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Epclusa® (sofosbuvir/velpatasvir)
Use in HCV GT 3

This document is in response to your request for information regarding the use of Epclusa®
(sofosbuvir/velpatasvir [SOF/VEL]) in patients with HCV genotype (GT) 3.

Some data may be outside of the US FDA-approved prescribing information. In providing
this data, Gilead Sciences, Inc. is not making any representation as to its clinical relevance
or to the use of any Gilead product(s). For information about the approved conditions of use
of any Gilead drug product, please consult the FDA-approved prescribing information.

The full indication, important safety information, and boxed warnings are available at:
www.qgilead.com/-/media/files/pdfs/medicines/liver-disease/epclusa/epclusa pi.

Summary
Product Labeling?

SOF/VEL is indicated for the treatment of adults and pediatric patients 23 years of age with
chronic HCV GT 1, 2, 3, 4, 5, or 6 infection without cirrhosis or with compensated cirrhosis
and with decompensated cirrhosis for use in combination with RBV.

Clinical Data on SOF/VEL Use in Patients With HCV GT 3

e A retrospective integrated analysis of SOF/VEL phase 3 studies showed an SVR12 rate
of 95% in patients with GT 3. SVR12 rates were similar regardless of GT and cirrhosis
status, but not treatment experience, in patients with GT 3. Overall, the most common
AEs were headache, fatigue, and nausea.2

¢ A meta-analysis (N=1088) reviewed the safety and efficacy of 12 weeks of
SOF/VEL % RBV in patients with GT 3 compensated cirrhosis and found that SVR12 was
similar in patients treated with or without the addition of RBV in both ITT and PP
analyses. The addition of RBV was associated with a 4-fold higher risk of
treatment-related AEs (RR: 4.2; 95% CI: 1.29-13.68; 12=0%).2

e An integrated analysis of SOF/VEL phase 2 and 3 studies in participants with GT 3 and
compensated cirrhosis showed an ITT SVR12 rate of 94%.2 The most common AEs
were fatigue, headache, nausea, and insomnia.>8

Real-World Data on SOF/VEL Use in Patients With HCV GT 3

In 12 real-world cohorts, including patient cohorts with compensated or decompensated
cirrhosis, IDU, mental disorders, and/or homelessness or incarceration, SVR12/24 rates
ranged from 78% to 100% in patients with GT 3 who were treated with SOF/VEL + RBV.
In studies reporting safety, outcomes were similar to those observed in clinical trials.222
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Clinical Data on SOF/VEL Use in Patients With HCV
GT 3

Integrated Post Hoc Analysis of Phase 3 Studies

Study design and demographics

A retrospective integrated analysis of the phase 3 ASTRAL-1, -2, -3,22L and 5%, POLARIS-2
and -3822; Russian and Swedish (Chulanov et al2®); and Indian (Sood et al??) studies was
conducted to evaluate the efficacy and safety of 12 weeks of SOF/VEL in patients with HCV
GTs 1 to 6. Patients with decompensated cirrhosis were excluded from this analysis. 2

Table 1. Baseline Demographics and Disease Characteristics of Integrated Analysis
(Shafran et al)?

SOF/VEL Patients
(N=1938)

Key Demographics and Characteristics

Age, mean, years 52
Male, % 61
BMI, mean, kg/m? 26.6
Race, White/Asian/Black or African American/other, % 77/13/8/2
HCV GT 1/2/3/4/516, % 38/16/31/10/2/3
Compensated cirrhosis, % 26
Fibrosis by FibroTest, FO-1/F2/F3/F4, % 32/25/15/28
TE, n (%) 494 (25)

Previous treatment (n=494), interferon/DAA-based/other, % 79/14/7
Comorbid HCV/HIV, % 5

Efficacy?

The overall SVR12 rate was 98% (1891/1938), and the GT3 SVR12 rate was 95%
(583/611). SVR12 rates by GT and cirrhosis status, prior treatment history, and baseline
RASs are presented in Figure 1, Figure 2, and
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Figure 3. Patients with GT 3 and baseline RASs had a numerically lower SVR12 rate (92%)
than patients with other GTs; thus, baseline RASs had no impact on SVR12 rates in patients
with GTs 1, 2, 4, 5, and 6.
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Figure 1. SVR12 Rates by GT and Cirrhosis Status (Shafran et al)g
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Figure 2. SVR12 Rates by GT and Treatment History (Shafran et al)?2
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Figure 3. SVR12 Rates by GT and Baseline NS5A RASs (Shafran et al)2
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No treatment-related SAEs were reported. The most common treatment-emergent AEs
included headache, fatigue, and nausea (Table 2).

