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e OnJune 17, 2019, the the approval of ,asan
adjunct to diet and exercise to improve glycemic control in patients 10 years and older with type 2
diabetes mellitus (T2DM).

— Previously, Victoza was approved for the same indication in adults only.

— Victoza should not be used in patients with type 1 diabetes mellitus or for the treatment of
diabetic ketoacidosis, as it would not be effective in these settings.

— The concurrent use of Victoza and prandial insulin has not been studied.

e Victoza is also approved to reduce the risk of major adverse cardiovascular events (cardiovascular
death, non-fatal myocardial infarction, or non-fatal stroke) in adults with T2DM and established
cardiovascular disease.

e The approval of Victoza for the expanded indication was based on a 26-week, double-blind study of
134 pediatric patients with T2DM aged 10 years and older. Patients were randomized to Victoza or
placebo once-daily in combination with with or without basal insulin treatment.

— At week 26, treatment with Victoza reduced HbAlc by 0.64% vs. an increase of 0.42% for
placebo (Treatment difference = -1.06; 95% CI: -1.65; -0.46; p < 0.001).

¢ Victoza carries a boxed warning for the risk of thyroid C-cell tumors.

e The recommended initial dose for Victoza in pediatric patients with T2DM is 0.6 mg daily. After at
least one week at 0.6 mg daily, the dose may be increased to 1.2 mg daily if additional glycemic
control is required. If additional glycemic control is required, the dose may be increased to 1.8 mg
daily after at least one week of treatment with the 1.2 mg daily dose.

— Refer to the Victoza drug label for adult dosing and additional administration
recommendations.

fa

“SWOPTUM®  optummcom

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.

©2019 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/
https://www.fda.gov/news-events/press-announcements/fda-approves-new-treatment-pediatric-patients-type-2-diabetes
https://www.novonordisk-us.com/media/news-releases.html?122967
https://www.novo-pi.com/victoza.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=2d98aea3-35ba-447a-b88f-a5a20b612b2f

