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H1XM No. H-SIGHT 2015- 004
o=7|E 7Y ol
o|27|&Y Sofosbuvir
a8 Sovaldi®

Obg CHZUSE(HCV) RAAH1,2,3,48 B4 (HCV 2|2 E Y Ot 244 ¢l
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HEo o, Zo|A =S 7ICt2| 2 Us 2HY Bt HCV/HIV-1 SAIYY 8t e
dUEHT SIS ZEE)
ORI\ ALBEH HECFS 1 &7 41| BHY CH 2+ 2| =5}7| 25t =4
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2|2 22 F Hi0|2{A Bk2-E (sustained virologic response, SVR)S7t
- 7|& peginterferon+ribavirin g &t 22| SVR 2k 54-56%,
boceprevir/ telaprevirg &7tk 3A|289| SVR2 2k 75%, &
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- 0= FDA 52! (13.12.6.)
- 1, 48 sofosbuviret peginterferon+ribavirin12 #gt
« 28 sofosbuvir@t ribavirin123 #at
- 3% sofosbuviret ribavirin24% Eetz|2 49!

% HCV/HIV SA| 2t 3iztol 22

f - 2|2ZF0| Y= 13 sofosbuvir®t ribavirin12 &gt
« 28! sofosbuviret ribavirin125 &g
« 3%: sofosbuvir®t ribavirin24F etz & 590!

- SYEUTOE 591 (14.1.17)
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C& 7+ HIO|2{ A (Hepatitis C Virus, HCV)7t 22li5k= 20| CY ztolct,

Sofosbuvire NS5B polymerase A= 2t L{OI| A Q14HStE|O| 722 2EH0| =0t BH A=
NS5B SRTEA 22/0] 285t HCV RNA SHE STAI7|= LE2, 7|2 2| 242} Bl nsto] ¥Sst
A HIO[2A HHE0| &2 ZHOo 2 Chksh AAAT Ao E0E|UCt

A8 A2 CRHZIE SA150| 2| = CHA0| 2t 2 ZHo|Alg 7|Ct2| 1 Q)
FE Z0| 0|8 & U2, A+ E8 2240} Sofosbuvire 0|, R
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Hepatitis C Virus, HCV)7t Z2fst= dgd 4¥0| CY Z2HH0o|ct CH 2t
| -639| Ct2 RAAtE (genotype)0| QAT HCV |Z Aoz 123
40| RS E5tH, 4,5 6%§E UE Z[HOf| o= RUACE, FHAY 2 Hae= (gs
Cf A 2AECH 32 SHOMA|Ot0]| 2310 482 SSA|9, 0| E, SYOIE

= , 0712, HIEHO|M =2 YHEIC L2|Lf2f0i[A 8t HCV %;ﬂxf%% 1b§i
(45-59%)2t 2a(26-51%)0|Ct.
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Source; Conier bor Disease Analyss

A1) CYHE R0 THE MA REE
*source: http://www.centerforda.com/Maps/World% 20P.jpg

HIO|2{A 0] ZHGE|H Zto Q=0 A47|| E|0i, 0|2 Qlsj 7+ 750| AHaHECH C& 7+ Bio|2f
A0| ZHE ARZEO| 10-20%7} 2 T 220|M 67HY (EES 6-9Z)AI0[0] 2AS HOIC} 0f

Z4S0| o= D22, AISAA, BiR0| 232, @A, 2E, BT L2 A8 So|ct
—

C UF0[ U= A2 A U0 M ZHE BIO[HAE A5t = o BRI HEAIZ 4+ U

OO, HCV dE2 B|ET422 0|R0{Z|0 2 MFF2= HCOVO| 2 e gl £= SRR
Of +&O|Lt 7|04, YUFAL SF2HE, 2UUT FALL A 2AlE, 2FE FAP|L HS0| 2

2l= 32, HCV Zatete] 8=, HOVO| s MR 22E LYotz £21ZH SO\t $aY
THA| 2 A0 HCV BiA10] ZHE e[ A] ©f= HE0|22 HCV 00| 712 S251Ct.
HCV Y = 1-33 = SS0|AM HCV RNAZL BEE|7| A|&5t0 40t 458 200, 4-12=F
AtOl ZENE &AM @2 oai%i 2t=2 A 22|, alanine aminotransferase(ALT) 377} LIEFLICE CH
2(70-80%) 2SM0|Lt & 5_ FSOIlA 2-12F AtO|0]| ASZAUR FAF S4, T2, 119, :rL
E PEER &3, AL, 285, 7IH2S 59 HIS0|AH S0 LEHHTH 54 HCOVvEY

