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Background: High efficacy was observed in CO-STAR part A, a phase 3 trial of EBR/GZR for 12 weeks in
participants on opioid agonist therapy (OAT). CO-STAR part B is the ongoing 3-year observational study
in participants who received >1 dose of EBR/GZR in part A. We provide final results from the 3-year
follow-up phase, which includes reinfection rates, urine drug screen (UDS) results, and reported drug
use.

Methods: UDS was performed at each visit in parts A and B; additionally, in part B, patient-reported
surveys were administered at each 6-month visit to assess risk behavior. If HCV RNA was detected, viral
genotype and sequencing were assessed.

Results: 199 participants enrolled in part B. Overall from the end of treatment through 3 years of follow-
up, HCV recurrence consistent with reinfection was observed in 10/286 participants, with a rate of 1.7
reinfections/100 person-years (95% Cl: 0.79, 3.0). Six participants were found to have reinfection in part
A, and 5 reinfections were identified in part B (enrollment, 6M, 18M, 24M, 30M), with 1 participant
from part A having a second reinfection in part B. During part B, the percentage of participants with
positive UDS results (excludes cannabinoids, methadone, buprenorphine) remained relatively constant,
with positive results in 67%, 56%, 51%, 45%, 43%, 46%, and 45% at part B day 1, 6M, 12M, 18M, 24M,
30M, and 36M, respectively. Similarly, participant-reported injection drug use within the month prior to
each visit was 15%, 19%, 17%, 15%, 16%, and 18% at 6M, 12M, 18M, 24M, 30M, and 36M, respectively.

Conclusion: Rates of drug use remained comparable from the start of treatment through the 3-year
follow-up. Final data from this trial in participants on OAT demonstrate that HCV reinfection following
EBR/GZR therapy is uncommon, despite ongoing drug use. Additional data including specific risk
behaviors will be reported.
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