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      Novo Nordisk is committed to the responsible use of our medicines
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      See below for the indications and links to our product websites.


    
  

  
    






    











  
    
    
    
    
    
        
        

    





    





  
    
      This site provides information about our prescription-only, FDA-approved medicines containing semaglutide: Wegovy®, Ozempic®, and Rybelsus®. 

For the latest information about how to identify authentic semaglutide products (vs counterfeit), 
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        For our position on compounded products, 
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		WEGOVY® is a medicine used along with a reduced calorie meal plan and increased physical activity that may help adults with obesity, some children aged ≥12 years with obesity, or some adults with excess weight who also have weight-related medical problems to lose weight and keep it off.
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      Prescribing Information, including Boxed Warning
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		OZEMPIC® is used along with diet and exercise to improve blood sugar (glucose) in adults with type 2 diabetes and to reduce the risk of major cardiovascular events such as heart attack, stroke, or death in adults with type 2 diabetes with known heart disease.
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      Prescribing Information, including Boxed Warning
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		RYBELSUS® is used along with diet and exercise to improve blood sugar (glucose) in adults with type 2 diabetes.
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      Important information on the responsible use of semaglutide


    
  

  
    






  





    











  
    
    
    
    
    
        
        
    











  
    
    
    
    
    
        
        

    





    





  
    
      At Novo Nordisk, patient safety is paramount. We are the only company in the United States with FDA-approved medications containing semaglutide. No generic or other alternate FDA-approved products containing semaglutide currently exist. Read more here.

The FDA has also shared safety information on compounded semaglutide on their website here.


    
  

  
    






    











  
    
    
    
    
    
        
        
  






    





    





  
    
      Updated: February 20, 2024

As an update to the December 21, 2023 company statement, which alerted consumers to counterfeit Ozempic® (semaglutide) injection 1 mg determined to be outside the Novo Nordisk authorized supply chain, Novo Nordisk is encouraging patients who have counterfeit product in their possession to return the product by calling the Novo Nordisk customer care at 1-800-727-6500 Monday through Friday from 8:30 AM to 6:00 PM EST.

Return of product only pertains to counterfeit Ozempic® (semaglutide) injection 1 mg with lot number, NAR0074, and serial number, 430834149057, as displayed in the December company statement. 

For additional information as well as pictures and details on how to identify differences between these recent counterfeits and authentic FDA-approved Ozempic®, please click here.

In addition, to see our position on compounded products, click here. 


    
  

  
    






  





        
    


  

  
  





    











  
    
    
    
    
    
        
        
  






    





    





  
    
      Updated: December 21, 2023

Novo Nordisk has become aware of several thousand units of counterfeit Ozempic® (semaglutide) injection 1 mg determined to be outside the Novo Nordisk authorized supply chain. FDA has issued an alert on this counterfeit product, and Novo Nordisk is working with FDA to identify and investigate any further potential counterfeit semaglutide injectable products found in the US.



For additional information as well as pictures and details on how to identify differences between these recent counterfeits and authentic FDA-approved Ozempic®, please click here.



Patients are encouraged to only acquire Ozempic® (semaglutide) injection 1 mg through pharmacies and to check the product before using for any signs of counterfeiting as outlined above.



	If a prescription is filled via a major retailer who uses our authorized distributors, Novo Nordisk believes the risk of receiving counterfeit product is minimized. 


	Patients should check their Ozempic® box to identify if it reflects lot number in question, NAR0074, and serial number 430834149057. 
	To report suspicious Ozempic® product with serial number 430834149057 or other suspected Novo Nordisk counterfeit products, or if patients need additional help determining if a Novo Nordisk product is counterfeit, please call Novo Nordisk customer care at 1-800-727-6500 Monday through Friday from 8:30 AM to 6:00 PM EST. Patients can also report it directly to the FDA's Office of Criminal Investigation (OCI) here: Report Suspected Criminal Activity (fda.gov).


If an individual is experiencing any side effects that may be related to the use of a counterfeit product, that person should immediately discontinue use and contact their healthcare provider, and is additionally encouraged to report the event to FDA’s MedWatch Safety Information and Adverse Event Reporting Program (1-800-FDA-1088 or www.fda.gov/medwatch) as well as to Novo Nordisk, using the same customer care number (1-800-727-6500).

