Patients with Chronic Hepatitis C could be treated with Sofosbuvir/Velpatasvir
for 12 weeks by non-specialists: final analysis of HELIOS-3
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Conclusions

The final analysis of HELIOS-3 demonstrates the effectiveness of
Sofosbuvir/Velpatasvir in real life using a Test and Treat
approach, independently of the prescriber and patient’s profile :
98.3% of SVR12, 30 days median time to treatment after PCR.

No difference was observed between specialists and non-
specialists in safety and adherence data showing that treatment
with Sofosbuvir/Velpatasvir for 12 weeks is well tolerated.

This study suggests that HCV care pathway could be more
optimized regarding fibrosis assessment or genotyping.

Background

« HELIOS-3 (HEpatitis C real-LIfe study for patients On Sofosbuvir) is a
descriptive, multicenter, prospective phase 4 study. This final analysis
aims to evaluate the effectiveness and safety of Sofosbuvir / Velpatasvir
(SOF/VEL), a curative treatment for hepatitis C virus (HCV) infection, in
real-life practice settings for 12 weeks.

« Patient management includes a Test and Treat (TnT) approach to expedite
treatment initiation and a pathway for severe patients followed-up by
hepatologists. TnT consists of checking the HCV RNA and the fibrosis
score in order to treat HCV patients without comorbidities as soon as
possible independently of all genotypes.

* In France, prescribing rights were extended in May 2019 to all physicians
including those working in prisons, addiction centers, and psychiatric
hospitals. In this study, hepatologists were defined as specialists and all

Results

Disposition of patients

A total of 371 patients, recruited across 39 sites, met the eligibility criteria and
received at least one dose of SOF/VEL: 287 patients (77.4%) were treated by
specialists, and 84 patients (22.6%) were treated by non-specialists. Median age
was 53.9 years, 64.7% were male and 25.2% had advanced fibrosis (Table 1).

Fibrosis severity was assessed by Fibroscan (n=266), Fibrotest (n=90),
Fibrometer (n=44) and FIB-4 was retrospectively calculated for 319 patients.
More patients were identified with advanced fibrosis in the specialist group than
in the non-specialist group (Figure 1) :

» Fibroscan : 60/228 (26.3%) vs 7/38 (18.4%)

* Fibrotest and Fibrometer : 20/59 (33.9%) vs 9/31 (29.0%) and 8/37 (21.6%) vs
0/7 (0%) respectively.

* FIB-4 (3.25 threshold*) : 46/253 (18.2%) vs 6/66 (9.1%).

Effectiveness of SOF/VEL in real-life settings

Among patients eligible for SVR12 analysis (303 patients), overall SVR12 rate
was 98.3% (95%CI, 96.20-99.29). Only 5 patients did not achieve virological
response. SVR12 rates were the same between the specialist group (98.4%
(95%CI: 95.84 - 99.36) and the non-specialist group 98.3% (95%CI. 91.14-99.7).
SVR12 rates were high regardless of the genotypes, fibrosis scores, and type of
prescribers. Sub-group analysis demonstrated a range of SVR12 rates from 88%
to 100%, with a slightly lower response rate for patients with advanced fibrosis
(Figure 3).

Median time between a positive PCR test and treatment initiation was 30 days in
both groups. The median time between fibroscan and treatment initiation was
longer in the non-specialist group than in the specialist group (24 days vs 13
days) (Table 2).

Figure 3. SVR12 Results
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» Secondary objectives :

- Time between positive PCR and start of therapy

- Safety and tolerability of SOF/VEL under TnT real-
world conditions of use

Overall, 24 adverse events considered related to SOF/VEL occurred in 16
patients (4.3%) (7 patients in specialist group and 9 patients in non-specialist
group). All were of mild or moderate intensity and in line with previous studies.
Only one adverse event related to treatment in the non-specialist group led to
treatment discontinuation (abdominal pain).
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Effectiveness of SOF/VEL
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*Response to: “What is the patient’s Current Alcohol Consumption?”; Excessive = 3 or more units/days.

as measured by SVR12 ** Response to “Has the patient ever experienced Alcohol Overconsumption”: Yes/No Correspondence: nicolas.martin@qilead.com
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