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& Placebo
~&— Ensitrelvir 125 mg
—a— Ensitrelvir 250 mg

4+
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Table 2. Time-Weighted Average Change From Baseline Up to 120 Hours
in the Total Score of 12 COVID-19 Symptoms (ITT Population)

Ensitrelvir Ensitrelvir
125 mg 250 mg Placebo

Statistics (N=114) (N=116) (N=111)
No. 109 113 110
Mean (SD) change from —5.95 (4.02) -5.42(3.70) -4.92(3.25)

baseline
LS mean (SE) change from —5.37 (0.24) -5.17(0.23) -5.12(0.24)

baseline assessed by

ANCOVA
LS mean (SE) difference in —0.24 (0.30) —0.04 (0.29)

change from baseline

versus placebo

95% CI —-.8310.34 —-.62 to .53

P A7 .8806

Abbreviations: ANCOVA, analysis of covariance; Cl, confidence interval; COVID-19,

coronavirus disease 2019; ITT,

deviation; SE, standard error.

intention-to-treat;

LS, least squares; SD, standard

Efficacy and Safety of Ensitrelvir in Patients With Mild—to—Moderate Coronavirus Disease 2019

2
)l [[1
-3 T T T T T T
Baseline Day2 Day 4 Day 6 Day 9 Day 14
Number of patients
Placebo 111 108 108 105 102 100
Ensitrelvir 125 mg 112 107 111 109 105 106
Ensitrelvir 250 mg 113 112 112 106 103 100
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D 14
0 4 T & Placebo
e 3 i —e— Ensitrelvir 125 mg
s & ] —e— Ensitrelvir 250 mg
g .§ -2 4
-g UO .3 1
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-6 T T T T T T Y
Baseline Day2 Day 4 Day 6 Day 9 Day 14 Day 21
Number of patients
Placebo 110 110 110 106 102 100
Ensitrelvir 125 mg 112 111 1M1 109 108 106
Ensitrelvir 250 mg 115 112 112 106 103 101

(COVID-19): The Phase 2b Part of a Randomized, Placebo—Controlled, Phase 2/3 Study |

Clinical Infectious Diseases | Oxford Academic (oup.com)
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Copyright © 2021 Massachusetts Medical Society. All rights reserved. Translated with permission.
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Butler CC et al. Lancet 2023; 401(10373):281-293.
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Coagulation and hematologic
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Fatigue and malaise
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Liver disease
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Muscle pain
Metabolic
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Neurologic
Neurocognitive impairment
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Pulmonary
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