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Videx® and Videx® EC — Updated boxed warning and contraindications

e OnJanuary 25, 2018, the FDA approved an update to the Boxed Warning and Contraindications
sections of the Videx (didanosine) and Videx EC (didanosine delayed-release) drug labels regarding
the contraindication of didanosine with stavudine.

e Videx and Videx EC are indicated for use in combination with other antiretroviral agents for the
treatment of human immunodeficiency virus-1 infection.

e Coadministration of didanosine and stavudine is contraindicated because of the potential for serious
and/or life-threatening events notably pancreatitis, lactic acidosis, hepatotoxicity, and peripheral
neuropathy.

e Revisions were also made to the Boxed Warning and Warning and Precautions sections of the
Videx and Videx EC drug labels regarding the new contraindication.

— Previously, the boxed warning stated that the combination of didanosine with stavudine
should be used with caution during pregnancy and only recommended if the potential
benefits outweighed the potential risks.

¢ In addition, lipoatrophy was added and fat redistribution was removed from the Warnings and
Precautions section of the Videx and Videx EC drug labels.

— Treatment with Videx or Videx EC has been associated with loss of subcutaneous fat, which
is most evident in the face, limbs, and buttocks.

— The incidence and severity of lipoatrophy are related to cumulative exposure, and is often
not reversible when Videx or Videx EC treatment is stopped.

e Patients receiving Videx or Videx EC should be frequently examined and questioned for signs of
lipoatrophy, and if feasible therapy should be switched to an alternative regimen if there is suspicion
of lipoatrophy.

.

& !
.| .
- 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.

©2018 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/2018/020156Orig1s053ltr.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/020156s053lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/021183s028lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=d19c57bd-56f8-4640-b891-18f9c365e372

