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Table 15.9.1: SVR12
Ful | Anal ysis Set

SOF/ VEL/ VOX SOF/ VEL
12 Weeks 12 Weeks
(N=182) (N=151)
SVR12 178/ 182 ( 97.8% 136/ 151 ( 90.1%
95% Cl 94.5%to 99.4% 84.1%to 94.3%
p-val ue (Conpared to 85% <0. 001 0. 092

HCV RNA was anal yzed usi ng COBAS Anpl i Prep/ COBAS TagMan HCV Quantitative Test v2.0 with limt of quantitation 15 I U niL.
SVR12 is sustained virologic response (HCV RNA < LLOQ 12 weeks after stopping study treatnent.

A missing SVR12 value is inputed as a success if it is bracketed by values that are terned successes (ie,
otherwi se, the mssing SVR12 value is inputed as a failure. TND = target not detected.

The exact 95% Cl for the proportion within treatment group is based on the C opper-Pearson nethod.

The p-value is obtained fromthe 2-sided exact 1-sanple binomal test for the superiority over the perfornmance goal of 85%

'<LLOQ TND' or '<LLOQ detected');

Source: Listing 16.2.6.1.
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