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INDICATION(S) FOR USE

Xofluza® is an influenza virus polymerase acidic (PA) endonuclease inhibitor indicated for:
e Treatment of acute uncomplicated influenza in patients 12 years of age and older who have been symptomatic
for no more than 48 hours and who are:
o otherwise, healthy, or
o at high risk of developing influenza-related complications.
e Post-exposure prophylaxis of influenza in patients 12 years of age and older following contact with an individual
who has influenza.

MECHANISMS OF ACTION

Baloxavir marboxil is an oral prodrug that is converted to baloxavir, an inhibitor of the endonuclease activity of a
selective polymerase acidic (PA) protein, which is required for viral gene transcription, resulting in inhibition of
influenza virus replication. Baloxavir has demonstrated antiviral activity against influenza A and B viruses, including
strains resistant to standard current antiviral agents.

DOSAGE FORM(S) AND STRENGTH(S)

e Tablets: 40 mg and 80 mg.
e For oral suspension: 40 mg/20 mL when constituted for final concentration of 2 mg/mL.
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nor as a substitute for reading original literature. RxAdvance makes every effort to ensure that the information provided is up-to-date, accurate, and complete, but
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DOSE & ADMINISTRATION

Treatment and Post-Exposure Prophylaxis of Influenza:

Xofluza® should be taken as a single dose as soon as possible and within 48 hours of influenza symptom onset for
treatment of acute uncomplicated influenza or following contact with an individual who has influenza.
Xofluza® should be taken with or without food.

Patient Body Recommended Single Oral Dose in Patients 12 Years
Weight (k) of Age and Older
Less than B0 kg One 40 mg tablet

(blister card contains one 40 mg tablet)

At least B0 kg One B0 myg tablet
(blister card contains one 80 mg tablet)

EFFICACY

Treatment of Acute Uncomplicated Influenza—Otherwise Healthy Subjects

Adults and Adolescents (Aged 12 Years and Older)

Two randomized, controlled, double-blinded clinical trials conducted in two different influenza seasons evaluated
efficacy and safety of Xofluza® in otherwise healthy subjects with acute uncomplicated influenza.

In both trials, Xofluza® treatment at the recommended dose resulted in a statistically significant shorter time to
alleviation of symptoms compared with placebo in the primary efficacy population.

Table- Time to Alleviation of Symptoms After Single Dose in Otherwise Healthy Adults with Acute
Uncomplicated Influenza in Trial 1 (Median Hours)

XOFLUZA 40 mg Placebo
(95% C1%) (95% C1Y)
N«=100 N=100
S0 hours” 78 hours
Adults (20 to 64 Years of Age)
(45, 64) (68, 89)
Ol Confidence umterval
"XOFLUZA treatment resulted i a statistically signsficant shorter time 00 alleviation of symptoms compared 10 placceho snang the Gehan- Beeslow s

generalured Wilkconon test (povalue 0014, adjunted for multsplicity using the Bonferrom method) The primary asslyss wung the Cox Proportional
Marards Model did not reach statstical sigmficance (p-value. 0 165)

NOFLLUZAA 400 mg or B0 mg Placchao
(95% C1%) (5% C1%)
N=d455 N=230
54 hours” 80 hours
Subjects (= 12 Years of Age)
{50, 59) (75, 87)
Tl Conbdence intsrvwal
KA A irsaement resultod 1w 8 sstsecally signsficane shoner me b slleviaion of sy plosme compared o placches using the Pets-Premtce s

pencmloed 'Wilconsom e |p-vales: < Q001)

Treatment of Acute Uncomplicated Influenza—High Risk Subjects
Trial 3 (NCT02949011) was a randomized, double-blind, placebo- and active-controlled trial to evaluate the
efficacy and safety of a single oral dose of Xofluza® compared with placebo or oseltamivir in adult and adolescent

subjects 12 years of age or older with influenza who were at high risk of developing influenza related
complications.

This document is designed to be an informational resource to facilitate discussion and should be used neither as a basis for clinical decision-making or treatment
nor as a substitute for reading original literature. RxAdvance makes every effort to ensure that the information provided is up-to-date, accurate, and complete, but

no guarantee is made to that effect. If this information is provided to clients or vendors, it is subject to any contractual confidentiality provisions. Third-party
disclosures are in violation of confidentiality provisions.

© RxAdvance Corporation. Confidential and Proprietary. Page 2 of 3 v2.0.10.3



Time to Improvement of Symptoms After Single Dose in High-Risk Subjects 12 Years of Age and Older with
Acute Uncomplicated Influenza in Trial 3 (Median Hours)

XOFLUZA 40 mg or 80 mg" Placebo
(95% CI") (95% CI")
N=385 N=385
73 hours® 102 hours®
(67, B5) (93, 113)

“The dosage of XOFLUZA was based on subject s weight
'Cl: Confidence interval

WOFLUZA ireatment resulted i a signaficant reduction in Timse 1o Impeovement of Influensa Symptoms comparned 1o placebo wing Peto-Prennce 's
gereralized Wilcoxon test (p-value: < 0.001)
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