Websites selling counterfeit and/or tampered medicines should be reported to FDA. Suspected counterfeit products may be reported to FDA by calling FDA’s OCI at 1-800-551-3989, or local OCI field office or by reporting it directly here: Report Suspected Criminal Activity (fda.gov).




    
  

  
    






        
    


  

  
  





  





    











  
    
    
    
    
    
        
        
  






    





    





  
    
      Updated: December 8, 2023


    
  

  
    






  





    











  
    
    
    
    
    
        
        

    





    





  
    
      Novo Nordisk, as part of its ongoing commitment to patient safety, is taking several additional actions to protect US patients and consumers from adulterated and misbranded injectable compounded drugs that claim to contain semaglutide. To learn more,


    
  

  
    






    















  
    
      
        please click here.
      
      
  
  
    
      
        
          
            
          
        
      
    
  


      
  
    
      
        
          
            
          
        
      
    
  


      
    
  






        
    


  

  
  





        
    


  

  
  





        
    


  

  
  





    











  
    
    
    
    
    
        
        
  






    





    





  
    
      Updated: June 16, 2023


    
  

  
    







    





    





  
    
      Novo Nordisk is working with the US Food and Drug Administration (FDA) and is alerting the public that a counterfeit case of Ozempic® (semaglutide injection) pen was found in the US. The safety or efficacy of counterfeit products is unknown and they should not be used. Potential risks of taking a counterfeit medicine include serious adverse events.



For pictures and details to identify differences between an authentic FDA-approved Ozempic® pen in the US and counterfeit product, please click here.

To report counterfeit semaglutide products or any suspected Novo Nordisk counterfeit products, please call Novo Nordisk customer care at 1-800-727-6500 Monday through Friday from 8:30 AM to 6:00 PM ET.

If an individual is experiencing any side effects that may be related to the use of a counterfeit product, that person should immediately discontinue use and contact their healthcare provider, and is additionally encouraged to report the event to FDA’s MedWatch Safety Information and Adverse Event Reporting Program (1-800-FDA-1088 or www.fda.gov/medwatch) as well as to Novo Nordisk, using the same customer care number (1-800-727-6500).

Websites selling counterfeit and/or tampered medicines should be reported to FDA. Suspected counterfeit products may be reported to FDA by calling FDA's OCI at 1-800-551-3989 or a local OCI field office or by reporting it directly here: Report Suspected Criminal Activity (fda.gov).
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   Important Safety Information for Wegovy®
  
 
 
   
   WARNING: RISK OF THYROID C-CELL TUMORS
 
   	In rodents, semaglutide causes dose-dependent and treatment-duration-dependent thyroid C-cell tumors at clinically relevant exposures. It is unknown whether Wegovy® causes thyroid C-cell tumors, including medullary thyroid carcinoma (MTC), in humans as human relevance of semaglutide-induced rodent thyroid C-cell tumors has not been determined
	Wegovy® is contraindicated in patients with a personal or family history of MTC or in patients with Multiple Endocrine Neoplasia syndrome type 2 (MEN 2). Counsel patients regarding the potential risk for MTC with the use of Wegovy® and inform them of symptoms of thyroid tumors (e.g. a mass in the neck, dysphagia, dyspnea, persistent hoarseness). Routine monitoring of serum calcitonin or using thyroid ultrasound is of uncertain value for early detection of MTC in patients treated with Wegovy®

 
  
  
 
 
   Indications and Usage
 
  Wegovy® (semaglutide) injection 2.4 mg is indicated as an adjunct to a reduced calorie diet and increased physical activity for chronic weight management in:
 
  	adults with an initial body mass index (BMI) of ≥30 kg/m2 (obesity) or ≥27 kg/m2 (overweight) in the presence of at least one weight-related comorbid condition (e.g., hypertension, type 2 diabetes mellitus, or dyslipidemia) 
	pediatric patients aged 12 years and older with an initial BMI at the 95th percentile or greater standardized for age and sex (obesity)

 
   Limitations of Use
 
  	Wegovy® contains semaglutide and should not be coadministered with other semaglutide-containing products or with any GLP-1 receptor agonist
	The safety and effectiveness of Wegovy® in combination with other products intended for weight loss, including prescription drugs, over-the-counter drugs, and herbal preparations, have not been established
	Wegovy® has not been studied in patients with a history of pancreatitis

  
 
 
   Important Safety Information cont.
 
