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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Hemlibra® (emicizumab-kxwh)  

Medical Benefit x Effective: 10/3/22 

Pharmacy- Formulary 1 x Next Review: 6/23 

Pharmacy- Formulary 2 x Date of Origin: 5/18 

Pharmacy- Formulary 3/Exclusive x Review Dates: 12/17, 12/18, 6/19, 6/20, 6/21, 8/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Hemlibra (emicizumab) is a humanized monoclonal modified immunoglobulin G4 (IgG4) antibody with a 

bispecific antibody structure binding factor IXa and factor X used for routine prophylaxis of bleeding episodes in 

adult and pediatric patients with hemophilia A (congenital factor VIII deficiency) with or without factor VIII 

inhibitors. Emicizumab bridges factor IX and factor X to restore the function of missing factor VIII that is needed 

for effective hemostasis. 

 

II. Position Statement 

 

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

request.  

 

III. Policy 

  

 Coverage of Hemlibra is provided when the following criteria are met:  

• The medication is prescribed by a hematologist or other pertinent specialist AND 

• The member has a definitive diagnosis of Hemophilia Type A (congenital factor VIII deficiency) with 

or without factor VIII inhibitors AND 

• The medication will be used for routine prophylaxis to prevent or reduce the frequency of bleeding 

episodes AND 

• If the member is currently using bypassing agents for prophylactic use, the bypassing agents will be 

discontinued the day before starting Hemlibra prophylaxis AND 

• If the member is currently using factor VIII (FVIII) products for prophylactic use, factor VIII (FVIII) 

products will only be continued during the first week of Hemlibra prophylaxis. 

 

IV. Quantity Limitations 

  

 Coverage is available to allow quantities sufficient to accommodate FDA-approved dosing as follows:  

• Initial dosing: 3mg/kg once weekly for 4 weeks 

• Maintenance dosing:  

o 1.5mg/kg once weekly OR 

o 3 mg/kg once every two weeks OR 

o 6 mg/kg once every four weeks. 
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V. Coverage Duration 

 

Coverage is available for 6 months and may be renewed.  

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed based upon the following criteria: 

• Member has responded to Hemlibra therapy as evidenced by a decrease in bleeding episodes or a 
decrease in utilization of factor products or bypassing agents compared to baseline AND 

• Absence of unacceptable toxicity from the drug. 
 
 

VII. Billing/Coding Information 

 

• Hemlibra is supplied in single-use vials, in the following dosage strengths: 30 mg/ml, 60 mg/0.4 ml, 105 

mg/0.7 ml, and 150 mg/ml. 

• Q9995: 1 billable unit = 0.5 mg 

o Hemlibra 30 mg/ml: package size 1 ml = 60 billable units 

o Hemlibra 60 mg/0.4 ml: package size 0.4 ml = 120 billable units 

o Hemlibra 105 mg/0.7 ml: package size 0.7 ml = 210 billable units 

o Hemlibra 150 mg/ml: package size 1 ml = 300 billable units 

• Pertinent diagnosis:  

o Hereditary factor VIII deficiency: D66 

 

VIII. Summary of Policy Changes 

  

• 5/4/18: new policy  

• 9/12/18: updated billing/coding 

• 2/15/19: updated criteria to include members with or without factor VIII inhibitors; clarified prophylaxis 

use of Hemlibra, bypassing agents, and FVIII 

• 8/15/19: no policy changes 

• 8/1/20: no policy changes 

• 8/30/21: no policy changes 

• 10/3/22: no policy changes 
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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 is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 


