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e On September 20, 2017, the of injection, for
the treatment of acute uncomplicated influenza in patients = 2 years age who have been
symptomatic for no more than 2 days.

— Previously, Rapivab was only approved for use in patients = 18 years of age.

— The efficacy of Rapivab is based on clinical trials of naturally occurring influenza in which
the predominant influenza infections were influenza A virus; a limited number of subjects
infected with influenza B virus were enrolled.

— Influenza viruses change over time. Emergence of resistance substitutions could decrease
drug effectiveness. Other factors (for example, changes in viral virulence) might also
diminish clinical benefit of antiviral drugs. Prescribers should consider available information
on influenza drug susceptibility patterns and treatment effects when deciding whether to use
Rapivab.

— The efficacy of Rapivab could not be established in patients with serious influenza requiring
hospitalization.

e The approval of Rapivab in pediatric patients (2 — 17 years of age) was based on an active-
controlled trial comparing Rapivab vs. oral . The primary endpoint was the safety of
Rapivab compared to oseltamivir as measured by adverse events, laboratory analysis, vital signs
and physical exams.

— The safety profile of Rapivab in pediatric subjects was generally similar to that observed in
adults.

— Specific adverse reactions reported in pediatric subjects treated with Rapivab and not
reported in adults included: vomiting (3% vs. 9% for oseltamivir), fever and tympanic
membrane erythema (2% vs. 0% for oseltamivir, respectively, for each of these events).

— The only clinically significant laboratory abnormality occurring in = 2% of pediatric subjects
treated with Rapivab was proteinuria (3% vs. 0% for oseltamivir).

— Secondary endpoints included efficacy outcomes, such as time to resolution of influenza
symptoms and time to resolution of fever; however, the trial was not powered to detect
statistically significant differences in these secondary endpoints.

e The recommended dosage of Rapivab in pediatric patients (2 — 12 years old) with acute
uncomplicated influenza is a single 12 mg/kg dose (up to a maximum dose of 600 mg) via
intravenous (V) infusion administered within 2 days of onset of symptoms of influenza.

e The recommended dosage of Rapivab in adults and adolescents (= 13 years old) with acute
uncomplicated influenza is a single 600 mg dose via IV infusion administered within 2 days of onset
of symptoms of influenza.

fa

) _
<YOPTUM optumrx.com
OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products.

We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com.

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of their
respective owners.

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written
consent of OptumRXx.

RxNews® is published by the OptumRx Clinical Services Department.

©2017 Optum, Inc. All rights reserved.


file://nas01762pn/RXSOL_Clinical/Drug%20Safety%20and%20Pipeline/RxNews/Resources/Templates/optum.com?elq_mid=10136&elq_cid=1812792&elq_ck=&elq=c94ed081f75e412faa0d967642a61572&elqCampaignId=&elqaid=10136&elqat=1&elqTrackId=ef980a4a60b140cc8022fa389df09caa
https://www.optumrx.com/
http://investor.shareholder.com/biocryst/releasedetail.cfm?ReleaseID=1041215
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2017/206426Orig1s004ltr.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/206426s004lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ee3c9555-60f2-4f82-a760-11983c86e97b

