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Applicable States 
 
This Medical Benefit Drug Policy applies to Individual Exchange benefit plans in all states except for Massachusetts, Nevada, 
and New York. 
 

Coverage Rationale 
 
Vivitrol is proven and medically necessary for the treatment of: 
 Maintenance treatment of alcohol dependence when all of the following criteria are met: 

o For initial therapy, all of the following: 
 Diagnosis of alcohol dependence; and 
 Patient is not actively drinking alcohol at the time of initial naltrexone administration; and  
 Patient is able to abstain from alcohol for at least 7 days in an outpatient setting prior to treatment initiation; and 
 Will be used as a part of a substance use disorder treatment program to include counseling and psychosocial 

support; and 
 Patient is not currently taking any opiates or in acute opiate withdrawal; and 
 Dosing is in accordance with the U.S. Food and Drug Administration (FDA) approved labeling; and 
 Initial authorization is for no more than 6 months 

o For continuation of therapy, all of the following: 
 Patient is currently receiving Vivitrol; and 
 Documentation of positive clinical response to Vivitrol; and 
 Documentation that patient has been adherent to Vivitrol therapy (i.e. chart notes); and 
 Dosing is in accordance with the U.S. Food and Drug Administration (FDA) approved labeling; and 
 Authorization is for no more than 12 months 

 Relapse prevention following opioid detoxification in patients with opiate agonist dependence when all of the 
following criteria are met: 
o For initial therapy, all of the following: 

 Diagnosis of opiate agonist dependence; and 

Related Policies 
None 
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 Patient has completed an opioid detoxification program; and  
 Patient has been opioid free for at least 7 days prior to treatment initiation; and 
 Will be used as a part of a substance use disorder treatment program to include counseling and psychosocial 

support; and 
 Dosing is in accordance with the U.S. Food and Drug Administration (FDA) approved labeling; and 
 Initial authorization is for no more than 6 months 

o For continuation of therapy, all of the following: 
 Patient is currently receiving Vivitrol; and 
 Documentation of positive clinical response to Vivitrol; and 
 Documentation that patient has been adherent to Vivitrol therapy (i.e. chart notes); and 
 Dosing is in accordance with the U.S. Food and Drug Administration (FDA) approved labeling; and 
 Authorization is for no more than 12 months 

 

Applicable Codes 
 
The following list(s) of procedure and/or diagnosis codes is provided for reference purposes only and may not be all inclusive. 
Listing of a code in this policy does not imply that the service described by the code is a covered or non-covered health service. 
Benefit coverage for health services is determined by the member specific benefit plan document and applicable laws that may 
require coverage for a specific service. The inclusion of a code does not imply any right to reimbursement or guarantee claim 
payment. Other Policies and Guidelines may apply. 
 

HCPCS Code Description 
J2315 Injection, naltrexone, depot form, 1 mg 

 
Diagnosis Code Description 

F10.20 Alcohol dependence, uncomplicated 

F10.21 Alcohol dependence, in remission 

F10.22 Alcohol dependence with intoxication 

F10.23 Alcohol dependence with withdrawal 

F10.24 Alcohol dependence with alcohol-induced mood disorder 

F10.25 Alcohol dependence with alcohol-induced psychotic disorder 

F10.26 Alcohol dependence with alcohol-induced persisting amnestic disorder 

F10.27 Alcohol dependence with alcohol-induced persisting dementia 

F10.280 Alcohol dependence with alcohol-induced anxiety disorder 

F10.281 Alcohol dependence with alcohol-induced sexual dysfunction 

F10.282 Alcohol dependence with alcohol-induced sleep disorder 

F10.288 Alcohol dependence with other alcohol-induced disorder 

F10.29 Alcohol dependence with unspecified alcohol-induced disorder 

F11.20 Opioid dependence, uncomplicated 

F11.21 Opioid dependence, in remission 

F11.22 Opioid dependence with intoxication 

F11.23 Opioid dependence with withdrawal 

F11.24 Opioid dependence with opioid-induced mood disorder 

F11.25 Opioid dependence with opioid-induced psychotic disorder 

F11.281 Opioid dependence with opioid-induced sexual dysfunction 

F11.282 Opioid dependence with opioid-induced sleep disorder 

F11.288 Opioid dependence with other opioid-induced disorder 

F11.29 Opioid dependence with unspecified opioid-induced disorder 
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Background 
 
