DRUG QUANTITY MANAGEMENT POLICY — STANDARD PER RX

PoLicy: baloxavir marboxil oral tablets (Xofluza™ — Genentech USA, Inc.)
Dispensing Limit

DATE REVIEWED: 08/18/2021

DESCRIPTION
Note: Throughout this document the term influenza refers specifically to seasonal influenza.

Four FDA-approved influenza antiviral medications, oral Tamiflu (oseltamivir), inhaled Relenza
(zanamivir), oral Xofluza (baloxavir marboxil) and intravenous Rapivab (peramivir) are recommended for
use.! These medications have activity against both influenza A and B viruses. Tamiflu and Relenza can
be used to treat or prevent influenza. Xofluza is indicated for the treatment and post-exposure
prophylaxis of influenza. Rapivab is indicated for the treatment of influenza.

Tamiflu and Relenza, both antiviral agents that inhibit the influenza (flu) virus (types A and B), are Food
and Drug Administration (FDA)-approved for the prophylaxis and treatment of uncomplicated acute illness
due to influenza infection in patients who have been symptomatic for 2 days or less.>?> Tamiflu is FDA-
approved for the treatment of influenza in adults and children > 2 weeks of age, and for use as prophylaxis
in patients > 3 months of age.! Relenza is FDA-approved for the treatment of influenza in adults and
children > 7 years of age, and for use as prophlaxis in patients > 5 years of age.? When administered within
2 days of the onset of symptoms, Tamiflu and Relenza have been shown to reduce the duration of
uncomplicated influenza A and B illness by approximately 1 day compared to placebo.® Tamiflu and
Relenza are similarly effective in both preventing febrile, laboratory-confirmed influenza illness and
treating symptomatic influenza.®%° Xofluza is an antiviral agent that is FDA approved for the treatment of
acute uncomplicated influenza in patients 12 years of age and older who have been symptomatic for no
more than 48 hours and for post-exposure prophylaxis.* Tamiflu, Relenza and Xofluza have been shown
to reduce the duration of uncomplicated influenza A and B illness by approximately 1 day compared to
placebo.®*4

Chemoprophylaxis is generally not recommended if more than 48 hours have elapsed since the last
exposure to an infectious person. The CDC does not recommend widespread or routine use of antivirals
for chemoprophylaxis as this could promote resistance to antiviral medications or reduce the availability
of medication for treatment of persons at higher risk for complications or those who are severely ill. For
some persons, early treatment and monitoring are an alternate to chemoprophylaxis after a suspected
influenza exposu

Xofluza 40 mg dose (2 x 20 mg dose pack) Maximum Quantity per Rx = 2 tablets
Xofluza 80 mg dose (2 x 40 mg dose pack) Maximum Quantity per Rx = 2 tablets
Xofluza 40 mg tablet Maximum Quantity per Rx = 1 tablet
Xofluza 80 mg tablet Maximum Quantity per Rx = 1 tablet

Xofluza is indicated for the treatment of acute uncomplicated influenza in patients 12 years of age and older
who have been symptomatic for no more than 48 hours and for post-exposure prophylaxis.*

Recommended dosing of Xofluza for patients 12 years of age or older with acute uncomplicated influenza
or post-exposure prophylaxis is provided in the table below:
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Patient Body Weight (kg) Recommended Oral Dose

40 kg to less than 80 kg Single dose of 40 mg

At least 80 kg Single dose of 80 mg

CRITERIA

Express Scripts does not recommend overriding this quantity limit. Two tablets of 20 mg (40 mg dose
pack),40 mg (80 mg dose pack) OR one 40 mg or 80 mg tablet is sufficient to treat one influenza episode
or one post-exposure prophylaxis episode.
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