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Yondelis® (trabectedin) – New warning 
 

• On May 18, 2017, the FDA approved an update to the Warnings and Precautions section of the 
Yondelis (trabectedin) drug label, regarding capillary leak syndrome (CLS). 

 
• Yondelis is indicated for the treatment of patients with unresectable or metastatic liposarcoma or 

leiomyosarcoma who received a prior anthracycline-containing regimen. 
 

• CLS characterized by hypotension, edema, and hypoalbuminemia has been reported with Yondelis, 
including serious CLS resulting in death.  
 

— Patients should be monitored for signs and symptoms of CLS.  
— If CLS is present, Yondelis should be discontinued and standard management for patients 

with CLS, which may include a need for intensive care, should be promptly initiated. 
 

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/label/2017/207953s003lbl.pdf