Table 2. Safety Parameters (Shafran et al)?

Safety Parameters, n (%)

SOF/VEL Patients
(N=1938)

AEs 1352 (70)
Headache 464 (24)

Fatigue 376 (19)

. Nausea 199 (10)
;rigtog:i?tr—)z?eerztgsent AEs occurring Nasopharyngitis 149 (8)
B Insomnia 122 (6)
Diarrhea 120 (6)
Asthenia 99 (5)
SAEs 40 (2)
Grade 3—4 AEs 56 (3)
Grade 3—4 laboratory abnormalities 139 (7)
Discontinuation due to AEs 7 (<1)
Deaths 4 (<1)

Meta-Analysis of SOF/VEL £ RBV in Patients With GT 3
Compensated Cirrhosis2

Study design

A meta-analysis was conducted to assess the efficacy and safety of 12 weeks of

SOF/VEL %= RBV in patients with GT 3 compensated cirrhosis. Studies up to June 2021 were
included in the analysis, which consisted of two RCTs and five cohort studies (N=1088).
The primary outcome was SVR12, and the secondary outcome was any treatment-related
AE that required transfusion due to anemia or a drop in Hgb >2 g/dL.
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Efficacy and safety

In patients with GT 3 compensated cirrhosis, SVR12 was similar in patients treated with or
without the addition of RBV in both the ITT (RR: 1.03; 95% CI: 0.99-1.07; 12=0%) and PP
(RR: 1.03; 95% CI: 0.99-1.07; 1>=48%) analyses. In patients with GT 3 compensated
cirrhosis and baseline RAS, SOF/VEL + RBV was associated with numerically higher
SVR12 rates than SOF/VEL without RBV (96% vs 87%, P=0.12). In TE patients with GT 3
compensated cirrhosis, the addition of RBV to SOF/VEL did not significantly increase
SVR12.

Treatment-related AEs that met the definition for the secondary outcome measure occurred
at an overall pooled rate of 7.2%, and treatment-related AEs in those who received
SOF/VEL + RBV occurred at a rate 4 times that of patients who received SOF/VEL without
RBV (RR: 4.2; 95% CI: 1.29-13.68; 1?=0%).

Integrated Efficacy Analysis

Study design and demographics?

An integrated retrospective analysis assessed the efficacy data from 337 patients with HCV
GT 3 infection and compensated cirrhosis who were enrolled in one phase 2 and

five phase 3 clinical trials, including the pivotal ASTRAL and POLARIS studies, and were
treated with SOF/VEL for 12 weeks.

Table 3. Integrated Efficacy Analysis:
Baseline Demographics and Disease Characteristics (Roberts et al)?

Key Demographics and Characteristics

Age, mean (range), years 53 (21-76)
Male, n (%) 247 (73)
White, n (%) 266 (79)
Comorbid HCV/HIV, n (%) 19 (6)
TE, n (%) 106 (31)
NS5A RASS, n (%) 35 (12)

A30K + L31M, n (%) 25 (8)

Y93H, n (%) 10 (3)
FibroScan score, median (Q1, Q3), kPa 18 (14, 26)
Platelet level, median (Q1, Q3), x 103/mm? 142 (102, 184)
Platelet level <100 x 10%/mm3, n (%) 76 (23)
Albumin level £3.5 g/dL, n (%) 31(9)

Abbreviation: Q=quartile.

Efficacy?

SVR12 rates overall and by various subgroups are presented in Figure 4.
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Figure 4. Integrated Efficacy Analysis: SVR12 Rates by Subgroup (ITT; Roberts et al)?
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Of the 21 patients who did not achieve SVR12, 16 (5%) had virologic failure (14 experienced
relapse, and 2 had drug levels consistent with nonadherence). Of the remaining 5 patients
(2%) who did not achieve SVR12, 3 were LTFU, and 2 discontinued treatment early due to
an AE. Safety was not reported in this pooled retrospective analysis.

