FIEMy © BErSH-FERRE frZ &5

% SIL1. JEEEIRAR N T e M-3R
EE S MEE (JEEEPREZE) B S P e
B

HRBEVFE T EEREE . RN B —EEEAE | #ATEIEEE R PR B 2 — 15
REERE o £ remdesivir RDV)EITHYEELEEM S - £ | MEAEESE - ERANERERN AR
= 3 25/ AN/ HORE) R S Z5¢/ AT/ HA ) 2 BlE | BUnA N B L 2% - f£4 RMP
THEERIRE R EAEN R TN E B R EDIRERE | o BEEE - THEEE R -
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Ty SR L FE R e B T 2 B INE B R PR A — &S IRAE
EEERITR A ATEEE - 1 2 BT (TX-399-2003) » By
{BAE 4 BWIGEA 2 (e (E g g > W HAEER(EEE - FRIRSHT
BRI AEYIERC S H < SR e i MEATRE o 7E 4 B MR
72 H1(TX-399-2016) - f4% 10 Z5/AT/HEIE T 2 B hEE(b
HUMEE SR - IR R 2 E(NOAEL) &y 3 =5/
ANTH o KESE RDV 2 B il 09U nTRERT RDV X
SYE SR R B T A e T E T 3 (OAT3)HEITEY
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BB G ER(PC-399-2020) -
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Veklury (remdesivir)
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FEFREEPRETE] T FRISERIR(CER 2 ~ T H EE E e
FEER > RS THIRTRR A LA T -

DIRFAIRE 8 S8 pr e T 2 B Y MIT eV B R (m2.6.6 ~ 25
9.3.1 EM)&r~ » FIEY) GS-704277 Fr GS-441524 #HELES
NIERT4IREE RDV BB (F R R BURY > ‘B TRE 2 IEEEY)
f e FE A2 1 M R A SR A (G FTEL - BEZR GS-704277
#1 GS-441524 HL RN YY) - IRE SR P gt > (HiZLE
REYIA KA e G IR (R AL B R T RDV Z e P
B FINATRERE R 2L - R ASS MBI G SR U AT A 2
PR -
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o BRI S 225 25T RDV 2
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150 Z 52 RDV 1% » GBIZF] ALT 8l
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£ 2 JHEHEF COVID-19 Ji5 AFTErTHIZ R
IR MEREPRIFSE R - RDV 4HRYHT B AHRE
AEs R L2 R P 4H (R s B2 I 4H A
‘& {Beigel 2020a, Beigel 2020b, Wang

2020b} -
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b -
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TEAMELTHNE LAY F T > RDV 222 FE - E1E
&% 3 /NEFIYCENE LRI 2 1% o 450 A HHR#E(TX-399-
2006) °
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Veklury (remdesivir)
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FEZ M GHRRTTIF)

S SR P ARRE

ST EI 1

Remdesivir it IV 8 - fEEERREENTITT - BAER
B PR R RSB S > Q0584 » A T RS (A
SRS IE - Remdesivir M5 ERRFHVRDSY) - HEWERIH L
HRIBEIERDEDY) - BLoh - A G E RO RAMEE S (AD-
399-2017) » LUK HOEALESFIE - A K ATRE B A e -

£ RDV GRS FEITE i R st 4%
SRFE A S REAET TR A -

—IHSE B RDV A JE LS B M SE B AL5E K - $HR
BN TR G S B B (T 2 - HRITEIYN
NOAEL Fil& & Fy 20 25/ f/H » LUK BAETTHIH A AT
BN AR TEIET T > MOREILAA 2% - H NOAEL
BIEFy 10 250/ 7/H o BV A FERE IR T4 Rkl i
(L2 - B4 s T E Y NOAEL FI& £ 10 Z 5/
OTIH - SRS - ZEFE SRR TR M T HY NOAEL
BIE R 3=/ AT/H > HRAEES [#2SMEEEHETEDN 10
ZIUATHIRIET » =REE - FRE SR RS
D e

e AL B A AR ) remdesivir Kz/sRHACHY) > 2]
RE/EA Ry RDV /s EL PR Ar ek -

TRBRAE A Sk AR T B 5 T IR -
H A HER RDV s EACEHYZ &G 700D
#EANIHHIALT -

EEGEE I o DU A T8 Rl PR
FERERREIR ) > BER R R ERAEILH &
TNEEARESIEIRG VAR o HEMEREE)
Pyt 2 R EE TR LR | VR B R
W(EREEFHnRIEEYIE & U - 1 H &7
AONE ~ FEMTEHERRD > DURON
SRR AR R DAY S TE {Everds 2012,
Rudmann 2013} - FEEHY)hEY 5 LS4 PR 8 (E
HRT ATy i o e A E Y
T PECE EEAG ERES) > AL - FEAEME IR
NEHRET - EREEBTFRTHES
L —fRCA R Ry B A RERRBERE: > 11 L
RIS HER - EH AHTVBTER &I 38
Fo B A EIRERAR M -

