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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Adakveo® (crizanlizumab-tmca) 

Medical Benefit x Effective: 12/5/22 

Pharmacy- Formulary 1  Next Review: 12/23 

Pharmacy- Formulary 2  Date of Origin: 1/20 

Pharmacy- Formulary 3/Exclusive  Review Dates: 12/19, 12/20, 12/21, 10/22 

Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 

Adakveo (crizanlizumab-tmca) is a humanized IgG2 kappa monoclonal antibody that binds to P-selectin and 

blocks interactions with its ligands including P-selectin glycoprotein ligand 1. 

Binding P-selectin on the surface of the activated endothelium and platelets blocks interactions between 

endothelial cells, platelets, red blood cells, and leukocytes. 

 

II. Position Statement 

 

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

request.  

 

III. Policy 

  

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

• Member is at least 16 years of age AND 

• Medication is prescribed by a physician specializing in sickle cell disease (e.g. hematologist) AND 

• Member has been diagnosed with sickle cell disease (any genotype, including HbSS, HbSC, HbS/beta0-

thalassemia, HbS/beta+-thalassemia, etc) AND 

• Member has experienced at least 2 painful episodes of vaso-occlusive crises (VOCs) in the previous 12 

months as determined by medical documentation  AND 

• One of the following applies: 

o Member will be receiving hydroxyurea concomitantly with Adakveo OR 

o Member has had an inadequate treatment response to at least a 3-month trial with a maximum 

tolerated dose of hydroxyurea OR 

o Member is not a candidate for hydroxyurea treatment due to previously experienced 

hematologic toxicity reactions with this medication. 

  

IV. Quantity Limitations 

  

Coverage is available for quantities sufficient to administer 5 mg/kg by intravenous infusion on Week 0, Week 2, 

and every 4 weeks thereafter. 

 

V. Coverage Duration 
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Initial coverage is available for 6 months and may be renewed.  

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed in 12-month intervals based upon the following criteria: 

• Stabilization or improvement of disease (e.g. decreased number of any of the following VOCs leading to 
a healthcare visit or treatment: acute episode of pain with no cause other than a vaso-occlusive event, 
acute chest syndrome, hepatic sequestration, splenic sequestration, priapism, etc) AND 

• Absence of unacceptable toxicity from the drug. 
 

VII. Billing/Coding Information 

 

• Adakveo is available as  100 mg/10 mL (10 mg/mL) solution for injection in a single-dose vial. 

• J0791: 1 billing unit =  5 mg 

 

VIII. Summary of Policy Changes 

  

• 1/15/20: new policy 

• 3/4/20: updated billing/coding information 

• 7/1/20: updated billing/coding information 

• 2/26/21: updated billing/coding information 

• 3/7/22: no policy changes 

• 12/5/22: 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. 

http://www.cms.hhs.gov/

