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participants receiving any of the Tollowing: atazanavir once-aaily, raregravir twice-aary

n Measured Values

Part 2: GT1 Analysis Group

v

Overall Number of Participants Analyzed

200

Number (95%
Confidence Interval)

Unit of measure:

Percentage of Participants in GT1 Analysis Group 1
in Part 2 Achieving Sustained Virologic Response 12
Weeks Post-Treatment (SVR12)

percentage of participants

97.0 (93.6 to 98.6)
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Statistical Analysis 1 for Percentage of Participants in GT1 Analysis Group 1 in Part 2 Achieving Sustained Virologic Response 12 Weeks Post-Treatment
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Statistical Comparison Group Selection| Part 2: GT1 Analysis Group
Analysis o
T Comments [Not specified]
Type of Statistical Test| Non-Inferiority
Comments The primary efficacy endpoint was the non-inferiority of the percentage of participants in
the GT1 Analysis Group in Part 2 achieving SVR12 compared to the historical SVR12 rate
for sofosbuvir plus ribavirin (a non-inferiority threshold of the lower bound of the 95% CI of
74%).
Other The historical SVR rate, as reported in the PHOTON-1 study, for sofosbuvir and RBV in HCV/
Statistical HIV-1 coinfected adults is 76% (87/114) with a 95% confidence interval of (67%, 84%).
Analysi:
nalysis Reference: Sulkowski MS, Naggie S, Lalezari J, et al. Sofosbuvir and ribavirin for hepatitis C in
patients with HIV coinfection. JAMA. 2014;312(4):353-61.
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