Alcohol use disorders (AUDs) are among the most prevalent mental disorders worldwide. Alcohol use disorders are very 
disabling and associated with various physical and psychiatric comorbidities; while additionally contributing to global morbidity 
and mortality. 2013 National Epidemiologic Survey on Alcohol and Related Conditions (NESARC) conducted by the National 
Institute on Alcohol Abuse and Alcoholism indicated a 12-month and lifetime prevalence of 8.5% and 30.3% respectively. 4 
 
DSM-5 AUD diagnoses requires at least 2 of the 11 criteria in the 12 months preceding the appointment. Diagnoses before the 
past 12 months required clustering of at least 2 criteria within a 1-year period. DSM-5 diagnostic criteria for alcohol use disorder 
are :Recurrent drinking resulting in failure to fulfill role obligations; Recurrent drinking in hazardous situations; Continued 
drinking despite alcohol-related social or interpersonal problems; Evidence of tolerance ; Evidence of alcohol withdrawal or use 
of alcohol for relief or avoidance of withdrawal; Drinking in larger amounts or over longer periods than intended; Persistent 
desire or unsuccessful attempts to stop or reduce drinking; Great deal of time spent obtaining, using, or recovering from 
alcohol; Important activities given up or reduced because of drinking; Continued drinking despite knowledge of physical or 
psychological problems caused by alcohol; Alcohol craving.5 
 
The cause of alcohol use disorder is not known but is thought to be the result of a combination of the following: genetics; 
environmental influences (prenatal exposure and peer influences); personality traits includes neuroticism, impulsivity, and 
extroversion; and cognitive dysfunction. Common side effects of alcohol dependence include anxiety, depression, 
hypertension, gastrointestinal symptoms, neurological symptoms, elevated liver enzymes, and bone marrow suppression.6 
 
Illicit use of opioids, including heroin, represents a major public health problem, with a worldwide prevalence of 0.4% among 
individuals aged 15 – 64 years. In the United States, roughly 3.7 million individuals have used heroin at least once in their lives 
and at least 750,000 individuals currently have a heroin dependency. The US National Survey on Drug Use and Health indicated 
that in 2009 the rate of current illicit use was roughly 8.7%. Recent data suggests opioid dependence in chronic non-cancer 
pain patients is as high as 26%.7 
 
Opioid abuse and opioid dependence in the Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition, Text 
Revision (DSM-IV-TR) were replaced by opioid use disorder (OUD) in the DSM-5. DSM-5 diagnostic criteria for opioid use 
disorder is as follows: A problematic pattern of opioid use leading to clinically significant impairment or distress is manifested 
by two or more of the following within a 12-month period: Opioids are often taken in larger amounts or over a longer period than 
was intended; A persistent desire or unsuccessful efforts to cut down or control opioid use; A great deal of time is spent in 
activities necessary to obtain the opioid, use the opioid, or recover from its effects; Craving, or a strong desire or urge to use 
opioids; Recurrent opioid use resulting in a failure to fulfill major role obligations at work, school, or home; Continued opioid 
use despite having persistent or recurrent social or interpersonal problems caused or exacerbated by the effects of opioids; 
Important social, occupational, or recreational activities are given up or reduced because of opioid use; Recurrent opioid use in 
situations in which it is physically hazardous; Continued opioid use despite knowledge of having a persistent or recurrent 
physical or psychological problem that is likely to have been caused or exacerbated by the substance; Tolerance; or 
Withdrawl.8 
 
Symptoms of acute intoxication of opioids include sedation, slurred speech, and pinpoint pupils. Chronic users who have a 
developed a tolerance may show no acute symptoms of intoxication.9  
 

Clinical Evidence 
 
Reference the Clinical Studies information provided in the product labeling.1 
 

U.S. Food and Drug Administration (FDA) 
 
This section is to be used for informational purposes only. FDA approval alone is not a basis for coverage. 
 
