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Adlyxin™ (lixisenatide) – New Drug Approval 

• On July 28, 2016, the FDA announced the approval of Sanofi and Zealand Pharma’s Adlyxin (lixisenatide) 
injection, as an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes 
mellitus (T2DM).  

 
— Adlyxin has not been studied in patients with chronic pancreatitis or a history of unexplained 

pancreatitis. Consider other antidiabetic therapies in patients with a history of pancreatitis. 
— Adlyxin is not a substitute for insulin. Adlyxin is not indicated for use in patients with type 1 

diabetes mellitus or for treatment of diabetic ketoacidosis. 
— The concurrent use of Adlyxin with short-acting insulin has not been studied and is not 

recommended. 
— Adlyxin has not been studied in patients with gastroparesis and is not recommended in patients 

with gastroparesis. 
 

• Adlyxin contains lixisenatide, a glucagon-like peptide-1 (GLP-1) receptor agonist, which increases 
glucose-dependent insulin release, decreases glucagon secretion, and slows gastric emptying. 

 
— Other GLP-1 receptor agonists for T2DM include Tanzeum® (albiglutide), Trulicity® (dulaglutide), 

Byetta® (exenatide), Bydureon® (exenatide extended-release), and Victoza® (liraglutide). 
 

• The safety and efficacy of Adlyxin were evaluated in 10 clinical trials enrolling 5,400 patients with T2DM. 
Adlyxin was evaluated both as monotherapy and in combination with other FDA-approved diabetic 
medications, including metformin, sulfonylureas, pioglitazone, and basal insulin. 

 
— Adlyxin improved average blood glucose levels (hemoglobin A1c) in these trials. 
 

• In addition, more than 6,000 patients with T2DM at risk for atherosclerotic cardiovascular disease were 
treated with either Adlyxin or a placebo in a cardiovascular outcomes trial. Use of Adlyxin did not increase 
the risk of cardiovascular adverse events in these patients. 

 
• Adlyxin is contraindicated in patients with known hypersensitivity to lixisenatide or to any component of 

Adlyxin. Hypersensitivity reactions, including anaphylaxis, have occurred with Adlyxin. 
 

• Other warnings and precautions of Adlyxin include pancreatitis, never share Adlyxin pen between 
patients, hypoglycemia with concomitant use of sulfonylurea or basal insulin, acute kidney injury, 
immunogenicity, and macrovascular outcomes. 

 
• The most common adverse events (≥ 5%) with Adlyxin were nausea, vomiting, headache, diarrhea, 

dizziness, and hypoglycemia. 
 
• The recommended starting dose of Adlyxin is 10 mcg subcutaneously once daily for 14 days. On day 15, 

patients may increase to 20 mcg once daily. 
 

— Patients should administer Adlyxin within one hour before the first meal of the day, preferably the 
same meal each day. 

— Discard the pen 14 days after first use. 

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm513602.htm
http://www.news.sanofi.us/2016-07-27-Sanofi-Receives-FDA-Approval-of-AdlyxinTM-for-Treatment-of-Adults-with-Type-2-Diabetes
http://cws.huginonline.com/Z/136974/PR/201607/2031316_5.html
http://products.sanofi.us/Adlyxin/Adlyxin.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=5fcad939-76e7-49cf-af94-4e6aef17901f
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=463050bd-2b1c-40f5-b3c3-0a04bb433309
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=53d03c03-ebf7-418d-88a8-533eabd2ee4f
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=71fe88be-b4e6-4c2d-9cc3-8b1864467776
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=5a9ef4ea-c76a-4d34-a604-27c5b505f5a4
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• Sanofi’s launch plans for Adlyxin are pending. Adlyxin will be available as prefilled pens containing 3 mL 

of solution. Each pen contains either 50 mcg/mL or 100 mcg/mL and delivers 14 pre-set doses of 10 
mcg/dose or 14 pre-set doses of 20 mcg/dose, respectively. 
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