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e On December 17, 2021, the FDA approval of
orally disintegrating tablets, in adults to reduce symptoms of a peptic ulcer as an
adjunct to treatment of peptic ulcer.

— Dartisla ODT is not indicated as monotherapy for treatment of peptic ulcer because
effectiveness in peptic ulcer healing has not been established.

e Glycopyrrolate is currently available generically as an formulation for adjunctive therapy in
the treatment of peptic ulcer.

o Dartisla ODT is contraindicated in patients at risk for anticholinergic toxicity due to an underlying
medical condition and patients with a hypersensitivity to glycopyrrolate or any of the inactive
ingredients in Dartisla ODT.

e Warnings and precautions for Dartisla ODT include precipitation of acute glaucoma; partial or
complete mechanical intestinal obstruction; gastrointestinal adverse reactions due to decreased
gastrointestinal motility; cognitive and visual adverse reactions; heat prostration at high
environmental temperatures; other conditions exacerbated by anticholinergic adverse reactions; and
increased risk of anticholinergic adverse reactions in geriatric patients.

¢ The most common adverse reactions with Dartisla ODT use are blurred vision, drowsiness,
decreased sweating, flushing, vomiting, constipation, dry mouth, tachycardia, and urinary retention.

e The recommended dosage of Dartisla ODT is 1.7 mg given two or three times daily administered on
top of the tongue. The tablet should be allowed to disintegrate and then swallowed without water.
The maximum recommended daily dosage is 6.8 mg.

— Patients receiving the 2 mg dosage strength of another oral tablet dosage formulation of
glycopyrrolate may be switched to the 1.7 mg dosage strength of Dartisla ODT.

— Dartisla ODT is not recommended for patients in whom a lower dosage strength of another
oral glycopyrrolate product (eg, tablet strength of 1 mg) is appropriate for initial or
maintenance treatment because the dosage strength of Dartisla ODT may exceed the
recommended initial and maintenance dosage of other oral glycopyrrolate products.

e Edenbridge Pharmaceuticals plans to launch Dartisla ODT in early 2022. Dartisla ODT will be
available as a 1.7 mg orally disintegrating tablet.

‘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.edenbridgepharma.com/news.php
https://www.edenbridgepharma.com/news.php
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/215019s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/215019s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/215019s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=725529e8-9c4b-4108-690a-e4f391439736
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=725529e8-9c4b-4108-690a-e4f391439736

