A%k . 403 BAXEBARE 100 24ERLHEBAFEIAE
#8 AT RERE M 403
R 6 # > Az% | R

1.  Ki#3b#h(random sampling),% #8 & 5} % (survey research) 2 M4 4 5% - (i d4
B2 B BT 7 el TRAT 2 EMEFRAYMBRREFTE? (104)

2. 48 A T A X (risk prediction model) ? H T A % ? BRI K do (T2
3t ? 43R4 7 (15 4)

3. HEd—ESE BT EALT H T ATER BROBE-(104)
4, ERNEBEHLETLERE?BNEFAMEMM? @igi? (154)

5. ADZHRLEROEABARS  FHELFAMERERARA AR
GRS EE SR R FE - (105)

6. @ARSTHEE Y (ransition) g9 Y AR A 0 LB E B LB HAEGR
ALEAEBEALHE - SABEALRCORE (84) &8 iuH
MERA  EEFHRBET BHAPELAI M IREABELRATE
(79

7. 2015 4H BB EMAEGARBMBELRAN 8201551243185
Lt ESEMBRSE BT B 24 L REEARESLE - fa kN 2014
EHERBEREOAEREY (82014412 A 31 B Ak SESHEHHR
11953 #5] » 9 15417 ) - 2015 SFAB R CRBARREG - FIHBETHE
&R B R ARFE AT 2015 SR B AT RGBS SN 2014 £ (3 4) - HRdt
—BFIT R B E L% L ¥ (hypothesis) (9 4+) -

8. HMHIT—HAMSBX  AABETHMAE:
)] 173§ phase 3, double-blind, placebo-controlled trial (7 %)

Q) BHEAEEFHBRE?HEHEFBLENEARREL HCV mEEH4
F M & % 59 sofosbuvir-velpatasvir £4 %3 ? (6 )

ARE




A
#8

3]

R

B EWAS 105 $5RALIH LS RBE

v“::t}ﬁaﬁ FRE

ik

I3
.

403

£ 2 HEz% > H

The NEW ENGLAND
JOURNAL o MEDICINE

ESTABLISHED IN 1812 DECEMBER 31, 2015

VOL. 373 NO. 27
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ABSTRACT

BACKGROUND
A simple treatment regimen that is effective in a broad range of patients who are
chronically infected with the hepatitis C virus (HCV) remains an unmet medical need.

METHODS

We conducted a phase 3, double-blind, placebo-controlled study involving untreated
and previously treated patients with chronic HCV genotype 1, 2, 4, 5, or 6 infection,
including those with compensated cirrhosis. Patients with HCV genotype 1, 2, 4,
or 6 were randomly assigned in a 5:1 ratio to receive the nucleotide polymerase
inhibitor sofosbuvir and the NS5A inhibitor velpatasvir in a once-daily, fixed-dose
combination tablet or matching placebo for 12 weeks. Because of the low preva-
lence of genotype 5 in the study regions, patients with genotype 5 did not undergo
randomization but were assigned to the sofosbuvir-velpatasvir group. The primary
end point was a sustained virologic response at 12 weeks after the end of therapy.

RESULYS

Of the 624 patients who received treatment with sofosbuvir-velpatasvir, 34% had
HCV genotype 1a, 19% genotype 1b, 17% genotype 2, 19% genotype 4, 6% geno-
type 5, and 7% genotype 6. A total of 8% of patients were black, 19% had cirrhosis,
and 32% had been previously treated for HCV. The rate of sustained virologic re-
sponse among patients receiving sofosbuvir-velpatasvir was 99% (95% confidence
interval, 98 to >99). Two patients receiving sofosbuvir-velpatasvir, both with HCV
genotype 1, had a virologic relapse. None of the 116 patients receiving placebo had
a sustained virologic response. Serious adverse events were reported in 15 patients
(2%) in the sofosbuvir-velpatasvir group and none in the placebo group.

CONCLUSIONS

Once-daily sofosbuvir-velpatasvir for 12 weeks provided high rates of sustained
virologic response among both previously treated and untreated patients infected
with HCV genotype 1, 2, 4, 5, or 6, including those with compensated cirthosis.
(Funded by Gilead Sciences; ClinicalTrials.gov number, NCT02201940.)

N ENGL J MED 373127 NEJM.ORG DECEMBER 31,2015

The New England Journal of Medici

Copyright © 2015 Massachusetts Medical Society. All rights reserved.

AEEAYS

. The authors’ full names, academic de-

grees, and affiliations are listed in the Ap-
pendix. Address reprint requests to Dr.
Feld at Toronto Western Hospital Liver
Centre, 399 Bathurst St., 6B Fell Pavilion,
Toronto, ON MST 2S8, Canada, or at
jordan.feld@uhn.ca; or to Dr. Zeuzem at
the Johann Wolfgang Goethe University
Medical Center, Theodor Stem Kai 7, 60590
Frankfurt, Germany, or at zeuzem@em
.uni-frankfurt.de.

*A plete list of i ig: in the
ASTRALA trial fs provided in the Supple-
mentary Appendix, available at NEJM.org.

Drs. Feld and Zeuzem contributed equally
to this article.

This article was published on November 16,
2015, at NE)M.org.

N Engl | Med 2015;373:2599-607.
DOI: 10.1056/NE]M0al512610
Copyright © 2015 Massachusetts Medicol Saciety.

2599

Downloaded from nejm.org at NATIONAL TAIWAN UNIVERSITY on January 20, 2016. For personal use only. No other uses without permission.




