
 

 

 

 

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.  
 
© 2024 Optum, Inc. All rights reserved. ORX6547968A-TEMPLATE_220208 
 
 

optum.com/optumrx 
 

Entresto® Sprinkle (sacubitril/valsartan) – New formulation approval 
• On April 12, 2024, the FDA approved Novartis’ Entresto Sprinkle (sacubitril/valsartan), a new oral 

pellets within capsule formulation of Entresto.  
 

— Entresto was previously available as an oral tablet.  
 

• Entresto is approved to reduce the risk of cardiovascular death and hospitalization for heart failure 
in adult patients with chronic heart failure and for the treatment of symptomatic heart failure with 
systemic left ventricular systolic dysfunction in pediatric patients aged one year and older. 
 

• Entresto Sprinkle carries a boxed warning for fetal toxicity. 
 

• Entresto Sprinkle is contraindicated: 
 

— In patients with hypersensitivity to any component 
— In patients with a history of angioedema related to previous angiotensin-converting 

enzyme (ACE) inhibitor or angiotensin II receptor blocker (ARB) therapy  
— With concomitant use of ACE inhibitors 
— With concomitant use of aliskiren in patients with diabetes. 

 
• Warnings and precautions for Entresto Sprinkle include angioedema, hypotension, impaired renal 

function, and hyperkalemia. 
 

• Refer to the Entresto Sprinkle drug label for complete dosing and administration 
recommendations.  
 

• Novartis’ launch plans for Entresto Sprinkle are pending. Entresto Sprinkle will be available as a 6 
mg/6 mg and 15 mg/16 mg film-coated oral pellets within capsules. 

https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2024/218591Orig1s000,%20207620Orig1s025ltr.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/207620s025,218591s000lbl.pdf

