


 

 

 

 
 

 

 

• 	Warn patients that it is extremely dangerous to self-administer non-prescribed benzodiazepines or other central 
nervous system (CNS) depressants (including alcohol) while taking these products. Caution patients prescribed 
benzodiazepines or other CNS depressants to use them only as directed by their prescriber. 

• 	Instruct patients never to give these products to anyone else, even if he or she has the same signs and symptoms. It 
may cause harm or death. 

• 	Advise patients that these products contain an opioid that can be a target for people who abuse prescription 
medications or street drugs. Caution patients to keep their products in a safe place, and to protect them from theft. 

• 	Advise patients that selling or giving away these products is against the law. 
• 	Use the contents of each BTOD drug product’s Medication Guide, in its entirety, with each patient to review the 

information noted above including side effects and what to do if a patient has them.  The Medication Guide will be 
dispensed with each prescription for a buprenorphine-containing transmucosal product. 

• 	Strongly encourage patients to seek psychosocial counseling and support for safe and effective treatment. 

Reporting Adverse Events 
To report SUSPECTED ADVERSE EVENTS contact: 

• 	The manufacturer of the product taken or 
• 	FDA MedWatch program by phone at 1-800-FDA-1088 or online at www.fda.gov/medwatch/report.htm 

This letter is not a comprehensive description of the risks associated with the use of buprenorphine-containing 
transmucosal products. Additional important safety information can be found in the Office-Based Buprenorphine 
Therapy for Opioid Dependence: Important Information for Pharmacists educational brochure and Prescribing 
Information. 

Additional copies of the educational brochure, Prescribing Information, and Medication Guide for each product covered 
under the BTOD REMS, can be obtained at www.btodrems.com or by contacting the toll-free call center at  
1-855-223-3922. 
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