Safety

The safety profile of SOF/VEL was assessed in three of the phase 3 trials included in the
integrated analysis described above.2

In the ASTRAL-3 study (N=277), which evaluated SOF/VEL in TN and TE patients with
GT 3, the most common AEs (>10%) included headache (32%), fatigue (26%), nausea
(17%), and insomnia (11%). SAEs were reported in 2% of GT 3 patients who received

SOF/VEL. There were no discontinuations due to AEs.2

In the ASTRAL-5 study (N=106), which evaluated SOF/VEL in TN and TE patients
co-infected with HIV, the most common AEs (>5 patients) included fatigue (25%), headache
(13%), upper respiratory tract infection (8%), arthralgia (8%), diarrhea (8%), insomnia (7%),
and nausea (7%). Two patients experienced SAEs, and 2 patients discontinued treatment
due to an AE.2

In the POLARIS-3 study (N=109), which evaluated SOF/VEL in GT 3 DAA-naive cirrhotic
patients, the most common AEs (>5%) included headache (29%), fatigue (28%), nausea
(9%), upper abdominal pain (6%), back pain (6%), and myalgia (6%). Overall, 3% of patients
experienced SAEs, and 1 patient discontinued treatment due to an AE.Z

Real-World Data on SOF/VEL Use in Patients With
HCV GT 3

SOF/VEL vs SOF/DCV and the Effect of Age2

The efficacies of SOF/VEL and SOF/DCV in patients with HCV GT3 were compared using
data from the National Health System (n=14,475) for SOF/VEL-treated patients in England
and data from HepFreePak (n=2214) for SOF/DCV-treated patients in Pakistan. The overall
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SVR12 rate with SOF/VEL was 90.5% (without cirrhosis, 91.6% [11,116/12,135]; with
cirrhosis, 85.18% [1920/2254]), compared with 87.1% with SOF/DCV (without cirrhosis,
87.8% [1575/1793]; with cirrhosis, 85.3% [359/421]). In patients aged <40 years, the SVR12
rates in SOF/VEL- and SOF/DCV-treated patients were 91.33% and 89.49%, respectively.
In patients aged >60 years, the SVR12 rate remained high in SOF/VEL-treated patients
(89.35%) and declined in SOF/DVC-treated patients (82.78%). In patients aged =70 years,
the SVR12 rate in SOF/VEL-treated patients dropped to 86.92%; data were not available for
SOF/DCV-treated patients in this age group.

Multinational Cohort Study20
Study design and demographics

In an integrated analysis, data were collected from 12 clinical practice sites across Canada,
France, Germany, Greece, Italy, Spain, and the US in the largest available heterogeneous
patient population to assess the real-world effectiveness of SOF/VEL for 12 weeks. Patients
with HCV GTs 1 through 6 and no cirrhosis or compensated cirrhosis who were TE or TN
were included in the analysis (N=5552). Effectiveness was assessed in the overall
population and in an effectiveness population (n=5196), which excluded patients who did not
achieve SVR12/24 for non-virologic (n=332) or unknown reasons (n=24).

Table 4. Baseline Demographics and Disease Characteristics of the Overall and
Effectiveness Populations (Mangia et al)®

. L Overall Population Effectiveness Population

Key Demographics and Characteristics (N=5552) (n=5196)
Age, mean (SE), years 56 (2.6) 56 (2.8)
Male, n (%) 3225 (58.1) 2902 (55.9)
Caucasian or White, n (%) 3683 (66.3) 3523 (67.8)
TN, n (%) 4815 (86.7) 4521 (87)
TE (DAA naive), n (%) 698 (12.6) 642 (12.4)
Compensated cirrhosis, n (%) 1147 (21) 1078 (21)
HCV GT, 1/2/3/4/5—6/mixed or unknown, % 31/30/33/5/1/1 31/30/32/5/1/1
Comorbid HCV/HIV, n (%) 204 (3.7) 186 (3.6)
Former or ongoing IDU, n (%) 743 (13.4) 689 (13.3)

Effectiveness

SVR12/24 rates were 98.9% (5141/5196) in the effectiveness population and 92.6%
(5141/5552) in the overall population. In patients with F4 (compensated) cirrhosis in the
effectiveness population, the SVR12/24 rate was 97.9% (1055/1078). SVR12/24 rates were
98% (1649/1677) in the overall GT 3 subgroup and 97% (314/324) among patients in the
GT 3 subgroup with compensated cirrhosis.

