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Description
Deutetrabenazine (Austedo™) is a vesicular monoamine transporter 2 (VMAT?2) inhibitor.

FDA Approved Indication(s)

Austedo is indicated for the treatment of:

e Chorea associated with Huntington’s disease
e Tardive dyskinesia in adults

Policy/Criteria
Provider must submit documentation (which may include office chart notes and lab results)
supporting that member has met all approval criteria.

It is the policy of PA Health and Wellness® that Austedo is medically necessary when the
following criteria are met:
I. Initial Approval Criteria
A. Huntington’s Disease (must meet all):
1. Diagnosis of chorea associated with Huntington’s disease;
2. Prescribed by or in consultation with a neurologist;
3. Age > 18 years;
4. Failure of tetrabenazine at up to 100mg/day, unless contraindicated or clinically
significant adverse effects are experienced;
5. At the time of request, tetrabenazine or valbenazine is not prescribed concomitantly;
6. Dose does not exceed 48 mg/day;
Approval duration: 6 months

B. Tardive Dyskinesia (must meet all):
1. Diagnosis of tardive dyskinesia secondary to a centrally acting dopamine receptor
blocking agent (DRBA);
Prescribed by or in consultation with a psychiatrist or neurologist;
Age > 18 years;
At the time of request, tetrabenazine or valbenazine is not prescribed concurrently;
Dose does not exceed 48 mg/day.
Approval duration:
Medicaid - 6 months
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C. Other diagnoses/indications
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1. Refer to PA.CP.PHAR.57 if diagnosis is NOT specifically listed under section 111
(Diagnoses/Indications for which coverage is NOT authorized).

1. Continued Therapy
A. All Indications in Section | (must meet all):
1. Currently receiving medication via PA Health and Wellnessbenefit or
member has previously met all initial approval criteria or the
Continuity of Care Policy PA.LTSS.PHAR.O1 applies;
2. Member has had improvement in in chorea or tardive dyskinesia
symptoms while on Austedo;
3. Austedo is not prescribed concurrently with tetrabenazine or
valbenazine;
4. Prescribed dose of Austedo does not exceed 48 mg per day.
Approval duration: 12 months

A. Other diagnoses/indications (1 or 2):

1. Currently receiving medication via PA Health and Wellness benefit and
documentation supports positive response to therapy or the Continuity of Care Policy,
PA.LTSS.PHAR.01, applies.

Approval duration: Duration of request or 6 months (whichever is less); or

2. Refer to PA.CP.PHAR.57 if diagnosis is NOT specifically listed under section IlI
(Diagnoses/Indications for which coverage is NOT authorized).

Appendices/General Information
Appendix A: Abbreviation Key

MAOQOI: monoamine oxidase inhibitors PM: poor metabolizer
VMAT: vesicular monoamine transporter PO: by mouth
EM: extensive metabolizer IM: immediate metabolizer

I11.Dosage and Administration

Indication Dosing Regimen Maximum Dose
Huntington’s 6 mg PO four times daily, titrated to a dose | 48 mg dose /day
Chorea that reduces chorea; patients requiring doses

above 48 mg/day should be genotyped for For EMs and IMs: 18
the drug metabolizing enzyme CYP2D6 to mg/day, 36 mg/dose
determine if the patient is a poor metabolizer
(PM) or an extensive metabolizer (EM).
twice daily

IV.Product Availability
Tablets: 6mg, 9mg, 12mg
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Reviews, Revisions, and Approvals Date Approval

Date
2Q 2018 annual review: Tardive dyskinesia: Added criteria and 02.05.1
corresponding appendices. 8

Huntington’s chorea: Added age requirement per prescribing
information. Added preferencing for tetrabenazine per SDC.
Both indications: Added requirement for no concomitant use of
xenazine or valbenazine for both initial and re-auth requests;
references reviewed and updated.
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