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Zofran® (ondansetron) 
(Abnormal Heart Rhythms – Labeling Change) 

 

NOTICE 

On September 15, 2011 the FDA notified healthcare professionals and patients of the possible development of heart 
rhythm abnormalities observed with the use of ondansetron (Zofran).  

 

BACKGROUND 

Ondansetron is a serotonin agonist anti-emetic FDA indicated for the prevention of nausea and vomiting associated 
with chemotherapy, radiation therapy, and surgery. Due to recent concerns regarding drug-related cardiovascular 
events, some which may be fatal, ondansetron’s drug label will be modified to indicate the potential for development 
of cardiac abnormalities (QT prolongation and Torsade de Pointes) which may be possible with the use of the 
medication. Patients with underlying heart conditions and low blood levels of potassium and magnesium are at an 
increased risk for ondansetron-related cardiac anomalies. In addition to the labeling revision indicated above, 
ondansetron’s drug label will include a recommendation for ECG monitoring in patients with certain conditions 
including electrolyte abnormalities, congestive heart failure, bradyarrhythmias, or in those taking other medications 
with may affect the QT interval.  

 

RECOMMENDED ACTIONS 

At this time, the FDA is requiring labeling modifications to both brand and generic formulations of ondansetron to 
include information about the potential for cardiac abnormalities in patient’s utilizing this agent. The FDA is currently 
requiring GlaxoSmithKline to perform a clinical study examining the effect that ondansetron has on the QT interval in 
an effort to provide clinicians with more detailed dosing/usage information. The FDA has communicated these issues, 
as well as changes to the product labeling, to all healthcare professionals. Given the relatively low utilization of 
ondansetron in workers’ compensation, it is expected that this side effect will be encountered very infrequently in the 
injured worker population. 

DISCLAIMER 

This publication is provided as reference material and is based in part on information derived from third parties. PMSI does not assume liability or 
responsibility for the accuracy or completeness of any third-party material in this document. The information contained herein should not be construed 
as an endorsement of any kind. This document is advisory in nature only and does not replace sound clinical judgment or individualized patient care in 
the delivery of drug therapy. 
 

PMSI — Proven Solutions for Cost Containment.  In 1976, PMSI is a leader in developing solutions to control the growth of medical costs in workers’ 
compensation. As one of the nation’s largest and most experienced companies focused solely on workers’ compensation, we deliver proven solutions for 
cost containment across the claims lifecycle. PMSI’s Pharmacy, Medical Services and Equipment, and Settlement Solutions products deliver quantifiable 
results and improve the quality of care for injured workers. We provide our customers with the innovation, focus, expertise, analytics and technology 
needed to successfully deliver workers’ compensation benefits.  
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