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Description of Procedure or Service          
Buprenorphine/naloxone and buprenorphine are orally administered medications used to treat patients 
with opioid dependence.  
 
Rationale              
Buprenorphine and buprenorphine/naloxone are used for office-based management treatment of opioid 
dependence, whereas methadone needs to be administered in a methadone clinic.  
  
Naloxone has poor sublingual absorption but good parenteral bioavailability. Injection of crushed 
buprenorphine/naloxone tablets will precipitate opioid withdrawal and may have a lower risk of diversion 
and parenteral abuse than plain buprenorphine.[1]  
 
There are no studies of buprenorphine/naloxone for treatment of pain.   There are no clinical studies 
showing that buprenorphine/naloxone remains effective in the treatment of opioid dependence when it 
is combined with other opioids.  
 
Clinical Efficacy  
OPIOID DEPENDENCE  
National treatment guidelines recognize buprenorphine/naloxone and buprenorphine as first-line 
treatment options for opioid dependence.[2,3]  There are no clinical trials demonstrating superior 
efficacy or safety of buprenorphine/naloxone compared to buprenorphine for treatment of opioid 
dependence.[2,4,5]  
 

PAIN  
There is no useful evidence supporting the efficacy of buprenorphine/naloxone in the treatment of pain, 
as there are no studies of buprenorphine/naloxone for treatment of pain.  Buprenorphine/naloxone 
offers no proven additional clinical value over many generic alternatives for treatment of pain.  
Treatment guidelines do not recognize buprenorphine/naloxone as an option of management of 
pain.[6,7]  The NCCN specifically recommends against the use of partial agonists, such as 
buprenorphine, as well as mixed agonist-antagonists in opioid-dependent patients, due to limited utility 
for treatment of pain and risk of potentiation of withdrawal.[8]  
 

OTHER SUBSTANCE DEPENDENCE  
There is no useful evidence supporting the efficacy of buprenorphine/naloxone in the treatment of other 
substance dependence (e.g. cocaine, alcohol, nicotine), as there are no studies of 
buprenorphine/naloxone for treatment of other substance dependence.  
 
Safety  
All options for treatment of opioid dependence have similar side effect profiles.  The most commons 
side effects include pain, headache, withdrawal syndrome, nausea, insomnia, sweating, and 
constipation. [9]  
 

 
 
 
 
 
 
 
 
 
 
 
 



Appendix  
Verification of DATA 2000 waiver to prescribe buprenorphine/naloxone for the treatment of 
opioid addiction[10]  
 
Prescribers must include their DATA 2000 waiver ID number (or "X" number) on prescriptions for opioid 
addiction treatment medications, in addition to the DEA registration number.  The SAMHSA 
Buprenorphine Physician Locator Web site lists the physicians in each State who have DATA 2000 
waivers. (http://www.buprenorphine.samhsa.gov/bwns_locator/index.html) * A physician listed on the 
site can be considered to have a valid DATA 2000 waiver.  
 
* The list on the site is not complete, as physicians with a valid waiver may choose not to be listed on 
the site.  A pharmacist may verify that a physician has a valid DATA 2000 waiver by calling SAMHSA at 
1-866-287-2728 or by e-mail at info@buprenorphine.samhsa.gov.  
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This Medical Policy is designed for informational purposes only and is not an authorization, an 
explanation of benefits, or a contract. Each benefit plan defines which services are covered, which are 
excluded, and which are subject to dollar caps or other limits. Members and their providers will need to 
consult the member's benefit plan to determine if there is any exclusion or other benefit limitations 
applicable to this service or supply. Medical technology is constantly changing and Blue Cross and Blue 
Shield of Kansas City reserves the right to review and revise medical policy. This information is 
proprietary and confidential and cannot be shared without the written permission of Blue Cross and 
Blue Shield of Kansas City. 
 
 