Y Y FI RIS

PR THY B i S E R (FDA)FE 5 [(AD-540-2006)F1E
BRFVENEEIR PK BRI 5REFE RDV 555488 /122 (PK) 4%
Y G AEAEER o BEYNRABEUR > remdesivir EAAEEER
3A4 (CYP3A4) - FlasT-Ei525 0k 1B1 (OATPIBI) »
OATPIB3 - [ & H(BSEP) ~ % B ZEMEMHRE I 4
(MRP4) J Syl - s e 2 (B 2 2 RN T CP)RY 5535 i1
il o 5 LeRS S NEEY AL B RBARA M MR A 1L - Remdesivir
TRE &> CYP3A 5 OATP 1B1/1B3 /& 2 B2 -
BT E o HIHIERRSS - BHR RDV 1=
5o EBER R g - B GS-704277 fil GS-441524
e 0 A BIEEY A EE 2 B E S A G EH > BATIE
ERITHE— IR -

HEINABREUT » remdesivir EZEY(EHHEEZ CYP2CS »
CYP2D6 Jz CYP3A4 FIEHIAZE » t/Z OATPIBI1 A P-[fE 45
H(P-gp)FiEimELNIERATE - MEREATESRE
remdesivir [l FEEEAYIERY P-gp 55 E%(4 rifampicin) »

H R A28 £ X O A IRV EE A8 T RE
M 5 955 AAE(EF remdesivir JaPEHAR FERF4E
TLAED B2 -
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Veklury (remdesivir)
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BREEHR

SFUEM + BEoTSII-EEReABREE B 24 (E FAVIREE R

SIIL1. Gilead BB 7 BERoABREL R 24 {5 FHVIRBEIETE (S BRATETERD)

ARETR IR FTE NI ES AT 2 B ERFZHE - COVID-19 5 A B Z&F AT
& ~ DRz Gilead B2 COVID-19 55 ABERTZEHY remdesivir BREEE N

(R TREI AR

e (GS-US-399-1812
e (GS-US-399-1954
e (GS-US-399-4231
e (GS-US-399-5505

COVID-19 75 A BZEEFETE] -

e IN-US-540-5755

Gilead 8> COVID-19 55 AEERIFSE :

e (GS-US-540-5773

e (GS-US-540-5774

2% SIIL1. R ZE R
b S HR ] AB(n) ARE
>1 K 131 488
>7 K 27 302
COVID-19 J A B ZZ(EHFFZNHN)
>1 K 163 1,447
>7 R 127 1,271
COVID-19 J A B2 (E/HF ) 7l =)
<5 K 6 Not available
5-9 kK 23 Not available
10 % 48 Not available
Gilead #1)> COVID-19 & A lg /i 75*
>1 K 5,725 40,717
1-5 % 2,148 8,065
e FITH 202241



Veklury (remdesivir)

L R S T B iR
BRI AB(n) AF8

6-10 X 3,500 31,690

>10 K 77 962

*4 838 fiL A 15 GS-US-540-5773 K152 » &} severe COVID-19 [ ZEtE DL K, 887 firzkle GS-US-540-5774 H3T - &

> moderate COVID-19 (575t o

% SIIIL.2. N R M R EREE BT
AEi(n) ARE

FEEE(R) F ZHE B ZHE
[EFE 2 E
<18 5% 0 0 0 0
18-40 5% 61 4 249 41
41-65 5% 27 39 103 95
66-75 7% 0 0 0 0
>75 5% 0 0 0 0
L 88 43 352 136
COVID-19 A B Z(E /71 ZN K N)
<18 5% 0 0 0 0
18-40 7% 12 3 102 26
41-65 5% 63 15 552 143
66-75 1% 33 14 294 127
>75 5% 21 1 183 10
L 129 33 1,131 306
COVID-19 i A B2 (/a1 Z) 7 %)
<18 % 46 31 Not available Not available
Gilead #1,> COVID-19 J# A B [fhFoE
<18 5% 12 9 60 57
18-40 % 531 271 3,369 1,726
41-6575% 2,008 1,208 14,450 8,484
66-7575% 656 402 5,064 2,981
>7575% 338 290 2,456 2,070
L 3,545 2,180 25,399 15,318