54-86% BAS2 D7t o 2 |6 SHA|2F 20-50%0| M= 3-470E O|LHOf| HfO|2{ ATt xrw
O2 HHE|HA STt AT ObYSIE|H HCVO| AIMS|E2 210 Z|&Z9QI 70| &2A42 Q
85t0] 2t ST} 2HkE S zefEt 4~ QUL
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MAHQ HOVEH A REER 2.8% = F 128215840 HO| HCVEHA| Y82
FYES 2|Y0|| w2t CHYSHH RYEO| 3.5% 0|42 &2 292 B32 X85
Otet =, T7|AEH Ei= SA[2| SHOMA|Ott SO0 2[7t 0|t HCVREE0] 1.5% 0[2kel
A9 LelLetet Y2S Helkst= OFAlO}, 0|2 Zetste |0| =7f, 12|41 H0|2|2o[ct 2
2|L2to AR 2000 B2 ZA| ZYHOZ 2| HE 0| B2 27|25 OjE B0 H40t
2715104, 2008 12% 3124 S 7|F22 2008\ 55l A 4= 6,407HL2 2N EIHE QUCH
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CE 1D Y C 2 (B182) 24 4~ 2 2=t (Tl g, )
A 42,691 28,724,460 | 43,500 32,769,339 | 43,436 31,338,367

* 234 UZEF YA 2 @2l S (http://www.hira.or.kr/)

HCV Z0] 2|2 SHE HCVE A75t0] 2HAHE, 2S00 Adg ot Yoo, 3|

29| 430[2t X7 S2 F 247 HCV RNAZ 422 HItk[= SVR(sustained virological

response SVR)S &E5t= 7S O|0|3ICH 0|23t SVRE ES61H &|H 2H2IE0 2 0I5 AlAtE
|Z

OI

—

2 70-80% UAAIZ 4 /O, ZIAEO| WA 75% LAAIL 4 2U0{A O HAIO| THst
2] 912 AEOlMo| 4t 2|20 WRAS TS FR51 BIIEC

CY 7+l AE= AL RNA HIO[HAZ HI|MEO S2UH =0 et A& 712|127

o2 B2g|0 130| YHHHO 2 712 Q0| LIEFLIT 7F ME L2 SOj7H Hlo|HA S QA

AI22E 2 3,0007H2| off|ite = g El CHHEH0| |1l O] CHHEO 2 2E S MIEQ}
HFO|2{A AtA|Q] CHHESHE A (proteases: NS2/3, NS3/NS4A)S0f| ofaf R CHelnt H| 2R T
BiS0| Ze{A Lt2C} H|FRTHE S NS2THEH 0L NSITHH2 TR E A = 28510 NS4AL}
NS5A CHEHO| 7|52 O] HetalA| LedR|Z| Ao, NS5BEHERE RNA SA|0|A 71 S 26
S8 240IC}

Sofosbuvire NS5B polymerase A|AH| 2 2t LHOIA] QlAMSE|0 w22 QEI0|EQt HHHo=
NS5B &4 £2(0f| 28t HCV RNA B4 STHAIZ | 4=0|Ct.

3758

400mg ot 12|

Ribavirin @& 85 123 & 24F S&(H84 peginterferon &)t 522 AL
A| 4=t

<{H 2> Sofosbuvir &

Genotype 1 or 4 Sovaldi + peg interferon alfa + ribavirin 12 weeks
Genotype 2 Sovaldi + ribavirin 12 weeks
Genotype 3 Sovaldi + ribavirin 24 weeks