  
 
 
   Contraindications
 
 
  	Wegovy® is contraindicated in patients with a personal or family history of MTC or in patients with MEN 2, and in patients with a prior serious hypersensitivity reaction to semaglutide or to any of the excipients in Wegovy®. Serious hypersensitivity reactions, including anaphylaxis and angioedema have been reported with Wegovy®

 
  Warnings and Precautions
 
 
  	Risk of Thyroid C-Cell Tumors: Patients should be further evaluated if serum calcitonin is measured and found to be elevated or thyroid nodules are noted on physical examination or neck imaging
	Acute Pancreatitis: Acute pancreatitis, including fatal and non-fatal hemorrhagic or necrotizing pancreatitis, has been observed in patients treated with GLP-1 receptor agonists, including semaglutide. Acute pancreatitis was observed in patients treated with Wegovy® in clinical trials. Observe patients carefully for signs and symptoms of acute pancreatitis (including persistent severe abdominal pain, sometimes radiating to the back, and which may or may not be accompanied by vomiting). If acute pancreatitis is suspected, discontinue Wegovy® promptly, and if acute pancreatitis is confirmed, do not restart
	Acute Gallbladder Disease: Treatment with Wegovy® was associated with an increased occurrence of cholelithiasis and cholecystitis. The incidence of cholelithiasis and cholecystitis was higher in Wegovy® pediatric patients aged 12 years and older than in Wegovy® adults. In clinical trials in adult patients, cholelithiasis was reported by 1.6% of Wegovy® patients and 0.7% of placebo patients. Cholecystitis was reported by 0.6% of Wegovy® patients and 0.2% of placebo patients. In a clinical trial in pediatric patients aged 12 years and older, cholelithiasis was reported by 3.8% of Wegovy® patients and 0% placebo patients. Cholecystitis was reported by 0.8% of Wegovy® pediatric patients and 0% placebo patients. Substantial or rapid weight loss can increase the risk of cholelithiasis; however, the incidence of acute gallbladder disease was greater in Wegovy® patients than in placebo patients, even after accounting for the degree of weight loss. If cholelithiasis is suspected, gallbladder studies and appropriate clinical follow-up are indicated
	Hypoglycemia: Wegovy® lowers blood glucose and can cause hypoglycemia. In a trial of adult patients with type 2 diabetes, hypoglycemia was reported in 6.2% of Wegovy® patients versus 2.5% of placebo patients. Patients with type 2 diabetes taking Wegovy® with an insulin secretagogue (e.g. sulfonylurea) or insulin may have an increased risk of hypoglycemia, including severe hypoglycemia. Inform patients of the risk of hypoglycemia and educate them on the signs and symptoms. Monitor blood glucose in patients with type 2 diabetes
	Acute Kidney Injury: There have been postmarketing reports of acute kidney injury and worsening of chronic renal failure, which in some cases required hemodialysis, in patients treated with semaglutide. Patients with renal impairment may be at a greater risk of acute kidney injury, but some events have been reported in patients without known underlying renal disease. A majority of the events occurred in patients who experienced nausea, vomiting, or diarrhea, leading to volume depletion. Monitor renal function when initiating or escalating doses of Wegovy® in patients reporting severe adverse gastrointestinal reactions and in patients with renal impairment reporting any adverse reactions that could lead to volume depletion
	Hypersensitivity Reactions: Serious hypersensitivity reactions (e.g., anaphylaxis, angioedema) have been reported with Wegovy®. If hypersensitivity reactions occur, discontinue use of Wegovy®, treat promptly per standard of care, and monitor until signs and symptoms resolve. Use caution in a patient with a history of anaphylaxis or angioedema with another GLP-1 receptor agonist
	Diabetic Retinopathy Complications in Patients with Type 2 Diabetes: In a trial of adult patients with type 2 diabetes, diabetic retinopathy was reported by 4.0% of Wegovy® patients and 2.7% of placebo patients. Rapid improvement in glucose control has been associated with a temporary worsening of diabetic retinopathy. Patients with a history of diabetic retinopathy should be monitored for progression of diabetic retinopathy
	Heart Rate Increase: Mean increases in resting heart rate of 1 to 4 beats per minute (bpm) were observed in Wegovy® adult patients compared to placebo in clinical trials. More Wegovy® adult patients compared with placebo had maximum changes from baseline of 10 to 19 bpm (41% versus 34%) and 20 bpm or more (26% versus 16%). In a clinical trial in pediatric patients aged 12 years and older with normal baseline heart rate, more patients treated with Wegovy® compared to placebo had maximum changes in heart rate of 20 bpm or more (54% versus 39%). Monitor heart rate at regular intervals and instruct patients to report palpitations or feelings of a racing heartbeat while at rest. If patients experience a sustained increase in resting heart rate, discontinue Wegovy®
	Suicidal Behavior and Ideation: Suicidal behavior and ideation have been reported in clinical trials with other weight management products. Monitor patients for depression, suicidal thoughts or behavior, and/or any unusual changes in mood or behavior. Discontinue Wegovy® in patients who experience suicidal thoughts or behaviors and avoid in patients with a history of suicidal attempts or active suicidal ideation