*  COVID-19 i A RZE( FsHBIMARBUR ZR 163 BUBA 107 A(41-65 BB D HERIZOR
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Veklury (remdesivir)
& o o\ b PR

BREEHR

% SIIL3. A ERENREEE
H& ABi(n) ARE
(SRS
3EW 8 8
1027 8 8
3050 8 8
RET 28 28
150 5% 42 191
200572 1 1
225258 8 8
200/100ZZ 77 28 236
LS 131 488
COVID-19 i N SR ZE (/51N N)
200/100 ZZ 5 ® 163 1,447
COVID-19 N B2 (E /712 5 %)
> 40 /N 200/100 Z 58 ° 45 Not available
<40 AT 5/2.5 2T C 32 Not available
Gilead #1,> COVID-19 J# A B [fhFoE
200/100 Z 57 ¢ 781 4,511

a. ZEERE | KEZ 200 Z2RHVRAEHE - MREE 4 K9 KiEZER 100 Z5HIHE -

b, ARG | K% 200 ZRHVEHFE -

AR EFIEER 100 Z2EAVAIR G RRR & 9 REE : 2-9°K) -

- OAARE | REZEAT S ZERNVAEREIR - AREZEREAT 2.5 ZRVEEHEE X -
d. FHARREE 1 K2 200 ZHIE AR - 2L ERER 100 ZrHEEAR R R 5 R 10K -

% SIIL4. A EERLREE ST
iy NE(n) AKE NE(n) AKE
e p Gilead 17~
EFE TS COVID-1935 A BEFT5
=PN 105 374 3,041 21,868
BASIEEERA 25 109 983 6,505
gEM A 1 5 572 4,309
SERRENHE 22 NS R R R 0 0 52 362
HEFEFEREEMEESR 0 0 44 314
HAth - - 761 5,460
R nEF - - 271 1,889
Tk - - 1 10
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Veklury (remdesivir)

g E b S R T AR
fejE 1 AE(n) AR AE(n) AR
LB 131 488 5,725 40,717

| ARSI RN » (BRI COVID-19 75 A RS s H IR &
SIIL.2. FE Gilead BB~ EEREBHIIREET
WIEIE Gilead BB~ R FTATIREEZRIAN T -

o CO-US-540-5776 : —IEEHEHERE A GG EREEY) 6% COVID-19 7 224
BILRRA 2e 0 ~ EFENE - BB - B RS IEEER(ACTT-1) {Beigel 2020a, Beigel
2020b}

o CO-US-540-5758 : —IEFHEHERE 2 BUFEEE COVID-19 95 AFF{d Remdesivir 7 5
KB VRS 33 - BEfK - T - ZRIBBIRIES L FE { Wang 2020b}

Z= SIILS. B HARY
HREEEAR ABi(n)
CO-US-540-5776 Remdesivir (n = 541) Placebo (n = 521)
EAPN 532° 516°
TN 532° 516
CO-US-540-5758 Remdesivir (n = 158) Placebo (n = 78)
EAPN 155" 78
<S5 K 5 2
>5 K 150 76

a  10{iz RDV 4HE99 A LUK, 4 fr 22 RIFIHATR AR T S99 ARESE R R B ZIa ki - L LW AT E%
RFEHEREZ T RDV )6
b 158 i3 E RDV 4HAYHA * F 155 {ir##5Z RDV JafE - 3 iRk RDV A%

e 20H 202241 H



Veklury (remdesivir)
& o o\ b PR

BREEHR

2= SIIL6. N E i S M R EEE T
T EE R R IR SR

CO-US-540-5776 Remdesivir (n=541%) ZZRIT] (n=521?)
FEHS - SEHIME(SD) 58.6 (14.6)5% 59.2 (15.4)5%
18-39 5% 59 (10.9%) 60 (11.5%)
40-64 5% 295 (54.5%) 264 (50.7%)
>65 % 187 (34.6%) 197 (37.8%)
Fie 352 (65.1%) 332 (63.7%)

CO-US-540-5758

Remdesivir (n=158)

SERIB (n=78)

il o PALE(IQR)

