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FDA- APPROVED | NDI CATI ONS

Acamprosate calciumis indicated for the maintenance of abstinence from

al cohol in patients with alcohol dependence who are abstinent at treatment
initiation. Treatment with acamprosate calcium should be part of a
comprehensi ve 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

achi eved al cohol abstinence prior to beginning acamprosate calcium
treatment. The efficacy of acamprosate calciumin promoting abstinence from
al cohol in polysubstance abusers has not been adequately assessed.

COVERAGE CRITERI A
The requested drug will be covered with prior authorization when the
following criteria are met:

e The patient has a diagnosis of alcohol use disorder AND the requested

drug will be prescribed as part of a comprehensive psychosoci al
treat ment program

AND

e The patient is, or the patient will be, abstinent from alcohol at

treatment initiation

RATI ONALE

The intent of the criteria is to provide coverage consistent with product

| abel i ng, FDA guidance, standards of medical practice, evidence-based drug
informati on, and/or published guidelines. Acamprosate calciumis indicated
for the maintenance of abstinence from alcohol in patients with alcoho
dependence that are abstinent at treatment initiation. Treatment with
acamprosate calcium should be part of a comprehensive management program
that includes psychosocial support.?!-3

Acamprosate calcium has not been shown to provide therapeutic benefit in
i ndi viduals who have not undergone detoxification and have not achieved
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abstinence from alcohol ingestion prior to initiation of the drug.?!-*
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
di sorder are usually prescribed for 3 tol2 months. Additionally, as stated
by the National Institutes of Health/National Institute on Alcohol Abuse

and Al coholism the risk for relapse to alcohol dependence is very high in

the first 6 to 12 months after initiating abstinence and gradually

di m ni shes over several years. Although optimal treatment duration has not

been established, it is reasonable to continue treatment for a year or

| onger if the patient responds to medication during this time when the risk
of relapse is highest.*-5
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CRITERIA FOR APPROVAL
1 Does the patient have a diagnosis of alcohol use Yes No
di sorder AND will the requested drug be prescribed as
part of a comprehensive psychosocial treatment program?
2 Is the patient, or will the patient be, abstinent from Yes No
al cohol at treatment initiation?
Gui del i nes for Approval
Dur ation of Approval | 12 Mont hs
Set 1
Yes to question(s) No to question(s)
1 None
2
Mappi ng I nstructions
Yes No DENI AL REASONS - DO NOT USE FOR MEDI CARE PART D
1/Go to 2 Deny You do not meet the requirements of your plan. Your
pl an covers this drug when you meet all of these
conditions:
- You have al cohol use disorder
- 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: No approvabl e diagnosi s]
2| Approve, | Deny You do not meet the requirements of your plan. Your
12 pl an covers this drug if you will not be drinking
mont hs al cohol 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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