 
  Adverse Reactions
 
 
  	Most common adverse reactions (incidence ≥5%) are: nausea, diarrhea, vomiting, constipation, abdominal pain, headache, fatigue, dyspepsia, dizziness, abdominal distention, eructation, hypoglycemia in patients with type 2 diabetes, flatulence, gastroenteritis, gastroesophageal reflux disease, and nasopharyngitis

 
  Drug Interactions
 
  	The addition of Wegovy® in patients treated with insulin has not been evaluated. When initiating Wegovy®, consider reducing the dose of concomitantly administered insulin secretagogues (such as sulfonylureas) or insulin to reduce the risk of hypoglycemia
	Wegovy® causes a delay of gastric emptying and has the potential to impact the absorption of concomitantly administered oral medications. Monitor the effects of oral medications concomitantly administered with Wegovy®

 
  Use in Specific Populations
 
  	Pregnancy: May cause fetal harm. When pregnancy is recognized, discontinue Wegovy®. Discontinue Wegovy® in patients at least 2 months before a planned pregnancy
	Pediatric: Adverse reactions with Wegovy® in pediatric patients aged 12 years and older were similar to those reported in adults. Pediatric patients ≥12 years of age treated with Wegovy® had greater incidences of cholelithiasis, cholecystitis, hypotension, rash, and urticaria compared to adults treated with Wegovy®

  
 
 
  Please click here for Wegovy® Prescribing Information, including Boxed Warning.
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   Important Safety Information for Ozempic® (semaglutide) injection
 
   
   WARNING: RISK OF THYROID C-CELL TUMORS
 
   	In rodents, semaglutide causes dose-dependent and treatment-duration-dependent thyroid C-cell tumors at clinically relevant exposures. It is unknown whether Ozempic® causes thyroid C-cell tumors, including medullary thyroid carcinoma (MTC), in humans as human relevance of semaglutide-induced rodent thyroid C-cell tumors has not been determined.
	Ozempic® is contraindicated in patients with a personal or family history of MTC and in patients with Multiple Endocrine Neoplasia syndrome type 2 (MEN 2). Counsel patients regarding the potential risk for MTC with the use of Ozempic® and inform them of symptoms of thyroid tumors (eg, a mass in the neck, dysphagia, dyspnea, persistent hoarseness). Routine monitoring of serum calcitonin or using thyroid ultrasound is of uncertain value for early detection of MTC in patients treated with Ozempic®.

 
  
  
 
 [bookmark: Ozempic-HCP-indication-and-limitations-of-use] 
   Indications and Limitations of Use
 
  Ozempic® (semaglutide) injection 0.5 mg, 1 mg, or 2 mg is indicated as an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes mellitus and to reduce the risk of major adverse cardiovascular (CV) events (CV death, nonfatal myocardial infarction, or nonfatal stroke) in adults with type 2 diabetes mellitus and established CV disease.
 
  	Ozempic® has not been studied in patients with a history of pancreatitis. Consider other antidiabetic therapies in patients with a history of pancreatitis.
	Ozempic® is not indicated for use in patients with type 1 diabetes mellitus.

  
 
 [bookmark: Ozempic-HCP-important-safety-information] 
   Important Safety Information cont.
 [bookmark: Ozempic-HCP-contraindications] 
   Contraindications
 
  	Ozempic® is contraindicated in patients with a personal or family history of MTC or in patients with MEN 2, and in patients with a hypersensitivity reaction to semaglutide or to any of the excipients in Ozempic®. Serious hypersensitivity reactions including anaphylaxis and angioedema have been reported with Ozempic®.

