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e On May 31, 2021, the Merck’s delayed-release oral suspension, for
the prophylaxis of invasive Aspergillus and Candida infections in pediatric patients 2 years of age and
older (who weigh 40 kg or less) who are at high risk of developing these infections due to being severely
immunocompromised, such as hematopoietic stem cell transplant (HSCT) recipients with graft-versus-
host disease (GVHD) or those with hematologic malignancies with prolonged neutropenia from
chemotherapy.

o Noxafil was previously available as an injection, delayed-release tablet, and oral suspension.

— Noxafil injection and delayed-release tablets share the same indication as the PowderMix
formulation but in adults and pediatric patients 2 years and older. Noxafil injection was
previously approved in patients 18 years of age and older. Noxafil delayed-release tablets were
previously approved in patients 13 years of age and older. Noxafil oral suspension is approved
for this indication in adults and pediatric patients 13 years of age and older.

— Noxafil oral suspension is also approved for treatment of oropharyngeal candidiasis, including
oropharyngeal candidiasis refractory to itraconazole and/or fluconazole.

o Noxafil PowderMix is contraindicated in patients with known or suspected hereditary fructose
intolerance.

e The recommended dosing for Noxafil PowderMix in pediatric patients is based on weight.

Weight (kg) Loading Dose (volume) Maintenance Dose

(volume)

10 to less than 12 90 mg twice daily on the first day 90 mg once daily

12 to less than 17 120 mg twice daily on the first day 120 mg once daily

17 to less than 21 150 mg twice daily on the first day 150 mg once daily

21 to less than 26 180 mg twice daily on the first day 180 mg once daily

26 to less than 36 210 mg twice daily on the first day 210 mg once daily

36 t0 40 240 mg twice daily on the first day 240 mg once daily

o Noxafil oral suspension is not substitutable with Noxafil delayed-release tablets or Noxafil PowderMix for
delayed-release oral suspension due to the differences in the dosing of each formulation. Therefore, the
specific dosage recommendations for each of the formulations should be followed.

o Refer to the Noxafil/Noxafil PowderMix drug label for additional dosing and administration
recommendations.

e Merck’s launch plans for Noxafil PowderMix are pending. Noxafil PowderMix will be available as a 300
mg delayed-release oral suspension.

": O PT U M i 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/2021/214770Orig1s000;%20205053Orig1s012;%20205596Orig1s012ltr.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/214770s000,205053s012,205596s012lbl.pdf

