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General statistical considerations in the design of confirmatory cllmcal trials for
antiviral drugs in uncomplicated influenza patients
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considerations of confirmatory clinical trial design of antiviral drugs for
uncomplicated influenza patients, including estimands, sample size, bias
control measures and statistical analysis methods, with reference to the
Food and Drug Administration ( FDA ) biostatistics review report on
baloxavir marboxil, the guidance of clinical trial technology for influenza
treatment and prevention drugs, ICH E9R1 and statistical guidances
issued by National Medical Products Administration (NMPA), in order
to provide reference for clinical trial design of antiviral drugs in
uncomplicated influenza patients.
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