 [bookmark: Ozempic-HCP-warnings-and-precautions] 
  Warnings and Precautions
 
  	Risk of Thyroid C-Cell Tumors: Patients should be referred to an endocrinologist for further evaluation if serum calcitonin is measured and found to be elevated or thyroid nodules are noted on physical examination or neck imaging.
	Pancreatitis: Acute and chronic pancreatitis have been reported in clinical studies. Observe patients carefully for signs and symptoms of pancreatitis (persistent severe abdominal pain, sometimes radiating to the back with or without vomiting). If pancreatitis is suspected, discontinue Ozempic® promptly, and if pancreatitis is confirmed, do not restart. 
	Diabetic Retinopathy Complications: In a 2-year trial involving patients with type 2 diabetes and high cardiovascular risk, more events of diabetic retinopathy complications occurred in patients treated with Ozempic® (3.0%) compared with placebo (1.8%). The absolute risk increase for diabetic retinopathy complications was larger among patients with a history of diabetic retinopathy at baseline than among patients without a known history of diabetic retinopathy.
 Rapid improvement in glucose control has been associated with a temporary worsening of diabetic retinopathy. The effect of long-term glycemic control with semaglutide on diabetic retinopathy complications has not been studied. Patients with a history of diabetic retinopathy should be monitored for progression of diabetic retinopathy.
	Never Share an Ozempic® Pen Between Patients: Ozempic® pens must never be shared between patients, even if the needle is changed. Pen-sharing poses a risk for transmission of blood-borne pathogens.
	Hypoglycemia: Patients receiving Ozempic® in combination with an insulin secretagogue (eg, sulfonylurea) or insulin may have an increased risk of hypoglycemia, including severe hypoglycemia. Inform patients using these concomitant medications of the risk of hypoglycemia and educate them on the signs and symptoms of hypoglycemia.
	Acute Kidney Injury: There have been postmarketing reports of acute kidney injury and worsening of chronic renal failure, which may sometimes require hemodialysis, in patients treated with GLP-1 receptor agonists. Some of these events have been reported in patients without known underlying renal disease. A majority of the reported events occurred in patients who had experienced nausea, vomiting, diarrhea, or dehydration. Monitor renal function when initiating or escalating doses of Ozempic® in patients reporting severe adverse gastrointestinal reactions.
	Hypersensitivity: Serious hypersensitivity reactions (eg, anaphylaxis, angioedema) have been reported in patients treated with Ozempic®. If hypersensitivity reactions occur, discontinue use of Ozempic®; treat promptly per standard of care, and monitor until signs and symptoms resolve. Use caution in a patient with a history of angioedema or anaphylaxis with another GLP-1 receptor agonist.
	Acute Gallbladder Disease: Acute events of gallbladder disease such as cholelithiasis or cholecystitis have been reported in GLP-1 receptor agonist trials and postmarketing. In placebo-controlled trials, cholelithiasis was reported in 1.5% and 0.4% of patients treated with Ozempic® 0.5 mg and 1 mg, respectively, and not reported in placebo-treated patients. If cholelithiasis is suspected, gallbladder studies and appropriate clinical follow-up are indicated.

 [bookmark: Ozempic-HCP-adverse-reactions] 
  Adverse Reactions
 
  	The most common adverse reactions, reported in ≥5% of patients treated with Ozempic® are nausea, vomiting, diarrhea, abdominal pain, and constipation.

 [bookmark: Ozempic-HCP-drug-interactions] 
  Drug Interactions
 
  	When initiating Ozempic®, consider reducing the dose of concomitantly administered insulin secretagogue (such as sulfonylureas) or insulin to reduce the risk of hypoglycemia.
	Ozempic® causes a delay of gastric emptying and has the potential to impact the absorption of concomitantly administered oral medications, so caution should be exercised.

 [bookmark: Ozempic-HCP-use-in-specific-populations] 
  Use in Specific Populations
 
  	There are limited data with semaglutide use in pregnant women to inform a drug-associated risk for adverse developmental outcomes. Discontinue Ozempic® in women at least 2 months before a planned pregnancy due to the long washout period for semaglutide.

  
 
 [bookmark: Ozempic-HCP-prescribing-information-link] 
  Please click here for Ozempic® Prescribing Information, including Boxed Warning.
 