66 (57-73)5%

64 (53-70)5%

B 89 (56%) 51 (65%)
pesis 69 (44%) 27 (35%)
a  Intent-to-treat population
T 215 202241 A



Veklury (remdesivir)
& o o\ b PR

BREEHR

% SIIL7. A ERENREEY
] N (L))
CO-US-540-5776*
200/100 Z 77 532
CO-US-540-5758
200/100 5 ® 155

a  HAIREE 1 K2 200 27CHIE
b ARG 1 K2 200 27HIE

et
o

Bl - ZAEHNER 2-10 KiEZER 100 Z5eHIFE

Bl - 2M&HNER 2-10 REREEIH B8Ot T R EZER 100 Z27HTEIE

%< SIIL8. A EGRE AR VIR ST
AR R R EE IS T

CO-US-540-5776 Remdesivir (n=541) ZRIT(n=522)
T
ESEE N Ve 1 ERES 4 (1%) 3 (1%)
FEVIPN 79 (15%) 56 (11%)
ERRFEERNEM SRR 2(<1%) 2 (< 1%)
BABIEEERA 109 (20%) 117 (22%)
HA 279 (52%) 287 (55%)
2 S 2 (< 1%) 1 (<1%)
ABH 66 (12%) 55 (11%)
i3
FEFETEA NBHL T =MA 382 (71%) 373 (72%)
PEEE S ANBGHL T EMA 134 (25%) 116 (22%)
PN 15 (3%) 13 3%)
EH 10 (2%) 18 (3%)

a  RERALFFZE CO-US-540-5758 fAEHEL SN { Wang 2020b}

Z= SIILY.

Baseline Ordinal Score FJIREE{ETR

Exposure by Baseline Ordinal Score

CO-US-540-5776 Remdesivir (n = 532) LA (n =516)

4. fEfE - AABER - FEREBFIEE 75 (14%) 63 (12%)

5.{FFt - ZHALE 231 (43%) 202 (39%)

2 (B M ISR DR B = I

gﬁﬁzﬁm {5 FH R AR B A P 2 B = AR IR 94 (18%) 98 (19%)

7. AR, {5 R ER I 282k ECMO 132 (25%) 153 (30%)
FARHETAZE CO-US-540-5758 AyfdEIEE & {Wang 2020b}
& B22H 20224 1 H



Veklury (remdesivir)
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BREEHR

SFIEy © BEITSIV-EE R SR B A E T EIR T DAFFSRTIREE

SIV.1. KT BT Z EEIRI S R AR AR T BIH bR
K SIV.L R T RIS R AT R E R PR
B PER IR SRERBORER
PIREEIES(ALT) =S5 IE. | EMEBEGHEE S - RDV S5 £
HE FIR(ULN)A A BRI - (BFSHRETR 28995 1)
o R R ST hAE 2 .
TR 2107 A SIRDY PR - 2
7 A FRD VAL BATE -
R RIS | BRI REAIRDVR A & 50 =

i A SIS -

ARSI IR Gilead BEBNBRPREBR 51 - LRI RAREE I HBINIFAGH B 200 - 185
BRSO FE R PRI remdesivin S0 -

SIV.2. TSR B s T B B 2 s T E &8 R R ERIFRH
% SIV.2. EEPRE T RIE R 2 TRV Y~ R B REET]
BB T RRERIRE S =T EIRRIR H R
TEERPRIFE I CUE R S A e 2 e
% R B 6,652 COVID-19%5 ) g mgghy | EoeH IV ERHRT SRR

RDV -

TERIRE AR -

RIAEREERTS HEERTA B A E

RDVHTEEE SR B R 10K

WA TR RIPFRFEHALE -

ETRUERTS [ERTA B E

RDV R S (a7 @ mE (e
# -

A TR & S A TR -

TR R B e

RDV RS @ i
# -

A TR & S8 A VR ORI R Y
ZEY) R RN E(ADRS) »

SIV.3. EEPRE RS R a T BB B 2 MR et Bl R R B AR A B HIFREH
% SIV.3. WMABARHAE R e T B R 2 R T B S PRI B R B
i
FRIREEE A REEFETL PO Ryt R E AN
2 E RPN =
BRI REALIVER 2L Fah ABEPRESEETE] pass
HFIHEEAR 21 A HH =
s 23 202241 A



Veklury (remdesivir)

