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Background and Aim

• Elbasvir/Grazoprevir (EBV/GZR) is a two-drug fixed-dose combination containing 
50 mg of EBV and 100 mg of GZR in a single tablet.

• EBV/GZR is approved for treatment of chronic hepatitis C infection in patients with 
or without compensated cirrhosis infected with HCV genotypes 1a, 1b, and 4.

• There are few real-world data on the effectiveness EBV/GZR for treatment of 
chronic hepatitis C.

• We assessed the effectiveness and safety of EBV/GZR in the Madrid Registry of 
Use of DAA for HCV (Madrid RUA-VHC), a large prospective registry of individuals 
receiving direct-acting antivirals (DAAs) for the treatment of HCV infection.

Methods

RUA-VHC (Madrid Registry of Use of DAA for HCV)
• Prospective registry of adults (≥18 years) undergoing therapy with DAAs for HCV 

infection in the region of Madrid 
• Madrid-CoRe (Madrid Coinfection Registry)
• Madrid-MoRe (Madrid Monoinfection Registry)

• Compulsory for all hospitals from the Madrid Regional Health Service (SERMAS)
• 21,157 patients registered between Nov 2014 and Jul 2018

Key inclusion criteria
• Treatment with EBV/GZR  
• Scheduled to finish treatment on or before March 1, 2018
• Retreatment after all-oral DAAs were excluded

Primary endpoint
• Week 12 sustained viral response (SVR12) by intention-to-treat analysis (ITT) and 

by modified ITT (m-ITT), excluding patients who discontinued therapy for reasons 
other than adverse events (AEs)

Secondary endpoints
• Viral relapse
• Viral breakthrough
• Discontinuation of treatment due to AEs 
• Discontinuation of treatment for reasons other than AEs

Conclusions

1) The results of this large prospective real-world study analyzing 
treatment outcomes for EBV/GZR against HCV in DAA-naïve 
patients were similar to those found in pivotal clinical trials

2) Factors associated with treatment failure included infection by HCV 
G1a or G4 and liver cirrhosis by ITT analysis, as well as infection by 
HCV G1a or G4 and HCV RNA ≥800K IU/mL by m-ITT analysis.

3) HIV-infection was not associated with response to treatment


