
 

 

FDA Approves Belbuca™, a Buccal Film for Chronic Pain 

Background: 

On October 26th, 2015, BioDelivery Sciences International, Inc. and its partner Endo Pharmaceuticals Inc., announced 

that the US Food and Drug Administration (FDA) approved Belbuca™ buccal film.1 Belbuca™ is indicated for use in 

patients with chronic pain severe enough to require daily, around-the-clock, long-term opioid treatment for which 

alternative treatment options are inadequate. Belbuca™ will be available in seven strengths of 75 mcg, 150 mcg, 300 

mcg, 450 mcg, 600 mcg, 750 mcg, and 900 mcg. Belbuca™ is for oral buccal use only and is to be applied to the buccal 

mucosa every 12 hours.2 The anticipated release date for this new product is first quarter of 2016.1 Pricing information 

is not available at the time of this publication.  

Impact to Our Customers: 

Opioid medications were within the top 10 drugs by both spend and utilization for claims within Healthcare Solutions’ 

book of business in 2014.3 Belbuca™ appears to exhibit a dose-ceiling effect which differs from many other opioids.2 In 

addition, BioDelivery Sciences International, Inc. notes that Belbuca™ is a Schedule III controlled substance, meaning 

that it has been defined as having lower abuse potential than Schedule II drugs, a category that includes most opioid 

analgesics.1 

Healthcare Solutions’ Pharmacy and Therapeutics Committee (P&T) will evaluate whether to recommend coverage 

status of this medication in the future; at this time, however, the medication will require a prior authorization on our 

drug formularies. 

For questions regarding this eAlert or to learn more about our Clinical Rx Services please contact your dedicated Account 

Executive.  
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