48 R b B B BREEHR

HEFIIRENZHIHA REIAEIR ST E] &

SLEHA 15 AR ARG PR B fegat 1 SHEH
—RACAFEF<18% L
SRE R DEPHE
eI = NElN
e
<12p%.Z SRE ARG A
FERET -

a B TRV REE U7 e T 2R 52 remdesivir JGHF -

e 24 202241 H



Veklury (remdesivir)
& o o\ b PR it

SFIEMY © BBITSV AR AR &R

SV.1. AERIIREFY

SV.1.1. IREEPHETRITE

[(ERE LT Veklury &% COVID-19 B9 A BUE (RIS B R aT it -
SV.1.2. IREEIETE

H 202045 B 7 HESA B A A > £ 202049 H 30 H » £Fk Z 51 Veklury BREE;
ANE&TFy 214,805 2 393,810 A 7 fi] - HApEFEREEIY ASL » 495 17,676 & 32,406 A
ZR > BURR S EBEALa T AR A aH Ry 10 KEK 5 RIGERE -

e B25SH 202241 H



Veklury (remdesivir)
& o o\ b PR

BREEHR

FIEY © BITSVI-H RN HrVERIMNER

SVL1. BERRIEA BT REM:

H Al & R remdesivir B g g AN IR A HAY -

” 26T
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Veklury (remdesivir)
B o b S EE A T eI

SFIEy © BITSVII-ERERE KB bR

SVILI. HESS IR HIARE RMP Y22 2B
SVILLL.  REREHEEIWANA RMP Z2EERIFEAER

45 HEiEY COVID-19 R T EIIVE R » ARSI A8 RDV MHBEIE R #50E BE 2
Y e o

SVIL1.2. e E R EEIAMA RMP 22 5eR A B E &
SVIL1.2.1. HECHESRER

% SVILI1. EEC SR

BEERECHTER EC a2

B BRI | WA T RDV 214545 BT TENTR B  AiEss SRR e - &

i Il BT A R T A T 25 I (R LR o A B Btk
B s B 35 S B A B B3 -

SVIL1.2.2. EEELERE

% SVIL2. HEBERR
EEBERRE N ea 2
R TESHE B ATV | BIFE T - MRS 4R HL AT i

BTt =i 52 - (HAG RS E BT Bk AEs fHRH - fRIZE IR L2t E R
5t COVID-19 9% A= > RDV HIFFREZ 2 MNP RIZ2 R s AR i
(SOC)H % {Beigel 2020a, Beigel 2020b, Wang 2020b} (F1Z2 GS-US-540-
5774) -

BF5E GS-US-540-5773 BLIE Z& (s FEEE(IN-US-540-575 5)HI T A 1 F 55 &S
R—EEUR > 56 3 S(2) L EAYRTEE AEs HUZAEREASIRA COVID-19 ﬁﬁ
BBy FE/ET’?&E S R R (E FH & 5 [ ATl B S TERYEEY) - B2
FEE Stk EEEEH RDV MR EAYERERBEE EHUT—#”:’T
B IRATE TSR N BRE R E AR - RILAEE 2HR SRS
1 JE i {Beigel 2020a, Beigel 2020b, Wang 2020b} -

Bt FEFEERPRIFZE P8 BlE M E R HARESE - ARSI ZTHY
ZEMEER Bt COVID-19 9% AMME » RDV HY B2 2 M LF AL R Al
& SOC #HE {Beigel 2020a, Beigel 2020b, Wang 2020b} (5% GS-US-540-
5774) -

Bt5E GS-US-540-5773 B R Z& (s AR EF(IN-US-540-5755) Y B g iH R AEs &
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Severely Reduced
Kidney Function who
are Hospitalized for
COVID-19

function who
are hospitalized
for COVID-19
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B EREEE | ssrmnte | =mme | Bl

B 3E - DEAVEINEL 2B S

Remdesivir 2247244 | L E5EE - PRI | A FE{EY Remdesivir

MRS MR 22 = @R E i RDV Hys & #EnEZ e EmE
1) (PSUR)H
Ay - Rt R a6 T # HAT&E)%4H PSUR
(IN-US-540-5755) B A s IR EER
FETEI(GS-US-540-5821)
AR RDV 2 22
AT ARG R T HHY AN

GS-US-540-5912 Safety concern addressed: Randomized, Submission of 31 January 2023

A Phase 3 Safety in patients with severe double-blind, study report Not applicable for

Randomized. Double- | renal impairment (missing placebo- Taiwan

Blind Placego- information) controlled,

Controlled, Parallel Objectives: To evaluate the parallel-group,

Group, Multicenter safety and tolerability of RDV | multicenter

Study Evaluating the in participants with severely study mn .

