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e On October 5, 2017, the updates to the Indications and Contraindications sections of
the drug label, to limit use to patients = 13 years of age, and to
expand the contraindications for pediatric patients from 2 years old to < 6 years old secondary to the
risk of respiratory and central nervous system (CNS) depression.

— Lomotil is a Schedule V controlled substance (C-V).

e Previously, Lomotil was indicated as adjunctive therapy in the management of diarrhea, and dosing
recommendations were provided for pediatric patients as young as 2 years old.

e Cases of severe respiratory depression and coma, leading to permanent brain damage or death
have been reported in patients < 6 years of age who received Lomotil. Lomotil is contraindicated in
patients < 6 years of age due to these risks.

e In addition, the Warnings section was updated to add a description of the anticholinergic and opioid
toxicities.

— Toxicities associated with the atropine and diphenoxylate components of Lomotil have been
reported.

— The initial presenting symptoms may be delayed by up to 30 hours due to prolonged gastric
emptying time induced by diphenoxylate hydrochloride.

— Clinical presentations vary in terms of which toxicity (anticholinergic vs. opioid) will present
first or predominate; non-specific findings have been reported and include symptoms such
as drowsiness.

e The recommended dose of Lomotil in patients = 13 years of age is two tablets orally four times per
day (maximum daily dose of 20 mg/day of diphenoxylate). After initial control has been achieved, the
Lomotil dose may be reduced to meet individual requirements. Control may often be maintained with
as little as two Lomotil tablets daily.

— If clinical improvement of chronic diarrhea after treatment with the maximum recommended
daily dose is not observed within 10 days, Lomotil should be discontinued as symptoms are
unlikely to be controlled by further administration.

e Other updates were made to the following sections:

— Adverse Reactions section to add “hallucinations”.

— Contraindications section to add Clostridium difficile as the organism associated with
pseudomembranous enterocolitis.

— Overdosage section to include opioid and anticholinergic effects to describe overdose
symptoms and update current management of toxicity.

fa

) .
- 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/
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2017/012462Orig1s045ltr.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/012462s045lbl.pdf