Per logistic regression analysis in a pooled subset of patients in the effectiveness
population, compensated cirrhosis was associated with an increased risk of not achieving
SVR12/24 due to virological reasons (odds ratio, 2.53; 95% CI: 1.38-4.55; P=0.002).
Safety results during treatment were not presented in this study.
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British Columbia Hepatitis Testers Cohort: Patients With
and Without Cirrhosisil

Study design and demographics

The effectiveness of SOF/VEL + RBV was assessed among patients in the British Columbia
Hepatitis Testers Cohort who initiated treatment prior to December 31, 2018 (N=2821).

The study included patients with GTs 1 through 6. Among patients with GT 3 (n=1072), the
median age was 55 years, 62% were male, 90% were White, 87% were treated with
SOF/VEL, 13% were TE, 5% had cirrhosis (3% were decompensated), and 11% were
co-infected with HIV. SVR was defined as negative HCV RNA 210 weeks after the end of
treatment.

Effectiveness

The overall SVR rate in GT 3 patients with cirrhosis was 94.6% (2670/2821); in patients
without cirrhosis, it was 93.7% (1004/1072). SVR rates in patients with GT 3 with and
without cirrhosis and by SOF/VEL = RBV use are presented in Figure 5. Per logistic
regression analysis, a history of injecting drugs and treatment with RBV were factors
associated with not achieving SVR in GT 3 patients. Safety outcomes were not reported.

Figure 5. SVR Rates of the GT 3 Population Treated With SOF/VEL + RBV (Wilton et al)it
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British Columbia Hepatitis Testers Cohort: GTs 1, 2, and 312

Study design and demographics

The British Columbia Hepatitis Testers Cohort was used to evaluate the effectiveness of
SOF/VEL = RBV in patients with GTs 1 to 3. The cohort included 1801 patients with HCV
infection. Patients who had received =1 prescription for SOF/VEL + RBV through

June 2018 were included. Patients were required to have 212 weeks of follow-up to assess
treatment completion and 212 weeks of follow-up for SVR assessment. To allow for
variations in clinical practice, SVR was defined as undetectable HCV RNA at 210 weeks
after the end of treatment, instead of 12 weeks after the end of treatment.

Table 5. Baseline Demographics and Disease Characteristics (Janjua et al)i2

, . SOF/VEL + RBV
Key Demographics and Characteristics (N=1801)

Age, median, years 58
Male, n (%) 1148 (64)
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Key Demographics and Characteristics

TE, n (%) 236 (13)
GT 1/2/3, % 35/19/40
Cirrhosis, n (%) 90 (5)

Diabetes, n (%) 125 (7)
Comorbid HIV, n (%) 172 (10)
Recent IDU, n (%) 322 (18)
Past IDU, n (%) 309 (17)

Efficacy

SVR rates were 93% (584/628), 96% (338/351), and 92% (670/725) in the GT 1, 2, and

3 subgroups, respectively. A multivariate analysis identified IDU as associated with an
overall lower SVR rate; 46% of injection drug users who did not achieve SVR were LTFU.
Use of RBV in combination with SOF/VEL was associated with a lower rate of SVR. Safety
was not reported.

Incarcerated and Community Cohort—=Singaporet
Study design and demographics

A retrospective, observational study evaluated the safety and efficacy of SOF/VEL + RBV
for 12 weeks in a cohort of community and incarcerated patients with HCV who were treated
in a Singapore hospital between January 2018 and December 2019. The primary endpoint
was SVR12 in GT 3 patients.

Table 6. Baseline Demographics and Characteristics (Wong et al)i2

S ——————
Characteristics (n=662) (n=117)

Age, median (IQR),? years 51 (43-58) 55 (51-60)

Male, n (%) 607 (91.7) 102 (87.2)

GT 3,n (%) 451 (68.1) 79 (67.5)

TE, n (%) 27 (4.1) 7 (6)

Fibrosis stages,

F1/F2/F3/F4?/not available, % 33.3/11.2/12.7/25.8/17.1 24.7/11.1/12/42.7/9.4

HCC, n (%) 10 (1.5) 4 (3.4)

Comorbid HCV/HIV, n (%) 5(0.8) 2(1.7

Comorbid HCV/HBV, n (%) 9(1.4) 1(0.9)

aP<0.005 for comparison between groups.

