
FDA Required REMS Safety Information 
 

- Risk of severe hypoglycemia with use of SYMLIN added to mealtime insulin 
- Importance of insulin dose reduction 
- Proper patient selection 

 

Important Safety Update 
 

The FDA has required this safety update as part of the SYMLIN REMS (Risk Evaluation and Mitigation Strategy) 
program to inform health care providers about the following serious risks of SYMLIN (pramlintide acetate): 

 Increased risk of severe hypoglycemia, particularly in patients with type 1 diabetes.  
 Importance of insulin dose reduction 

Counsel and instruct your patients on insulin dose reduction to minimize the risk of hypoglycemia.  
 

 Proper patient selection. SYMLIN is contraindicated in patients with any of the following: 
 Hypoglycemia unawareness 
 Confirmed gastroparesis 
 Serious hypersensitivity to SYMLIN or any of its product components 

 

A non-promotional factsheet, reviewed by the FDA, with more detailed safety information is enclosed. 

Indication: SYMLIN is an amylin analog indicated for patients with type 1 or type 2 diabetes who use mealtime 
insulin and have failed to achieve desired glycemic control despite optimal insulin therapy. 

Please visit www.SYMLINREMS.com for more information. 

This letter does not contain the complete safety profile for SYMLIN. Please see the Prescribing Information and 
Medication Guide, enclosed. 

Reporting Adverse Events 

You are encouraged to report negative side effects of prescription drugs to the FDA.  Visit  
www.fda.gov/medwatch, or call 1-800-FDA-1088. 
  

Sincerely, 

 

James Blasetto MD, MPH 
VP US Medical Affairs, Evidence Generation 
 
Enclosure: REMS Factsheet, SYMLIN Prescribing Information with Medication Guide 
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Talk to Your Patients:
Tell patients that they:

• Will bleed and bruise more easily

• Will take longer than usual to stop bleeding

Instruct patients to:

• Report any unanticipated, prolonged or excessive bleeding, or blood in their stool or urine

• Not take aspirin maintenance doses greater than 100 mg daily

• Not take any products containing aspirin for other conditions.

• List all prescription medications, over the counter medications or dietary supplements they are taking 
or plan to take so the physician knows about other treatment that may affect bleeding risk 
(e.g. warfarin, heparin).

• Inform physicians and dentists that they are taking BRILINTA before any surgery or dental procedure

• Tell the doctor performing any surgery or dental procedure to talk to the prescribing physician before 
stopping BRILINTA.

Medication Guide
The Medication Guide contains information to support patient counseling regarding the risks and benefits 
of treatment with BRILINTA. [The BRILINTA Medication Guide may be obtained from the website 
www.brilintarems.com or by calling Sponsor at 1-800-236-9933.]

Reporting Adverse Events
To report any adverse events with the use of BRILINTA contact:

• Sponsor at 1-800-236-9933 and/or

• FDA MedWatch program by phone at 1-800-FDA-1088 or online at www.fda.gov/medwatch/report.htm 

This letter is not intended as a complete description of the benefits and risks associated with the use of 
BRILINTA. Please refer to the full Prescribing Information and Medication Guide (www.brilintarems.com).

For additional information, please call Sponsor at 1-800-236-9933 or visit www.brilintarems.com.

Sincerely,

James W. Blasetto, M.D., MPH
Vice President
US Strategic Development
AstraZeneca LP
1800 Concord Pike
P.O. Box 8355
Wilmington, DE 19803-8355

Enclosure: BRILINTA Full Prescribing Information and Medication Guide
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