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e On September 23, 2021, the Novartis’ , for the treatment of
pediatric patients greater than or equal to 1 year of age with chronic phase and accelerated phase
Philadelphia chromosome positive chronic myeloid leukemia (Ph+ CML) with resistance or
intolerance to prior tyrosine-kinase inhibitor (TKI) therapy.

— Tasigna was previously only approved in pediatric patients with chronic phase Ph+ CML
with resistance or intolerance to prior TKI therapy.

e Tasigna is also approved for:

— Treatment of adult and pediatric patients greater than or equal to 1 year of age with newly
diagnosed Ph+ CML in chronic phase.

— Treatment of adult patients with chronic phase and accelerated phase Ph+ CML resistant or
intolerant to prior therapy that included

e The approval of Tasigna for the expanded indication was based upon the final data report for study
CAMN107A2203 in pediatric patients with Ph+ CML in chronic phase or accelerated phase resistant
or intolerant to either imatinib or .

e Tasigna carries a boxed warning for QT prolongation and sudden deaths.

e The recommended dosage of Tasigna for pediatric patients is 230 mg/m? orally twice daily, rounded
to the nearest 50 mg dose (to a maximum single dose of 400 mg). If needed, the desired dose
should be attained by combining different strengths of Tasigna capsules. Treatment should be
continued as long as clinical benefit is observed or until unacceptable toxicity occurs.

— Refer to the Tasigna drug label for dosing for all its other indications.

‘f‘ ﬁ
A‘\' 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.
©2021 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.accessdata.fda.gov/drugsatfda_docs/appletter/2021/022068Orig1s035,%20036ltr.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/022068s035s036lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=a1787fad-3612-43e1-98fa-ce62361e0b3c
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=4764f37b-c9e6-4ede-bcc2-8a03b7c521df

