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Opioid cough suppressants in children — FDA Advisory Committee Recommendations

e On September 11, 2017, the FDA held a Pediatric Advisory Committee Meeting to discuss the
benefit/risk of prescription codeine and hydrocodone antitussives in pediatric patients.

e Opioids can cause respiratory depression, and children are particularly vulnerable. Labels on
products containing opioids warn about this risk in children. Other risks include misuse, abuse,
addiction, overdose, and death.

e FDA advisory committee votes:

— The committee voted (21 no, 2 yes, 1 abstain) that the benefit/risk profile is not favorable for
use of prescription opioid cough suppressants for treatment of cough in pediatric patients.

— The committee voted unanimously (24 no, 0 yes) that the benefit/risk profile is not favorable
for use of prescription codeine cough suppressants for treatment of cough associated with
allergy or the common cold in pediatric patients aged 12 to < 18 years of age.

— The committee voted by a majority that the benefit/risk profile is not favorable for use of
hydrocodone cough suppressants for treatment of cough associated with allergy or the
common cold in pediatric patients aged 6 to < 12 years (23 no, 1 yes) or in pediatric patients
aged 12 to < 18 years (23 no, 1 yes).

e Examples of codeine-containing cough syrups include promethazine/codeine,
promethazine/phenylephrine/codeine, and M-End® PE, Poly-Tussin® AC
(brompheniramine/phenylephrine/codeine).

e Examples of hydrocodone-containing cough syrups include Rezira”
(pseudoephedrine/hydrocodone), Zutripro~ (chlorpheniramine/pseudoephedrine/hydrocodone), and
chlorpheniramine/hydrocodone.

o A FDA expert roundtable meeting was held on April 27, 2017 to discuss the use of cough
suppressants in children < 18 years of age. This meeting provided background information and
framed the questions for the FDA Pediatric Advisory Committee.

e Codeine-containing cough suppressants contain a boxed warning for respiratory depression in
children, death related to ultra-rapid metabolism of codeine to morphine and risks from concomitant
use with benzodiazepines or other central nervous system (CNS) depressants.

e Hydrocodone-containing cough suppressants contain a boxed warning for risks from concomitant
use with benzodiazepines or other CNS depressants.

e A prior FDA Drug Safety Communication regarding use of codeine in children can be found here.

— The FDA announced that new updates will be made to the Contraindications and Warnings
sections of all prescription codeine and tramadol drug products regarding their use in
children, adolescents and breastfeeding women.

fn

k‘é OoOPTUM 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/
https://www.fda.gov/AdvisoryCommittees/CommitteesMeetingMaterials/PediatricAdvisoryCommittee/ucm536086.htm
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=94e1cf52-4f0f-475d-8107-175d8ee1046d
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=f6e9148b-52a9-46e9-ba50-7757215754d7
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=fce1a6e4-cda3-462e-a853-049eabe4441e
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=fce1a6e4-cda3-462e-a853-049eabe4441e
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=7b873615-d90e-41a1-acc6-60f0526eeead
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=7b873615-d90e-41a1-acc6-60f0526eeead
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=6b6ab0f8-fbe6-41f3-9af4-2c86cec4eaf76
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=35ecdec3-4a59-479f-a3cb-4ffe0d4ab85e
https://www.fda.gov/downloads/Drugs/DrugSafety/InformationbyDrugClass/UCM570959.pdf
https://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/PediatricAdvisoryCommittee/UCM575300.pdf
https://www.fda.gov/downloads/Drugs/DrugSafety/UCM553814.pdf

