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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Zulresso™ (brexanolone) injection 

Medical Benefit x Effective: 10/3/22 

Pharmacy- Formulary 1  Next Review: 9/23 

Pharmacy- Formulary 2  Date of Origin: 7/19 

Pharmacy- Formulary 3/Exclusive  Review Dates: 6/19, 9/19, 9/20, 9/21, 6/22, 8/22 

Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 

Brexanolone is a neuroactive steroid gamma-aminobutyric acid (GABA) A receptor positive modulator indicated 

for the treatment of postpartum depression (PPD) in adults.  PPD is a major depressive episode that occurs 

following childbirth, although symptoms can start during pregnancy. The mechanism of action in the treatment 

of PPD in adults is not fully understood, but is thought to be related to its positive allosteric modulation of GABA 

A receptors.  

 

Zulresso is available only through a restricted Risk Evaluation and Mitigation Strategy (REMS) program 

(ZULRESSO REMS) because of the risks of serious adverse outcomes including excessive sedation or sudden 

loss/alteration of consciousness . 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 

request.  

 

III. Policy 

  

 Coverage of Zulresso is available when the following criteria have been met: 

• Member is 15 years of age or older AND 

• Medication is prescribed by, or in consultation with a psychiatrist AND 

• Medication is being administered in a REMS certified healthcare setting AND 

• Member is diagnosed with moderate to severe postpartum depression supported by ALL of the 

following: 

o Member meets DSM-5+ criteria for major depressive disorder (single or recurrent episode) AND 

o Member has a clinical diagnosis, made by a psychiatrist or other specialist in the field of 

psychiatry (e.g. PNP), of moderate to severe postpartum depression AND 

o Diagnosis and severity of depression is supported by a validated rating scale AND 

o Onset of symptoms occurred in the third trimester of pregnancy or within 6 months of delivery 

AND 

• Documentation is provided which lists previous medications and therapies tried for depression AND 

• Member does not have active psychosis, a history of bipolar disorder , or a history of active alcoholism 

or drug abuse in the previous 12 months AND 

• Member’s current weight is submitted 
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IV. Quantity Limitations 

 

Coverage is available for quantity sufficient to allow dosing in accordance with FDA-approved prescribing 

information  

 

V. Coverage Duration 

 

Coverage is available for one 60-hour intravenous infusion per pregnancy, and cannot be renewed in the same 

post-partum period. 

 

VI. Coverage Renewal Criteria 

 

 n/a 
 

VII. Billing/Coding Information 

• Zulresso is available as 100 mg brexanolone in 20 mL (5 mg/mL) single-dose vials    

• J1632: 1 billable unit = 1 mg 

• Pertinent Diagnosis: 

o Postpartum depression: F53.0 

VIII. Summary of Policy Changes 

  

• 7/15/19: new policy 

• 11/15/19: no policy changes 

• 1/1/20: updated billing/coding 

• 1/1/21: updated billing/coding information 

• 11/29/21: no policy changes 

• 8/1/22: no policy changes 

• 10/3/22: lowered age limit to 15 years based on revised packaged insert 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy applies only to members for whom the above named pharmacy benefit medications are included on their covered formulary. Members with 

closed formulary benefits are subject to trying all appropriate formulary alternatives before a coverage exception for a non-formulary medication will be considered. 

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 


