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Abstract 1039

RUBY-I: Study Design

Phase 3b, randomized, open-label trial at 9 US sites evaluating safety and efficacy
of 3D (ombitasvir-paritaprevir-ritonavir and dasabuvir) with or without ribavirin for
12 weeks in treatment-naive patients with chronic HCV GT1* and advanced kidney
disease (stage 4 or 5 [eGFR <30 mL/min/1.73 m?] +/- HD)
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Drug Dosmlg

Ombitasvir-Paritaprevir-Ritonavir (25/150/100 mg once daily) + Dasabuvir: 250 mg twice daily
Ribavirin for patients not on hemodialysis: 200 mg once daily

Ribavirin for patients on hemodialysis: 200 mg given 4 hours before each hemodialysis session

*Plasma HCV RNA greater than 1,000 IU/mL, No cirrhosis or coinfection with HBV or HIV, Baseline Hb 210 g/dL
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RUBY-I: Baseline Characteristics

Characteristic

Male, n (%)
Black, n (%)
Age (years), mean (range)
BMI (kg/m2), mean (range)
HCV genotype 1a, n (%)
IL28B non-CC genotype, n (%)
HCV RNA (log,, lU/mL), mean £ SD
Chronic Kidney Disease (CKD) Stage
Stage 4
Stage 5
eGFR (mL/min/1.732), mean (range)
Hemoglobin (g/dL), mean (range)

17 (85)
14 (70)
59.1 (49 - 69)

30.1 (20.3 - 37.1)

13 (65)
14 (70)
6.58 £ 0.56

6 (30)

14 (70)
14.8 (5.4 - 29.9)
12.5 (9.5 - 16.6)
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RUBY-I: Cohort 1 Efficacy
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RUBY-I: Safety

Cohort 1

» 9 Treatment-emergent SAEs in 4 subjects
= 1 Death (1302: LV systolic dysfunction/cardiac arrest)
= 0 DAA drug-related SAEs in 0 subjects

» Grade 3+ ALT elevations: 0
= Discontinuation of DAAs due to AE: 0

Cohort 2

= 0 SAEs in O subjects
= 0 Deaths
= 0 DAA drug-related SAEs in 0 subjects

= Grade 3+ ALT elevations: 0
= Discontinuation of DAAs due to AE: 0
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