http://www.hira.or.kr/
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7|2 peginterferon+ribavirin H&x| 29| 2L 2|20 Ci5t B2 2 2|RE 223 24F 59|
#Z Hl0]2|2 24(SVR24)S TIZO2 WIIGHOLL, 22 NASL 22 £2 1274 ¥Z
HCV RNAQ| A%(SVR12)2 7|22 SiCt,
Sofosbuvirg 0|8t HCVZ| =0] Cieh O|=2t 72| 7t0|=2fQl A2 TS Hot 2T,
<H 3)> 0|7 AASLDE| PHECH 7Y 2| = 710|=2421(2015)
1a Ledipasvir/sofosbuvir 12 Class |, level A
Partaprevitonavfombisir s | 15 5o | Clas 1, evel A
Sofosbuvir/simeprevir £ RBV 12 or 24" Class Il a, level B
1b Ledipasvir/sofosbuvir 12 Class |, level A
ersiizr\i\r/ir/ritonavir/ombitasvirplus 12 s 1, sl &
TS s e
Sofosbuvir/simeprevir 12 or 24’ Class Ila, level B
2 Sofosbuvir/RBV 12 Class |, level A
Sofosbuvir/RBV(cirrhosis) 16 Class Ilb, level C
3 Sofosbuvir/RBV 24 Class |, level B
Sofosbuvir/RBV/peg-IFN 12 Class Il a, level A
4 Ledipasvir/sofosbuvir 12 Class IIb, level B
Paritaprevir/ritonavir/ombitasvir/RBV 12 Class |, level B
Sofosbuvir/RBV 12 Class Ila, level B
Sofosbuvir/RBV/peg-IFN 24 Class II, level B
Sofosbuvir/simeprevir £ RBV 12 Class Ilb, level B
5 Sofosbuvir/RBV/peg-IFN 12 Class Il a, level B
Peg-IFN/RBV 48 Class II'b, level A
6 Ledipasvir/sofosbuvir 12 Class Ila, level B
Sofosbuvir/RBV/peg-IFN 12 Class Ila, level B

AASLD, American Association for the Study of Liver Disease; HCV, hepatitis C virus; RBV,
ribavirin; Peg-IFN, pegylaed-inteferon.
"Duration for the patient with cirrhosis
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B 4> T EASLY| BHY CIZHY 2= 710|E2101(2015)

1 Peg-IFN/RBV/sofosbuvir 12 Al
Peg-IFN/RBV/simeprevir+additional 12+additional IX
peg-IFN/RBV 12"or 36"
Sofosbuvir/ledipasvir 12 A1
((j)arz:;)tjji\/ri/ggctapreV|r/r|tonaV|r/ 12 or 24° IX
Sofosbuvir/simeprevir 12 Al
Sofosbuvir/daclatasvir 12 A1

2 RBV/sofosbuvir 12 A1
Peg-IFN/RBV/sofosbuvir 12" B1
Sofosbuvir/daclatasvir 12 B1

3 Peg-IFN/RBV/sofosbuvir 12 B1
RBV/sofosbuvir 24 A1
Sofosbuvir/daclatasvir 12 A1

4 Peg-IFN/RBV/sofosbuvir 12 B1
Peg-IFN/RBV/simeprevir+additional 12+additional B
peg-IFN/RBV 12"or 36"
Sofosbuvir/ledipasvir 12 or 24’ A1/B2
Ombitasvir/paritaprevir/ritonavir+RBV 12 or 24’ B1
Sofosbuvir/daclatasvir 12 B2
Sofosbuvir/daclatasvir 12 or 24' B2

50r6 Peg-IFN/RBV/sofosbuvir 12 B1
Sofosbuvir/ledipasvir 12 or 24’ B1
Sofosbuvir/daclatasvir 12 B1

EASL, European Association for the Study of the Liver; HCV, hepatitis C virus; RBV, ribivirin;

Peg-IFN, pehylated-interferon
"Duration for the patient with cirrhosis

+ Sofosbuvir 2=

HCV R22t1,2,3,49 BA+50| 2|2 L0|H ZHYe= ZH0[AS 7|Cte|1d

& 4= 2=t 7ttt

- 29| B{7pAE
- 20133 12& 0O|=2
- 201449 18 EU &
- 20151 5% Y= 5019
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3. LHAIZ| R EH (2 2 'I|E)

AR Le|L2 f | CY 7tE BHE 2[=2= 2013 710[E2t10| T2 peginterferon alfa

ot ribavirin HE2HO0|Ct. QB2 671E L2 SVRE0| & 10%0|AT 27| A0 1
o peginterferon alfa®t ribavirin B Z SVRES < 54-56%7t =1 boceprevirlt
telaprevirg 715t 34| LB 2 SVRES & 75%7HA| 2715t EIRUCH 2= AR0| Sl= |4
24 1,4 OHY CHZHEO| SHHI0|24A 2|2+ peginterferon alfa2t ribaviring B elot0] 48%F
HE05= 0|0, 2|24 E0| U= B2 peginterferonalfalt ribavirin et n2ig
Ot 2| 20| ALl A= MR R = of=Ct 2|2 ZFO| o= SR

oT L o — LS HALTS TT 2 o o o
9| gHio|2{A x|Z& peginterferon alfat ribaviring 2437t £0{5t0, 2|2 ZHO0| Y= R
245 2,38 O CYZtEO| AL, peginterferon alfalt ribavirin et e 4~ oL},

