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Participant Information Sheet

Full Title: “A Single-arm Study to Evaluate the Feasibility and Efficacy of a Minimal Monitoring Strategy to
Deliver Pan-genotypicRibavirin-free HCV Therapy to Chronically Infected HCV Treatment Naive Populations
Globally: The MINMON Study”

Short Title: Monitoring SOF/VEL in Treatment Naive, ChronicHCV Participants

Brief Description: Scientists are looking at ways to simplify Hepatitis C (HCV) treatment. This study will include
people who are infected with HCV without decompensated cirrhosis, regardless of HIV-1 co-infection (both with
or without HIV infection will be accepted; either on ART [experienced] or not having started treatment [ naive]);
and never have used treatment for Hepatitis C.

Purpose of this Study: This study is trying to find outif minimal orless tests during treatment for Hepatitis C have
the same efficacy as current standard monitoring tests (accordingto recent dataand current practices for
standard HCV monitoring). Participants will receive the fixed-dose combination of Sofosbuvir/Velpatasvir
(SOF/VEL) for12 weeks.

Requirements to Enter Study (things that must be true for you):

e Nothavingbeen previously treated for Hepatitis Cinfection with any medications.
Be willingto take drugs to treat HCV right away.

e Have certain testsdone.

e Agreetouse contraception/birth control methods.

e Be 18 yearsoldorolder.

e Be willingtosignthe consent afterdiscussion with the research staff.

Exclusion Criteria (things that cannot be true about you):

e Positive forthe presence of Hepatitis BVirus.

e Breastfeedingorpregnancy.

e Known allergy/sensitivity or any hypersensitivity to components of study drug(s).

e Activedrugor alcohol use or dependence and other conditions that would interfere with adherence to study.

e Acuteorseriousillness requiring systemictreatmentand/or hospitalization within 35days prior to study
entry.

e Anyhistory of other hepaticillnesses otherthan HCV.
Talk to yourstudy staff for a complete list of inclusion/exclusion criteria.

Study Drug:
e Fixed-dose combination of SOF/VELsingle-tablet regimen for 12 weeks.

Procedures:

e Bloodtestsat clinicvisits to check mainly hepaticand renal function.
e Telephone calls ortext messaging for some study time points.

e Adherence monitoring.

Duration of Study: 72 weeks. 12 weeks on study drug, followed by follow-up visits at weeks 24, 48 and 72.

For more information contact: Uptown:Louise Walshe, BSN, MPH at (212) 746-7864 or Chelsea: Valery Hughes,
FNP-BC, MS at (212) 746-7204
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