
 

 

 

 

At Optum, we help create a healthier world, one insight, one connection, one person at a time. All Optum trademarks and logos are owned by Optum, Inc., in 
the U.S. and other jurisdictions. All other trademarks are the property of their respective owners. This document contains information that is considered 
proprietary to Optum Rx and should not be reproduced without the express written consent of Optum Rx. RxNews® is published by the Optum Rx Clinical 
Services Department.  
 
© 2022 Optum, Inc. All rights reserved. ORX6547968A-TEMPLATE_220208 
 
 

optum.com/optumrx 
 

Ukoniq™ (umbralisib) – Voluntary withdrawal 
• On April 15, 2022, TG Therapeutics announced it has voluntarily withdrawn Ukoniq (umbralisib) 

from sale for the approved indications of treatment of adult patients with marginal zone lymphoma 
(MZL) who have received at least one prior anti-CD20-based regimen, and treatment of adult 
patients with follicular lymphoma (FL) who have received at least three prior systemic therapies. 

 
• Ukoniq received accelerated approval for these indications in February 2021 based on overall 

response rate. Continued approval was contingent upon verification and description of clinical 
benefit in a confirmatory trial. 

 
• TG Therapeutics’ decision to withdraw Ukoniq from sale was primarily based on the withdrawal of 

the pending Biologics License Application (BLA)/supplemental New Drug Application (sNDA) for 
the combination of ublituximab and Ukoniq for the treatment of adult patients with chronic 
lymphocytic leukemia (CLL) and small lymphocytic lymphoma (SLL).  
 

— The decision to withdraw the pending applications was based on the recent updated 
results from the UNITY-CLL study, a Phase 3, randomized controlled clinical trial which 
compared the combination of ublituximab and Ukoniq vs. Gazyva® (obinutuzumab). 

— The updated results from UNITY-CLL showed an increasing imbalance in overall survival 
in favor of the control arm (Gazyva). 

https://ir.tgtherapeutics.com/news-releases/news-release-details/tg-therapeutics-announces-voluntary-withdrawal-blasnda-u2-treat
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=2cdecefe-c9e4-4af3-bbaa-a1111c768d29
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=df12ceb2-5b4b-4ab5-a317-2a36bf2a3cda

