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Epclusa® (sofosbuvir/velpatasvir)
Detectable HCV RNA During Therapy

This document is in response to your request for information regarding phase 3 studies in
participants with detectable HCV RNA during therapy with Epclusa® (sofosbuvir/velpatasvir
[SOF/VEL]).

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.

Detectable HCV RNA During SOF/VEL Therapy
ASTRAL-1, -2, and -3: SOF/VEL for 12 Weeks in GTs 1-6

The ASTRAL-1, -2, and -3 studies evaluated 12 weeks of SOF/VEL use in treatment-naive
and treatment-experienced participants with HCV infection (GTs 1-6), with and without
cirrhosis (N=1035). Treatment duration of SOF/VEL was fixed and not guided by response.
On-treatment HCV RNA levels were assessed by the CAP/CTM assay with an LLoQ of

15 IU/mL. The primary endpoint for all trials was SVR12, defined as HCV RNA < LLoQ at
12 weeks after the end of treatment. Overall, 98% (1015/1035) of SOF/VEL-treated
participants achieved SVR12 (>95% across all GTs).:2

In a retrospective analysis, HCV RNA levels were evaluated to determine if early viral
kinetics were predictive of SVR12. Across all GTs, there was a rapid decline in HCV RNA,
with 91% of participants (937/1032) achieving HCV RNA < LLoQ by Week 4. As highlighted
in Table 1, the likelihood of attaining SVR12 did not correlate with the virologic response at
Week 4 or cirrhosis status.2

Table 1. ASTRAL-1, -2 and -3 Studies: SVR12 Rates by HCV RNA at Week 4 and
Cirrhosis Status?

On-Treatment Week 4 SVR12, % (n/N)

HCV RNA Overall Cirrhotic Non-Cirrhotic
< LLoQ 99 (921/933) 96 (186/194) 99 (733/737)
> LLoQ 99 (94/95) 100 (26/26) 99 (68/69)

The analysis also evaluated the concordance between SVR12 and SVR24. All of the
991 SOF/VEL-treated participants who achieved SVR12 also achieved SVR24 .2
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Abbreviations

CAP/CTM=Roche COBAS
Ampliprep/Cobas TagMan
HCV Test, Version 2.0
GT=genotype

LLoQ=lower limit of
guantification
SOF=sofosbuvir

SVR12/24=sustained
virologic response

12/24 weeks after end of
treatment
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.gilead.com/-/media/files/pdfs/medicines/liver-disease/epclusa/epclusa_pi.

Follow-Up

For any additional questions, please contact Gilead Medical Information at:

73 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
Y8 www.qgilead.com/utility/contact/report-an-adverse-event

FDA MedWatch Program by 1-800-FDA-1088 or P<MedWatch, 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
privacy@aqilead.com.

EPCLUSA, GILEAD, and the GILEAD logo are registered trademarks of Gilead Sciences,
Inc., or its related companies.
© 2025 Gilead Sciences, Inc.
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