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FDA-APPROVED INDICATIONS
Acamprosate calcium is indicated for the maintenance of abstinence from alcohol in patients with alcohol dependence who are abstinent at treatment initiation. Treatment with acamprosate calcium should be part of a comprehensive management program that includes psychosocial support.

The efficacy of acamprosate calcium in promoting abstinence has not been demonstrated in subjects who have not undergone detoxification and not achieved alcohol abstinence prior to beginning acamprosate calcium treatment. The efficacy of acamprosate calcium in promoting abstinence from alcohol in polysubstance abusers has not been adequately assessed.


COVERAGE CRITERIA
The requested drug will be covered with prior authorization when the following criteria are met:
· [bookmark: _Hlk62742325]The patient has a diagnosis of alcohol use disorder as defined by the Diagnostic and Statistical Manual of Mental Disorders (DSM-5)
 AND
· The requested drug will be used as part of a comprehensive management program that includes psychosocial support
	AND
· The patient is, or the patient will be, abstinent from alcohol at treatment initiation


RATIONALE
The intent of the criteria is to provide coverage consistent with product labeling, FDA guidance, standards of medical practice, evidence-based drug information, and/or published guidelines. Acamprosate calcium is indicated for the maintenance of abstinence from alcohol in patients with alcohol dependence that are abstinent at treatment initiation. Treatment with acamprosate calcium should be part of a comprehensive management program that includes psychosocial support.1-3 The criteria used to diagnose alcohol use disorder are defined in the Fifth Edition of the Diagnostic and Statistical Manual of Mental Disorders (DSM-5).8  

Acamprosate calcium has not been shown to provide therapeutic benefit in individuals who have not undergone detoxification and have not achieved abstinence from alcohol ingestion prior to initiation of the drug.1-4 Therefore, the patient should be abstinent from alcohol at the time acamprosate calcium therapy is initiated.

According to the Agency for Healthcare Research and Quality (AHRQ) research protocol, FDA approved medications for the treatment of alcohol use disorder are usually prescribed for 3 to12 months. Additionally, as stated by the National Institutes of Health/National Institute on Alcohol Abuse and Alcoholism, the risk for relapse to alcohol use disorder is very high in the first 6 to 12 months after initiating abstinence and gradually diminishes over several years. Although optimal treatment duration has not been established, it is reasonable to continue treatment for a year or longer if the patient responds to medication during this time when the risk of relapse is highest.4-5
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	CRITERIA FOR APPROVAL 


	1 
	Does the patient have a diagnosis of alcohol use disorder as defined by the Diagnostic and Statistical Manual of Mental Disorders (DSM-5)?
[If no, then no further questions.]

	Yes
	No

	2 
	Will the requested drug be prescribed as part of a comprehensive management program that includes psychosocial support?
[If no, then no further questions.]

	Yes
	No

	3 
	Is the patient, or will the patient be, abstinent from alcohol at treatment initiation?

	Yes
	No



	Mapping Instructions 

	
	Yes
	No
	DENIAL REASONS – DO NOT USE FOR MEDICARE PART D

	1. 
	Go to 2
	Deny
	You do not meet the requirements of your plan. Your plan covers this drug when you meet all of these conditions: 
- You have alcohol use disorder
Your request has been denied based on the information we have.

[Short Description: No approvable diagnosis]

	2. 
	Go to 3
	Deny
	You do not meet the requirements of your plan. Your plan covers this drug when you meet all these conditions: 
- Your health care provider prescribes this drug as part of a total treatment program
Your request has been denied based on the information we have.

[Short Description: Not part of a treatment program]

	3. 
	Approve, 12 months
	Deny
	You do not meet the requirements of your plan. Your plan covers this drug if you will not be drinking alcohol at the start of treatment. Your request has been denied based on the information we have.

[Short Description: Not abstinent from alcohol]
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