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Jardiance® (empagliflozin) – New indication 

• On August 18, 2021, Boehringer Ingelheim and Eli Lilly announced the FDA approval of Jardiance 
(empagliflozin), to reduce the risk of cardiovascular (CV) death plus hospitalization for heart failure 
(HHF) in adults with heart failure and reduced ejection fraction. 

 
• Jardiance is also approved: 

 
— As an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes 

mellitus (T2DM) 
— To reduce the risk of CV death in adults with T2DM and established CV disease. 

 
• The approval of Jardiance for the new indication was based on EMPEROR-Reduced, a randomized, 

double-blind, placebo-controlled study in 3,730 patients with chronic heart failure (New York Heart 
Association [NYHA] functional class II-IV) with reduced ejection fraction. Patients received Jardiance 
or placebo, as adjunct to standard of care heart failure therapy. The primary endpoint was the time 
to first event of either CV or HHF. 
 

— Jardiance significantly reduced the relative risk of the primary composite endpoint of time to 
CV death or HHF by 25% (5.3% absolute risk reduction, 0.75 hazard ratio, 95% CI: 0.65, 
0.86; p < 0.0001) vs. placebo. 

— Additionally, Jardiance significantly reduced the risk of occurrence of HHF (first and 
recurrent). 
 

• The recommended dose of Jardiance is 10 mg orally once daily in the morning.  
 

— For additional glycemic control, the dose may be increased to 25 mg in patients tolerating 
Jardiance. 

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.boehringer-ingelheim.us/press-release/us-fda-approves-jardiance-empagliflozin-treat-adults-living-heart-failure-reduced
https://investor.lilly.com/news-releases/news-release-details/us-fda-approves-jardiancer-empagliflozin-treat-adults-living
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2021/204629Orig1s026ltr.pdf
https://docs.boehringer-ingelheim.com/Prescribing%20Information/PIs/Jardiance/jardiance.pdf
https://docs.boehringer-ingelheim.com/Prescribing%20Information/PIs/Jardiance/jardiance.pdf

