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CONCLUSIONS

Assessments and Statistical Analyses

* The primary endpoint was change from baseline (CFB) in VL at Day 5
across all treatment arms and was evaluated in the modified full analysis
set (MFAS), which included participants who received =21 dose of the study
intervention and who had a baseline VL 24 log,, copies/mL.

* |buzatrelvir is an oral SARS-CoV-2 Mpr
inhibitor without the need for pharmacokinetic
enhancement and with low potential for DDIs.”®
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 Additional secondary virologic endpoints evaluated in the mFAS included
CFB in VL at Days 3, 10, and 14 and proportion of patients with VL levels
<2 log,, copies/mL (lower limit of quantification [LLOQ]) at Days 3, 5, 10,
and 14.

- Differences in VL were analyzed using a mixed model for repeated
measures (MMRM) with a 1-sided alpha of 0.1.

- Safety and tolerability through Day 33 were evaluated in the safety
analysis set, which included all participants who received =1 dose of
the study drug; assessments included incidence of treatment-emergent
adverse events (AEs); serious AEs (SAEs); and AEs leading to study
discontinuation.

* In this study, ibuzatrelvir showed robust antiviral
activity across all doses, with statistically
significant, dose-dependent decreases in VL
relative to placebo at Days 3 and 5.
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* All doses were well tolerated with a safety profile
similar to placebo and no reports of dysgeusia
(a reported AE during treatment with nirmatrelvir/
ritonavir).®
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