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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable 

Calquence® (acalabrutinib) 

Medical Benefit  Effective: 12/5/22 

Pharmacy- Formulary 1 x Next Review: 6/23 

Pharmacy- Formulary 2 x Date of Origin: 1/18 

Pharmacy- Formulary 3/Exclusive x Review Dates: 12/17, 6/18, 6/19, 6/20, 6/21, 8/22, 10/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Calquence (acalabrutinib) is an irreversible Bruton tyrosine kinase (BTK) inhibitor. BTK is a signaling molecule 

early within the B-cell antigen receptor (BCR) signaling cascade. Signaling from BCR regulates several pro-

survival mechanisms of B-cells, including proliferation, trafficking, chemotaxis, and adhesion. Acalabrutinib and 

its active metabolite, ACP-5862, form a covalent bond with a cysteine residue in the BTK active site, leading to 

inhibition of BTK enzymatic activity and inhibition of malignant B-cell proliferation and survival. It has also 

demonstrated an inhibition of BTK-mediated activation of downstream signaling proteins CD86 and CD69. 

Acalabrutinib is a second generation BTK inhibitor that was designed to be more potent and selective than 

ibrutinib. It has a higher selectivity for BTK (IC50 greater than 1000 nM) compared with ibrutinib. Additionally, 

acalabrutinib does not inhibit EGFR, ITK, or TEC kinases or platelet aggregation. 

 

II. Position Statement 

 

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

request.  

 

III. Policy 

  

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

• Member is at least 18 years of age  AND 

• The medication is prescribed by a hematologist/oncologist  AND 

• The requested use is supported by the National Comprehensive Cancer Network (NCCN) clinical 

Guidelines (NCCN Guidelines®) and/or NCCN Drugs & Biologics Compendium (NCCN Compendium®) 

with a recommendation of category level 1 or 2A. 

 

IV. Quantity Limitations 

   

 Coverage is available for up to 60 capsules per 30 days. 

 

V. Coverage Duration 

 

Coverage can be provided for 6 months and may be renewed. 
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VI. Coverage Renewal Criteria 

 

 Coverage can be renewed based upon the following criteria: 

• Stabilization of disease or in the absence of disease progression  AND 

• Absence of unacceptable toxicity from the drug. 
 

VII. Billing/Coding Information 

  

Calquence is available as 100mg capsules or tablets. 

 

VIII. Summary of Policy Changes 

  

1/19/18: new policy 

6/15/18: no policy changes 

8/15/19: no policy changes 

8/1/20: no policy changes 

8/30/21: no policy changes 

10/3/22: no policy changes 

12/5/22: added tablet formulation 
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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. 


