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Esbriet® (pirfenidone) — New Formulation Approval

e OnJanuary 11, 2017, the EDA approved Genentech’s Esbriet (pirfenidone) oral tablets, for the
treatment of idiopathic pulmonary fibrosis (IPF).

e Previously, Esbriet was available as 267 mg capsules. The capsules share the same indication as
the tablets.

e Bioequivalence was demonstrated in the fasted state when comparing the 801 mg tablet to three
267 mg capsules.

— The effect of food on Esbriet exposure was consistent between the tablet and capsule
formulations.

e Warnings and precautions for Esbriet include elevated liver enzymes, photosensitivity reaction or
rash, and gastrointestinal disorders.

e The most common adverse reactions (= 10%) with Esbriet use were nausea, rash, abdominal pain,
upper respiratory tract infection, diarrhea, fatigue, headache, dyspepsia, dizziness, vomiting,
anorexia, gastro-esophageal reflux disease, sinusitis, insomnia, weight decreased, and arthralgia.

e The recommended full dose of Esbriet is 801 mg orally three times daily with food (2403 mg/day).
Upon initiation of treatment, the full dosage of 2403 mg/day is titrated over a 14-day period.

e Genentech’s launch plans for Esbriet tablets are pending.

.

& N
- N .
- OPTUM 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://www.accessdata.fda.gov/drugsatfda_docs/appletter/2017/208780Orig1s000ltr.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/label/2017/208780s000lbl.pdf