Efficacy and Safety of | reduced kidney function who | Participants with

Remdesivir in are hospitalized for COVID- severely .

Participants with 19 reduced kidney

GS-US-540-9014 Safety concern addressed: Pharmacokinetic [ Submission of 31 July 2022
Study A Phase 1 Safety in patients with hepatic | study in subjects | study report Not applicable for
Open-Label, impairment (missing with varying Taiwan

Adaptive, information) degre.es of

Single-Dose Study to | Objectives: To evaluate the hepatic

Evaluate the pharmacokinetics of RDV and | 'mpairment.

Pharmacokinetics of its metabolite(s) in subjects compared with

Remdesivir and its with hepatic impairment matched

Metabolite(s) in controls

Subjects with Normal

Hepatic Function and

Hepatic Impairment

GS-US-540-9015 Safety concern addressed.: Pharmacokinetic | Submission of 30 November 2022
A Phase 1 Safety in patients with severe | study in subjects | study report Not applicable for
Open-Label, renal impairment (missing with mild to Taiwan

Parallel-Group,
Single-Dose Study to
Evaluate the
Pharmacokinetics of

information)

Objectives: To evaluate the
pharmacokinetics of RDV and
its metabolite(s) in subjects

severe renal
impairment and
subjects with
end-stage renal

Remdesivir and with renal impairment disease on
Metabolites in dialysis
Participants with compared with
Normal Renal matched
Function and Renal controls
Impairment
Study of the PK and Safety concern addressed: Report on the Submission of 31 December 2022
safety of RDV in Safety in pregnancy (missing PK and safety of | study report Not applicable for
pregnant women information) RDV during Taiwan
(IMPAACT 2032) Objectives: To evaluate the pregnancy
pharmacokinetics and safety
of remdesivir in pregnant
individuals with coronavirus
disease 2019 (COVID-19).
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Remdesivir 2427 FefL B ZE (AR #I(N- AR Zet | ks P Remdesivir
ESda e US-540-5755) B A o B I R
FHETE1(GS-US-540-5821) #£(PSUR)H
i AR (A RDV EhiigEy e
Z R ARG R S T PSUR Hit 2k
HYEER ©
GS-US-540-5912 Safety concern addressed: | Randomized, Submission of 31 January 2023

A Phase 3
Randomized,
Double-Blind,
Placebo-Controlled,
Parallel Group,
Multicenter Study
Evaluating the
Efficacy and Safety
of Remdesivir in
Participants with
Severely Reduced

Kidney Function who

are Hospitalized for
COVID-19

(Ongoing)

Safety in patients with
severe renal impairment
(missing information)
Objectives: To evaluate
the safety and tolerability
of RDV in participants
with severely reduced
kidney function who are
hospitalized for COVID-
19

double-blind,
placebo-controlled,
parallel-group,
multicenter study in
participants with
severely reduced
kidney function who
are hospitalized for
COVID-19

study report

Not applicable for
Taiwan

GS-US-540-9014

Study A Phase 1
Open-Label,
Adaptive,

Single-Dose Study to

Evaluate the
Pharmacokinetics of
Remdesivir and its
Metabolite(s) in

Subjects with Normal
Hepatic Function and

Hepatic Impairment
(Ongoing)

To evaluate the
pharmacokinetics of RDV
and its metabolite(s) in
subjects with hepatic
impairment

Safety in patients
with hepatic
impairment

Submission of
study report

31 July 2022

Not applicable for
Taiwan
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GS-US-540-9015 To evaluate the Safety in patients Submission of 30 November 2022
A Phase 1 pharmacokinetics of RDV | with severe renal study report Not applicable for
Open-Label and its metabolite(s) in impairment Taiwan

’ subjects with renal

Parallel-Group,
Single-Dose Study to
Evaluate the
Pharmacokinetics of
Remdesivir and
Metabolites in
Participants with
Normal Renal
Function and Renal
Impairment
(Ongoing)

impairment

Study of the PK and To evaluate the Safety in pregnancy | Submission of 31 December 2022
safety of RDV in pharmacokinetics and study report Not applicable for
pregnant women safety of remdesivir in Taiwan

(IMPAACT 2032) pregnant individuals with
coronavirus disease 2019

Ongoin
(Ongoing) (COVID-19).
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