   
  
 


      [bookmark: anchor-Rybelsus-HCP-isi]
      
        
 [bookmark: Rybelsus-HCP-important-safety-information] 
   Important Safety Information for RYBELSUS® (semaglutide) tablets 7 mg or 14 mg
  
 
 
   
   WARNING: RISK OF THYROID C-CELL TUMORS
 
   	In rodents, semaglutide causes dose-dependent and treatment-duration dependent thyroid C-cell tumors at clinically relevant exposures. It is unknown whether RYBELSUS® causes thyroid C-cell tumors, including medullary thyroid carcinoma (MTC), in humans as human relevance of semaglutide-induced rodent thyroid C-cell tumors has not been determined
	RYBELSUS® is contraindicated in patients with a personal or family history of MTC and in patients with Multiple Endocrine Neoplasia syndrome type 2 (MEN 2). Counsel patients regarding the potential risk for MTC with the use of RYBELSUS® and inform them of symptoms of thyroid tumors (e.g. a mass in the neck, dysphagia, dyspnea, persistent hoarseness). Routine monitoring of serum calcitonin or using thyroid ultrasound is of uncertain value for early detection of MTC in patients treated with RYBELSUS®

 
  
  
 
 [bookmark: Rybelsus-HCP-indication-and-usage] 
   Indication and Usage
 
  RYBELSUS® (semaglutide) tablets 7 mg or 14 mg is indicated as an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes.
 [bookmark: Rybelsus-HCP-limitations-of-use] 
   Limitations of Use
 
  	RYBELSUS® has not been studied in patients with a history of pancreatitis. Consider other antidiabetic therapies in patients with a history of pancreatitis
	RYBELSUS® is not indicated for use in patients with type 1 diabetes

  
 
 [bookmark: Rybelsus-HCP-important-safety-information-continued] 
   Important Safety Information
 [bookmark: Rybelsus-HCP-contraindications] 
   Contraindications
 
  	RYBELSUS® is contraindicated in patients with a personal or family history of medullary thyroid carcinoma (MTC) or in patients with Multiple Endocrine Neoplasia syndrome type 2 (MEN 2), and in patients with a prior serious hypersensitivity reaction to semaglutide or to any of the excipients in RYBELSUS®. Serious hypersensitivity reactions including anaphylaxis and angioedema have been reported with RYBELSUS®

 [bookmark: Rybelsus-HCP-warnings-and-precautions] 
  Warnings and Precautions
 
  	Risk of Thyroid C-Cell Tumors: Patients should be further evaluated if serum calcitonin is measured and found to be elevated or thyroid nodules are noted on physical examination or neck imaging
	Pancreatitis: Has been reported in clinical trials. Observe patients carefully for signs and symptoms of pancreatitis (including persistent severe abdominal pain, sometimes radiating to the back and which may or may not be accompanied by vomiting). If pancreatitis is suspected, discontinue RYBELSUS® and initiate appropriate management; if confirmed, do not restart RYBELSUS®
	Diabetic Retinopathy Complications: In a pooled analysis of glycemic control trials with RYBELSUS®, patients reported diabetic retinopathy related adverse reactions during the trial (4.2% with RYBELSUS® and 3.8% with comparator). In a 2-year trial with semaglutide injection involving patients with type 2 diabetes and high cardiovascular risk, more events of diabetic retinopathy complications occurred in patients treated with semaglutide injection (3.0%) compared to placebo (1.8%). The absolute risk increase for diabetic retinopathy complications was larger among patients with a history of diabetic retinopathy at baseline than among patients without a known history of diabetic retinopathy.
 Rapid improvement in glucose control has been associated with a temporary worsening of diabetic retinopathy. Patients with a history of diabetic retinopathy should be monitored for progression of diabetic retinopathy
	Hypoglycemia: Patients receiving RYBELSUS® in combination with an insulin secretagogue (e.g., sulfonylurea) or insulin may have an increased risk of hypoglycemia, including severe hypoglycemia. Inform patients using these concomitant medications of the risk of hypoglycemia and educate them on the signs and symptoms of hypoglycemia
	Acute Kidney Injury: There have been postmarketing reports of acute kidney injury and worsening of chronic renal failure, which may sometimes require hemodialysis, in patients treated with GLP-1 receptor agonists, including semaglutide. Some of these events have been reported in patients without known underlying renal disease. A majority of the reported events occurred in patients who had experienced nausea, vomiting, diarrhea, or dehydration. Monitor renal function when initiating or escalating doses of RYBELSUS® in patients reporting severe adverse gastrointestinal reactions
	Hypersensitivity: Serious hypersensitivity reactions (e.g., anaphylaxis, angioedema) have been reported in patients treated with RYBELSUS®. If hypersensitivity reactions occur, discontinue use of RYBELSUS®, treat promptly per standard of care, and monitor until signs and symptoms resolve. Use caution in a patient with a history of angioedema or anaphylaxis with another GLP-1 receptor agonist
	Acute Gallbladder Disease: Acute events of gallbladder disease such as cholelithiasis or cholecystitis have been reported in GLP-1 receptor agonist trials and postmarketing. In placebo-controlled trials, cholelithiasis was reported in 1% of patients treated with RYBELSUS® 7 mg. Cholelithiasis was not reported in RYBELSUS® 14 mg or placebo-treated patients. If cholelithiasis is suspected, gallbladder studies and appropriate clinical follow-up are indicated

