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medullary thyroid carcinoma and the risk of acute pancreatitis.  

Risk of Acute Pancreatitis cute Pancreatitis 

	 In clinical trials, there were more cases of acute pancreatitis among patients treated withIn clinical trials, there were more cases of acute pancreatitis among patients treated withIn clinical trials, there were more cases of acute pancreatitis among patients treated with 

TANZEUM than among patients treated with comparators.TANZEUM than among patients treated with comparators. 

	 Counsel patients to contact their HCP promptly in the event of characteristic symptoms ofto contact their HCP promptly in the event of characteristic symptoms ofto contact their HCP promptly in the event of characteristic symptoms of 

acute pancreatitis: persistent, severe abdominal painpersistent, severe abdominal pain sometimes radiating to the back,sometimes radiating to the back, 

which may or may not be accompanied by vomiting. ich may or may not be accompanied by vomiting. 

	 If acute pancreatitis is suspected, TANZEUM sIf acute pancreatitis is suspected, TANZEUM should promptly be discontinued. If acuteIf acute 

pancreatitis is confirmed, TANZEUM should not be restartedpancreatitis is confirmed, TANZEUM should not be restarted. 

	 TANZEUM has not been studied in patients with a history of pancreatitis to determine whetherTANZEUM has not been studied in patients with a history of pancreatitis to determine whetherTANZEUM has not been studied in patients with a history of pancreatitis to determine whether 

these patients are at increased risk for acute pancreatitis.these patients are at increased risk for acute pancreatitis. Consider other anti-diabeticdiabetic 

therapies in patients with a history of pancreatitis.therapies in patients with a history of pancreatitis. 

Indication 
TANZEUM is a GLP-1 receptor agonist1 receptor agonist indicated as an adjunct to diet and exercise toto diet and exercise to 
improve glycemic control in adults with type 2 diabetes mellitus.glycemic control in adults with type 2 diabetes mellitus. 

TANZEUM is not recommended as firstnot recommended as first-line therapy for patients inadequately controlled controlled 
on diet and exercise. 

What is the Tanzeum REMS?What is the Tanzeum REMS? 

A REMS (Risk Evaluation and Mitigationitigation Strategy) is a program required by the FDA to managetrategy) is a program required by the FDA to manage 

known or potential serious risks associated with a drug productassociated with a drug product. FDA has determined that aFDA has determined that a 

REMS is necessary to ensure that the benefits of TANZEUM outweigh the potential risk ofREMS is necessary to ensure that the benefits of TANZEUM outweigh the potential risk ofREMS is necessary to ensure that the benefits of TANZEUM outweigh the potential risk of 

medullary thyroid carcinoma and the risk of acute pancreatitis.medullary thyroid carcinoma and the risk of acute pancreatitis. This factsheet is required by theThis factsheet is required by the 

FDA as part of the TANZEUM REMS program.of the TANZEUM REMS program. Please visit www.TANZEUMREMS.comwww.TANZEUMREMS.com for 

further information. 

Adverse Events 
To report adverse events among patients taking TANZEUM, contact:To report adverse events among patients taking TANZEUM, contact: 

 GlaxoSmithKline (the Sponsor) at 1--888-825-5249 and/or 

 FDA at 1-800-FDA-1088 or www.fda.gov/medwatchwww.fda.gov/medwatch 

Please contact our Medical Information department at 1Please contact our Medical Information department at 1-888-825-5249 if you have any5249 if you have any 

questions about this factsheet or the safe and effective use of TANZEUM.or the safe and effective use of TANZEUM. 
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