Efficacy and safety

A total of 530 patients with GT 3 were included in the ITT analysis (all treated patients with
SVR12 who were included in final data analysis, including patients who were LTFU or
discontinued treatment early), and 527 patients with GT 3 were included in the PP analysis
(all patients in the ITT population who completed treatment and had available SVR12 data).
The overall SVR12 rates in the ITT and PP cohorts were 98.3% and 99.5%, respectively.
For patients with and without GT 3, the PP SVR12 rates were 99.2% and 100%,
respectively. A total of 4 patients with GT 3 (2 patients with decompensated cirrhosis and

2 patients without cirrhosis) had virological failures. Figure 6 summarizes SVR12 rates by
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subgroup. For the subgroup analyses, SVR12 results were similar to those in the PP
analyses.

Figure 6. SVR12 Rates by Subgroup (ITT Analysis; Wong et al)3
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Among patients with GT 3, no deaths occurred during treatment. One patient who still
achieved SVR12 discontinued treatment early (at 8 weeks) due to SOF/VEL-induced
myositis, which resolved after treatment discontinuation.

Multinational Cohort Study

Study design and demographics

The effectiveness and safety of SOF/VEL were evaluated in patients with GT 3 HCV and
compensated cirrhosis across 17 real-world cohorts from 9 countries (Australia, Canada,
France, Germany, Israel, Italy, Spain, the UK, and the US). This study included patients who
were initiated on SOF/VEL (n=496) and SOF/VEL + RBV (n=236) by their treating physician
in clinical practice.

Table 7. Baseline Demographics of PP Population (Fagiuoli et al)4

Key Demographics SOF/VEL SOF/VEL + RBV
(n=496) (n=236)
Age, mean, years 55 53
Male, n (%) 334 (72) 147 (75)
White, n (%) 268 (67) 127 (76)
TE, n (%) 53 (11) 49 (21)

Effectiveness

The SVR12 rate was 93% in the SOF/VEL group and 97% in the SOF/VEL + RBV group
(P=0.08). Among patients who received SOF/VEL, 27 (5%) experienced virologic failure,
and 2 of these failures occurred while the patients were receiving treatment. Of the patients
who received SOF/VEL + RBV, 8 (3%) experienced virologic failure.

Safety

Safety was assessed in the mITT population (n=940). Between treatment initiation and the
SVR12 time point, 9 deaths were reported, and none was treatment related. At or after the
SVR12 time point, 4 patients were diagnosed with HCC; of these, 1 achieved SVR12.
One patient decompensated at Week 8 but achieved SVR12.
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Greek Cohorti2

Study design and demographics

The effectiveness of SOF/VEL + RBYV in patients with GT 3 HCV who received treatment
between 2014 and February 2018 at 20 centers in Greece was evaluated. Patients with
fibrosis, decompensated cirrhosis, history of liver transplantation, or severe extrahepatic
manifestations were included.

Table 8. Baseline Demographics and Disease Characteristics of Patients With GT 3

(Manolakopoulos et al)2
SOF/VEL = RBV
(n=503)

Key Demographics and Characteristics

Age, mean, years 47
Male, % 81
TE, % 23
Diabetes, % 4
Cirrhosis, % 33
Decompensated, % 6
HCV RNA level, mean, IU/mL 4.3 x 106
SOF/VEL 52
DAA treatment type, % SOF/VEL + RBV 18

Efficacy and safety

SVR12 status was available for 173 patients who had 3 months of posttreatment follow-up.
Of these patients, 94% achieved SVR12. Of the 11 patients who failed treatment, 6 had
cirrhosis, and 4 were TE. Safety outcomes were not reported.

Kaiser Permanente Northern California StudyZ8

Study design and demographics

A study evaluated the efficacy of SOF/VEL + RBV for 12 weeks in patients with HCV
GT 2 or 3, including those with cirrhosis.

Table 9. Baseline Demographics and Disease Characteristics (Lai et al)t

Key Demographics and SOF/VEL SOF/VEL + RBV \
Characteristics Uz G < Gz G
(n=198) (n=159) (n=16) (n=120)
Age, median, years 62 58 60 59
Male, % 64 59 75 61
TE, % 10 12 69 40
Cirrhotic, % 15 8 63 70
Comorbid HIV, % 1.5 3 — —

Efficacy and safety

The SVR12 rates were 99% and 94% among patients with GT 2 who were treated with
SOF/VEL and SOF/VEL + RBYV, respectively, and 99% and 95% among patients with GT 3.
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Virologic relapse accounted for all patients who did not achieve SVR12. Safety data from
this cohort have not been published.