 [bookmark: Rybelsus-HCP-adverse-reactions] 
  Adverse Reactions
 
  	Most common adverse reactions (incidence ≥5%) are nausea, abdominal pain, diarrhea, decreased appetite, vomiting and constipation

 [bookmark: Rybelsus-HCP-drug-interactions] 
  Drug Interactions
 
  	RYBELSUS® stimulates insulin release in the presence of elevated blood glucose concentrations. When initiating RYBELSUS®, consider reducing the dose of concomitantly administered insulin secretagogue (such as sulfonylureas) or insulin to reduce the risk of hypoglycemia
	RYBELSUS® delays gastric emptying and has the potential to impact the absorption of other oral medications. Closely follow RYBELSUS® administration instructions when coadministering with other oral medications and consider increased monitoring for medications with a narrow therapeutic index, such as levothyroxine

 [bookmark: Rybelsus-HCP-use-in-specific-populations] 
  Use in Specific Populations
 
  	Pregnancy: Available data with RYBELSUS® are not sufficient to determine a drug-associated risk for major birth defects, miscarriage, or other adverse maternal or fetal outcomes. Based on animal reproduction studies, there may be risks to the fetus from exposure to RYBELSUS®. Use only if the potential benefit justifies the potential risk to the fetus
	Lactation: There are no data on the presence of semaglutide in human milk, the effects on the breastfed infant, or the effects on milk production. Because of the unknown potential for serious adverse reactions in the breastfed infant due to the possible accumulation of salcaprozate sodium (SNAC), an absorption enhancer in RYBELSUS®, from breastfeeding and because there are alternative formulations of semaglutide that can be used during lactation, advise patients that breastfeeding is not recommended during treatment with RYBELSUS®
	Discontinue RYBELSUS® in women at least 2 months before a planned pregnancy due to the long washout period for semaglutide
	Pediatric Use: Safety and effectiveness of RYBELSUS® have not been established in pediatric patients

  
 
 [bookmark: Rybelsus-HCP-prescribing-information-link] 
  Please click here for Prescribing Information, including Boxed Warning.
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All other trademarks, registered or unregistered, are the property of their respective owners.

Non-US Health Care Professionals, please go to www.novonordiskpro.com.


        

        
          
            
              Privacy Notice
            
            |
            
              Cookie Policy
            
            |
            
              Privacy Request Form
            
            |
            
              Contact Us
            
            |
            

            
              novonordisk-us.com    

            © 2024 Novo Nordisk All rights reserved. US24OZM00071 February 2024
          

        

      

      
        
      

    

  


              

            

          

        

      

    

  
  
    









    







    










    










    







    







    






  
    
  

  

  
    
      
        
          Optional
          Mobile number
          
          Please enter a valid phone number.

        

        
          
          Yes, I'd like to receive text messages from novoMEDLINK™
        

        
          
          
          
            
              I agree to receive program and marketing calls and text from Novo
              Nordisk and its associates at the number provided. I understand
              any calls or texts may be generated using an automated technology
              or artificial or prerecorded voice and I do not have to consent to
              receive communications via telephone or text messaging before
              purchasing goods or receiving other services from Novo Nordisk.
              
                Message and data rates may apply. Check with your mobile service
                provider. Message frequency will be based on your selections.
                Text HELP to 70469 for help. Text STOP to 70469 to quit.
                See Terms and Conditions of Use.
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