


SVR12 data. One additional subject experienced post-treatment relapse after achieving SVR12. 
PK data did not indicate a need for dose-adjustment in relationship to transplant or common 
doses of anti-rejection medications such as cyclosporin. 

 
The post-liver and kidney transplant natural history for adults and children is similar regarding 
immunosuppressive regimens and complications (i.e. rejection, infection). Additionally, given 
the sufficient similarity in the natural history of chronic HCV disease between children and 

adults, and the similarities in the treatment and PK/pharmacodynamic (PD) relationship between 
adults and adolescents, extrapolation of efficacy between populations is possible provided that 
drug exposure is matched. GLE and PIB exposures have found to be comparable and data from 
the three Trial M16-123 participants completing 16 weeks of GLE/PIB, along with the safety 

data demonstrated over 8 weeks in the remainder of the cohort, support the safety of GLE/PIB in 
adolescents.  Therefore, the clinical team recommends extending the pediatric approval to 
children who are post-liver or post-kidney transplant aged 12 to 17 years. 
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