VIVITROL contains naltrexone, an opioid antagonist, and is indicated for the treatment of alcohol dependence in patients who 
are able to abstain from alcohol in an outpatient setting prior to initiation of treatment with VIVITROL. VIVITROL is also indicated 
for the prevention of relapse to opioid dependence, following opioid detoxification¹ 



 

Vivitrol® (Naltrexone for Extended-Release Injectable Suspension) Page 4 of 4 
UnitedHealthcare Individual Exchange Medical Benefit Drug Policy Effective 01/01/2023 

Proprietary Information of UnitedHealthcare. Copyright 2023 United HealthCare Services, Inc. 
 

References 
 

1. Vivitrol [prescribing information]. Waltham, MA: Alkermes, Inc; March 2021.  

2. American Society of Addiction Medicine. National Practice Guideline for the Use of Medications in the Treatment of 
Addiction Involving Opioid Use. Chevy Chase, MD. American Society of Addiction Medicine. June 2015. 

3. Substance Abuse and Mental Health Services Administration. Medication for the Treatment of Alcohol Use Disorder: A 
Brief Guide. HHS Publication No. (SMA) 15-4907. Rockville, MD: Substance Abuse and Mental Health Services 
Administration, 2015. 

4. Stahre, Mandy et al. Contribution of excessive alcohol consumption to deaths and years of potential life lost in the United 
States. Preventing chronic disease vol. 11 E109. 26 Jun. 2014. 

5. Grant, Bridget F et al. Epidemiology of DSM-5 Alcohol Use Disorder: Results From the National Epidemiologic Survey on 
Alcohol and Related Conditions III. JAMA psychiatry vol. 72,8 (2015): 757-66.  

6. Sher KJ, Grekin ER, Williams NA. The development of alcohol use disorders. Annual Review of Clinical Psychology. 
2005;1:493-523. 

7. Soyka M, et al. The World Federation of Societies of Biological Psychiatry (WFSBP) Guidelines for the Biological Treatment 
of Substance Use and Related Disorders. World Journal of Biological Psychiatry. 2011; 12: 160–187. 

8. American Psychiatric Association. Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition (DSM-5), American 
Psychiatric Association, Arlington, VA 2013. 

9. Camf J, et al. Drug Addiction. New England Journal of Medicine. Sept 2003; 349:975-986. 
 

Policy History/Revision Information 
 

Date Summary of Changes 
01/01/2023 Applicable States 

 Revised language to indicate this Medical Benefit Drug Policy applies to Individual Exchange benefit 
plans in all states except for Massachusetts, Nevada, and New York  

Supporting Information 
 Archived previous policy version IEXD0224.02 

 

Instructions for Use 
 
This Medical Benefit Drug Policy provides assistance in interpreting UnitedHealthcare benefit plans. When deciding coverage, 
the member specific benefit plan document must be referenced as the terms of the member specific benefit plan may differ 
from the standard benefit plan. In the event of a conflict, the member specific benefit plan document governs. Before using this 
policy, please check the member specific benefit plan document and any applicable federal or state mandates. 
UnitedHealthcare reserves the right to modify its Policies and Guidelines as necessary. This Medical Benefit Drug Policy is 
provided for informational purposes. It does not constitute medical advice. 
 
UnitedHealthcare may also use tools developed by third parties, such as the InterQual® criteria, to assist us in administering 
health benefits. UnitedHealthcare Medical Benefit Drug Policies are intended to be used in connection with the independent 
professional medical judgment of a qualified health care provider and do not constitute the practice of medicine or medical 
advice. 
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