GECCO Studyi
Study design and demographics

GECCO is an ongoing, prospective, multicenter German study evaluating the safety and
efficacy of SOF/VEL (n=239) and SOF/VEL + RBV (n=54) in participants with GT 3.
Table 10. GECCO: Baseline Demographics and Disease Characteristicsi’

SOF/VEL = RBV
(N=293)

Key Demographics and Characteristics

Age, median, years 48
Male, n (%) 205 (70)
Cirrhotic, compensated/decompensated, % 88/12
TE, n (%) 64 (22)
Comorbid HIV, n (%) 28 (9)
Hgb, mean, g/dL 14.4
Platelets, mean, cells/nL 197
Laboratory values ALT, mean, x-fold upper limit of normal 1.7
Bilirubin, mean, mg/dL 0.5
Albumin, mean, g/dL 41.7
INR, mean 1.03

Effectiveness and safety

The SVR12 rate was 99.5% (213/214) in the PP population of participants with GT 3 and
98.2% (55/56) among those with compensated cirrhosis. One participant did not achieve
SVR12 and experienced virologic relapse.

There were 2 deaths in the mITT population: 1 cardiac arrest at Week 4 of treatment and
1 fatal gastrointestinal bleed at Week 8 of treatment. Both deaths were reported as
unrelated to treatment by the treating physician. There were no discontinuations due to AEs.

ltalian HCV GT 3 Cohorti8

Study design and demographics

Treatment outcomes of 276 patients with GT 3 HCV infection and compensated or
decompensated cirrhosis who were prescribed SOF/VEL = RBV in 33 centers in Italy were
assessed. More patients received 12 weeks of SOF/VEL treatment without RBV (59%) than
with RBV (41%), and the mean age was 54 and 53 years in the groups that received
SOF/VEL without and with RBV, respectively.

Efficacy

SVR12 rates by treatment group, cirrhosis status, CTP score, and laboratory values are
presented in Figure 7.
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Figure 7. SVR12 Rates in Patients With GT 3 (Pasulo et al)8
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Note: Among those with a CTP score of 5, SVR rates were significantly higher for those treated without RBV
than for those treated with RBV (P=0.045). All other differences were not statistically significant.

Xinjiang, China Studyi2

Study design and demographics

The effectiveness of 12 to 24 weeks of SOF/VEL = RBV in patients with HCV GT 3 was
evaluated in a real-world setting in Xinjiang, China. Patients who received treatment
between June 2018 and November 2023 were included in the analysis (N=258). Patients
with a history of DAA treatment failure and those with decompensated cirrhosis received
either SOF/VEL monotherapy for 24 weeks or SOF/VEL + RBV for 12 weeks; all other
patients received SOF/VEL for 12 weeks. The primary endpoint was SVR12.

Table 11. Baseline Demographics and Disease Characteristics (Wubuliaishan et al)12

Key Demographics and Characteristics

Age, mean £ SD, years 44.02+10.5

Male, n (%) 176 (68.22)
GT 3a 153 (59.3)

GT subtype, n (%) 573 105 (40.7)
Cirrhosis, n (%) 65 (25.2)
Compensated, n (%) 49 (18.99)
Decompensated, n (%) 16 (6.2)

TN, n (%) 252 (97.67)
Comorbid HBV/HCV, n (%) 6 (2.32)
Comorbid HIV/HCV, n (%) 34 (13.18)
Comorbid HBV/HCV/HIV, n (%) 2 (0.78)

Results

The overall SVR12 rate and SVR12 rates by HCV GT subtype, cirrhosis status, and
comorbid conditions are presented in Figure 8. Three patients experienced virologic relapse
due to reported poor adherence to treatment.
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Figure 8. SVR12 Rates Overall and by Subgroups (Wubuliaishan et al)2
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No patients discontinued SOF/VEL + RBV due to AEs. No other safety data were reported.

Patients, %

Chinese Cohort2

Study design and demographics

The effectiveness of SOF/VEL + RBV for 12 weeks was evaluated in a real-world cohort of
154 Chinese patients with HCV GT 3. Patients without decompensated cirrhosis or HIV who
received this treatment at two hospitals in China between June 2018 and May 2020 were
included in this analysis.