2| 20| ATfet FSE RYEI| SHeCh,
712 C3 2t | 2A|LC 225t FHj0lA AT HfHOZ 20| 2 CIYs 378

o o0

2| 2A|(direct-acting antiviral agents, DAA)7t ZHE%| 1 UCHE 6). DAAE BIO[2{A A4EHALO]

E4R20] E85t=0 O &4& F2(0f ©fe] f NS3/4A THEHESHE AR A, NSSA AA|A|, NS5B
SEEAAA|A|(sofosbuvir) S0| UL, =700 2-E5t= A (host-targeting antiviral agents)
Ol= cyclophylline A 2A{A], miR-122 O*Zﬂll S Chsthy, 7|22 BE 2| =0f| 27tst0] 34| £
= 44| QYO 2 2| 2517Lt peginterferon alfaZt EEHE|Z| 40 Ak S0O| HEH QT It
s A= O &=Lt

B 5 2 CHUE 2BA9f 248 7[H0f| GE &F

Telaprevir Boceprevir Simeprevir Faldaprevir
ABER Asunaprevir Vaniprevir ABT-450 Danoprevir
protease
Sovaprevir Vedroprevir MK-5172 Neceprevir
NS4B Clemizole
Daclatasvir ABT-267 Ledipasvir PPI-461
NS5A
ACH-3102 IDX-719 MK-8742
Sofosbuvir Mercitabine VX-135 ABT-333
NS5B BI207127 BMS-791325 Lomibuvir ABT-072
polymerase Setrobuvir PSI-7977 Tegobuvir Filibuvir
VX-222 ANA598
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Q17+ tfAlo 2 Gt sofosbuvirdtd AMATLE pubMedOf|A 245710 AAH(2015/07/13)5]
A2, sofosbuvir 24 =21 =2| £HEF (Horizon Scanning) Z21)E 21510] 41t F
2/ Z2E M-t

Sofosbuvir 2|2 & SCHst O[AEIS 22 A4 AT} ALKE|R] 2ot
1-2% 7t30| St 0| 48t8S 215t peginterferon+ribavirin 2EOIA 11%2f Bl
SHH MES| Y2 £20|Ct. Sofosbuvirtribavirinz 0| 7t2F £5t 22t SA2 0|29 ££0|
O, sofosbuvir+peg interferon+ribavirin20|A 25t E222 0|2, £5 Q4 SHS, BIF0|
10 2k2E 0k 0% HE 0| ENE|QUCH I RAIS AL} B2 peginterferon +ribavirint0f|
M EZACZ BHHL|QICH SolistA O|AEES = hemoglobinZ A= peginterferon+ribavirin
oM ©f E3tH AU0|, peginteferone+ribavirin®& Hb 10g/dl 0|8 ZA= 14%,
sofosbuvir+ribavirinz0i|AM= 9% 21| UCt,

T oY

<H 6> Sofosbuvir 2| 2A| F&&

Discontinuation-no.(%) 5(2) 3(1) 26(11)
Any serious adverse event
during treatment-no.(%) 4(1) 7G) 3(1)
Any adverse event during
N ) 310(95) 220(86) 233(96)
Hematologic event-no.(%)
Decreased Hb level
<10g/dl 74(23) 23(9) 35(14)
<8.5gdl 8(2) 1(<1) 4(2)

Sofosbuvire interferon = CH2 ZkA|QF HEteHoZ AL gon, HCV SHa}
1,2,3,4,68 Z5E LS5 24 AMAIHO|M 87% 0|42 22 SVR12E LIEIHICIY . Sofosbu
virtpeginterferon+ribavirin @&z 2& A6t CHEAQI H12= NEUTRINO ¥7t QICt. 0]
1= HCV genotype 1,4,5,639 22| 2 &2} 327HS CHAIOZ2 3| 2|2E 1227 A3
Ch. QA0 T2t 1a82 92%, 1bH282%, 43S 96%, 582 682 100%2 LIEFLT,
LAHS0| ZEHE BRI0 M= 80%2] SVR12E ERLCt

FISSION &A0ilA= HCV FAAL 2,3 BE2L0|AM 12322t sofosbuvirtribavirin €8 2| 22 24
27t peginterferon + ribavirin 2|2 XS H|W3CH & 2|27 25 67%2| SVR12E 2342
Lt S72t80] T2t CH2 SVR12E 20 HCV {2t 289 AL sofosbuvir+ ribavirin Het 2|2
7} peginterferon+ribavirin 2|2 2L} SVR120| =20, HCV 3Y0||M= O UtCt.

Interferon 2|2 AEA &2 22A0]| Cidt sofosbuvirtribavirin @ 2|29 250 C{st H
T M| Y=0, POSITRONE T, FUSIONSHT, VALENCE S22+ QUCEH QIEIE E07t 2

—

7t SRS MO R Gt 2ok R AAAT(POSITRON)H UM sofosbuvir+ ribavirin

—
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HCV RA2t 2,38 &AL Hige=
RUAL 28 SAOM 1272 22 Al
£ dPc 60% ULt 163 2= 8
0ll= 2t2 100%, 78%2] SVRE HO| 2|2 7|7t0] 242 =2 24288 Bt

genotype 1a 92%
12wk SOFet | genotype 1b 84%
NEUTRINO'™ | 1,4,5,63 HCV &z} PEG-INF/RBV | genotype 4 96%
2= genotype 5,6 100%
with cirrhosis 80%
vmio o o o | PWSOFRBY 2 2 a2 overall SVR: 67% SVR122
FssioN | 2o 801 8h=2.3 rr 20| gt
o HCV 24wk PEG-INF = _ _
RBV B2 / SOF/RBVS| E2 2&:97%, 3¥: 56%
Interferon £0{7t &
7tsot SAt Ci A fosbuvir/RBY
posmion | VIE PEGNFR2r | SO 12wk SOF/RBV: 78% SVR12
20| MstALLEE laceb (28 93%, 38 61%)
SHrAsto R ol Placebo
= o2 A
12wk 16wk
7|:_— PEG-_INF/RBV SOF/RBV 12wk Overall SVR 50% 1%
FUSION™ | HER2¥ 2|= A1 vs. = 0 .
§|_|_7\|_ I:Hé)I- 16Wk—$—0:| H|I’L 2°c> 82A) 89 /0
3y 30% 62%
28(12wk) | 3™ (24wk)
Sovladi+RBV | Sovladi+RBV
VALENCE™ | 2,38 HCVErzt SOF/RBV 2|2 | |OverallSVR|  93% 84%
E 97% 93%
Az REY 90% 77%

4.3.1. 9|27|=™7} E 0 M(Health Technology Assessment Reports)
CE7HH 2| 20| QM sofosbuvirdf| Chat £ 1A= H=20| NICER} FHLICHS] CADTHZF 205+

b} ALY,

A2o| o|27|&W7t B M (Sofosbuvir for treating chronic hepatitis C. 2014)= 8H9

RCTs(4: phase3, 4: phase?), 52| H| 22t
AHLE E510] O CHZHH 9| sofosbuvirs 0|26t 2|=20] CH5Ho

AUAA|HHTL(2 phase:3, 3: phase2) £ 13HQ)

AHY, REY, HEEEGN

2| BDEIUCH 29 ZntHat SYRZ A AISH¥ 0|, 1 | A1} Bi42 HRQoL (Health Related

Quality of Life)

(==
=T

&2 A AIKCE
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<E 8> E= NICE E11M9| sofosbuvir 2|& & SVR12

genotype (treatment naive) 52-93
genotype2/3 combined 50-100
genotype 2(treatment experienced and naive) 86-100

genotype 3(treatment experienced and naive)

genotype 1/2/3, treatment experienced and naive, with HCV and HIV co

infection

67-93

FHLiCte| o|27|1&H 7t 2 1M (Common Drug Review Clinical review report for SOVALDIL.

2014)= 589

UAAHT B DA (NEUTRINO, FISSION, FUSION, POSITRON, VALENCE)E S35t

=2 o
0 Z2E H|A[SHRUCE. O] 2D MOA &= sofosbuviret CHE DAAA| S| W AAARLI HR

o, ¢ el

tLt ZHO[A|2| =201| Chet 7|

2301

T E2SC AAlSt UL

4.3.2. S%4o|27|& EMH B 1A (Horizon Scanning Technology Reports)

Y=, ZHLiCt, OlE2|ote] Yo=Y

SE

{F5t0] 2F HCV genotype Off 25t 21HS A|A[SHLL QUCE.