Table 12. Baseline Demographics and Disease Characteristics (Yue et al)2

Key Demographics and Overall GT 3a GT 3b
Characteristics (N=154) (n=52) (n=102)
Age, mean (SD), years 46.13 (9.63) 43.87 (9.2) 47.28 (9.68)
Male, n (%) 101 (65.6) 36 (69.2) 65 (63.7)
Treatment TN _ 150 (97.4) 52 (100) 98 (96.1)
history, n (%) TE (DAA naive) 4 (2.6) 0 4 (3.9
' Cirrhosis, yes/no | 59 (38.3)/95 (61.7) 13 (25)/39 (75) 46 (45.1)/56 (54.9)
Treatment, SOF/VEL 69 (44.8) 30 (57.7) 39 (38.2)
n (%) SOF/VEL + RBV 85 (55.2) 22 (42.3) 63 (61.8)

Effectiveness

Overall, 93.2% of patients with cirrhosis achieved SVR12, including 100% of patients with
GT 3a and 91.3% of patients with GT 3b (Figure 9); 93.2% of patients with cirrhosis who
were treated with SOF/VEL + RBV achieved SVR12 (Figure 10).

Figure 9. SVR12 Rates in Patients Overall and According to Cirrhosis Status and GT 3
Subtype (Effectiveness Population; Yue et al)Z
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Figure 10. SVR12 Rates in Patients According to Cirrhosis Status and Treatment
Regimen (Effectiveness Population; Yue et al)Z
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Safety

No severe AEs or clinically relevant laboratory abnormalities occurred. Anemia (5.8%) and
fatigue (5.2%) were the most frequently occurring AEs. Other AEs included headache and
poor appetite (4.5% each); abdominal discomfort (3.2%); myalgia and rash (1.9% each); and
insomnia, nausea, and photosensitivity (1.3% each).
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Abbreviations

AE=adverse event
CTP=Child-Turcotte-Pugh
DAA=direct-acting antiviral
DCV=daclatasvir
GT=genotype
HCC=hepatocellular
carcinoma
IDU=intravenous drug use
LTFU=lost to follow-up

mITT=modified intent to
treat

NC=non-cirrhotic

PP=per protocol
RAS=resistance-associated
substitution

RBV=ribavirin

RR=relative risk
SAE=serious adverse event

SOF=sofosbuvir
SVR=sustained virologic
response

SVR12/24=SVR 12/24
weeks after end of
treatment
TE=treatment-experienced
TN=treatment-naive
VEL=velpatasvir
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Product Label

For the full indication, important safety information, and boxed warning(s), please refer to
the Epclusa US Prescribing Information available at:
www.qgilead.com/-/medialfiles/pdfs/medicines/liver-disease/epclusa/epclusa_pi.

Follow-Up

For any additional questions, please contact Gilead Medical Information at:
753 1-866-MEDI-GSI (1-866-633-4474) or Y8 www.askgileadmedical.com

Adverse Event Reporting

Please report all adverse events to:

Gilead Global Patient Safety 1-800-445-3235, option 3 or
“8 www.qgilead.com/utility/contact/report-an-adverse-event

FDA MedWatch Program by 1-800-FDA-1088 or XXMedWatch, FDA, 5600 Fishers Ln,
Rockville, MD 20852 or ¥ www.accessdata.fda.gov/scripts/medwatch

Data Privacy

The Medical Information service at Gilead Sciences may collect, store, and use your
personal information to provide a response to your medical request. We may share your
information with other Gilead Sciences colleagues to ensure that your request is addressed
appropriately. If you report an adverse event or concern about the quality of a Gilead or Kite
product, we will need to use the information you have given us in order to meet our
regulatory requirements in relation to the safety of our medicines.

It may be necessary for us to share your information with Gilead’s affiliates, business
partners, service providers, and regulatory authorities located in countries besides your
own. Gilead Sciences has implemented measures to protect the personal information you
provide. Please see the Gilead Privacy Statement (www.gilead.com/privacy-statements) for
more information about how Gilead handles your personal information and your rights. If you
have any further questions about the use of your personal information, please contact
gilead.privacy@agilead.com.

EPCLUSA, GILEAD, and the GILEAD logo are registered trademarks of Gilead Sciences,
Inc., or its related companies.
© 2026 Gilead Sciences, Inc.
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