(H 9) Sofosbuvir SLUC|27|SEMM B 22

Sofosbuvir for chronic

fIE{= sofosbuvirdl| 23t o|&7|s Yot ENE

Hepatitis C (HCV) infection;
genotypes 1, 2, 3,4, 5and 6;

NIHR-HSC | hepatitis C with compensated ] ' . . 2012
: . compensated liver disease, including
liver disease!” ) .
cirrhosis.
SOFOSBUVIR for genotype 2 Chronic genotype 2 and 3 hepatitis
IHSP and 3 hepatitic C virus (HCV) C virus (HCV) infection in adults, in 2013
infection combination with ribavirin (oral).
Chronic genotype 1, 4, 5, 6 hepatitis
SOFOSBUVIR for genotype 1, C \./.|rus (HCV) |n.fect|on |.n trgatmgnt-
IHSP . i naive patients, in combination with 2013
4,5 and 6 HCV infection 0 .
ribavirin and pegylated interferon
(oral).
Sofosbuvir with ledipasvir for e i € UHICH) |nfect|on.: IES
NIHR-HSC hepatitis C. genotvpe 1'® genotype 1 - treatment naive and 2013
P o yP treatment experienced patients.
Daclatasvir and sofosbuvir
i (Sovaldi) with and without Hepatitis C (HCV) infection; chronic:
HRIRARSE ribavirin for chronic hepatitis genotypes 1, 2, and 3 - first line. 2014
C infection™
Sofosbuvir (Sovaldi) with Hepatitis C (HCV) infection: chronic;
NIHR-HSC | GS-5816 for chronic hepatitis | in treatment naive and treatment 2015
@ experienced patients.
Simeprevir in combination Hepatitis C virus (HCV) infection:
NIHR-HSC with sofosbuvir (with or chronic; in treatment naive and 5015

without ribavirin) for chronic
hepatitis C2"

treatment experienced patients;
genotype 1 and 4.

10



Emerging Oral, Combination,
Interferon-Free Regimens for

Patient indication
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CADTH the Treatment of Chronic Hep Paitents with chronic hep c infection 2015
C Genotype 122
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, s
5. LHQ| H|22H Hw?
B 10> REQ CHYUH 2| =4 7+4
Dose 12 week cost 48 week cost
Peginterferon alfa-2a 180ug SC/ once weekly £1,492 £5,971
Peginterferon alfa-2b 10049 SC/ once weekly £1,595 £6,380
Ribavirin 1,200mg daily £1,110 £4,440
Telaprevir 2,250mg daily £22,398 -
Boceprevir 2,400mg daily £8,400 £22,400
O|0] AT} TOfE| U= O[=0M= 2A7t7F 1801 2F 1198Hd, Sl AN = <&
640te), AL ME 2 560HYQI o= AedR|1 QUCRY,
6. Szl

Colors indicate the iuiiber of studies with locations in thal region

Least

Mdost

Labels give the exaet number of iliidiss

Sourcehttp iChnicalTriaks. gov

<22l 2> Sofosbuvirztad 13372]

YA A HA A=

11


http://www.clinicaltrials.gov
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A R2|Litof|M AelE s 224010 22he T Eef 2T

CHE 1) 2|Lt219] sofosbuvir YA

HCV treatment-naive (HCV

Efficacy a.nd safgty of. ' genotype 1,2, 3 0r6), or
sofosbuvir plus ribavirin in HCV treatment-experienced
subject with chronic HCV completed (HCV genotype 1, 2, 3, or 6) Phase 3 657
infection
(NCT02021643) Korea, China, HongKong,
Taiwan, Vietnam
Efficacy and safety of HCV treatment-naive
Ledipasvir/Sofosbuvir (HCV genotype 1), HCV
Fixed-Dose combination in treatment-experienced

completed Phase 3 360

participants with chronic
genotype 1 HCV infection

Korea, Taiwan
(NCT02021656)

CH 12> 22|Lt2te| sofosbuvir QIAFAT Z 1t

Efficacy and safety of sofosbuvir plus

L . ) . 96 % (treatment naive)
ribavirin in subject with chronic HCV | HCV

infection genotype 2 122 .
(NCT02021643) 100% (treatment experienced)

Efficacy and safety of Ledipasvir/

Sofosbuvir Fixed-Dose combination HCV 100% (treatment naive)

in participants with chronic enotyne 1 93
genotype 1 HCV infection g yp

98% (treatment experienced)
(NCT02021656)
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