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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Tecartus™ (brexucabtagene autoleucel) 

Medical Benefit x Effective: 10/3/22 

Pharmacy- Formulary 1  Next Review: 6/23 

Pharmacy- Formulary 2  Date of Origin: 12/20 

Pharmacy- Formulary 3/Exclusive  Review Dates: 9/20, 6/21, 12/21, 8/22 

Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 

Brexucabtagene autoleucel is a CD19-directed, genetically modified, chimeric antigen receptor (CAR) T-cell 

immunotherapy. Following administration of brexucabtagene autoleucel, anti-CD19 CAR T-cells bind with CD19 

expressing cells, causing activation of downstream signaling cascades by the CD28 and CD3-zeta costimulatory 

domains, which in turn leads to T-cell activation and proliferation, as well as secretion of inflammatory cytokines 

and chemokines. This process leads to the death of CD19-expressing cells.  

 

Brexucabtagene autoleucel is prepared by using retroviral transduction to genetically modify a patient’s own 

harvested T-cells to express a chimeric antigen receptor (CAR), which is comprised of a murine anti-CD19 

fragment linked to CD28 and CD-3-zeta co-stimulatory domains. The patient’s mononuclear cells, obtained 

through leukapheresis, are enriched and activated with anti-CD3 and anti-CD28 antibodies in the presence of 

interleukin-2 (IL-2), then transduced with a retroviral vector containing the anti-CD19 transgene. Following 

transduction, the T-cells are expanded in culture, washed, formulated into a suspension, and cryopreserved.  

 

Brexucabtagene autoleucel is available through a restricted program under a Risk Evaluation and Mitigation 

Strategy (REMS) program called the Yescarta and Tecartus REMS.  

 

II. Position Statement 

 

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

request.  

 

III. Policy 

  

Coverage of Tecartus is available for the diagnosis of relapsed or refractory mantle cell lymphoma (MCL) when 

the following criteria have been met: 

• Member is at least 18 years of age AND 

• The medication is prescribed by a hematologist/oncologist AND 

• The administering facility has been certified to dispense Tecartus and is enrolled in the Yescarta and 

Tecartus REMS Program AND 

• Member has been diagnosed with relapsed or refractory mantle cell lymphoma (MCL) AND 

• Member has previously received ALL of the following: 

o Anthracycline or bendamustine-containing chemotherapy 

o An anti-CD20 antibody 
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o Bruton tyrosine kinase inhibitor (BTKi; ibrutinib or acalabrutinib) AND 

• Member has had disease progression after their last regimen or refractory disease to their most 

recent therapy AND 

• Member does not currently have an active or serious infection AND 

• Member has not had a prior allogeneic hematopoietic stem cell transplant (HSCT) AND 

• Member does not have brain metastases AND 

• Member does not have CNS lymphoma AND 

• Member will receive a lymphodepleting regimen of cyclophosphamide and fludarabine before 

infusion of Tecartus AND 

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

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

Compendium®) with a recommendation of category level 1 or 2A. 

 

Coverage of Tecartus is available for the diagnosis of relapsed or refractory B-cell precursor acute lymphoblastic 

leukemia (ALL) when the following criteria have been met: 

• Member is at least 18 years of age AND 

• The medication is prescribed by a hematologist/oncologist AND 

• The administering facility has been certified to dispense Tecartus and is enrolled in the Yescarta and 

Tecartus REMS Program AND 

• Member has been diagnosed with relapsed or refractory B-cell precursor acute lymphoblastic 

leukemia (ALL) as defined by ONE of the following:  

o Primary refractory disease OR 

o First relapse if first remission ≤ 12 months OR 

o Relapsed or refractory disease after 2 or more lines of systemic therapy OR 

o Relapsed or refractory disease after allogeneic transplant provided at least 100 days have 

elapsed from the transplant AND 

• The member has a confirmed Eastern Cooperative Oncology Group (ECOG) performance status of 0–

1 AND 

• Confirmed CD19 tumor expression AND 

• Confirmed Philadelphia chromosome (Ph) status AND 

• Member does not currently have a current infection that is uncontrolled or that requires 

intravenous antibiotics AND 

• Member will receive a lymphodepleting regimen of cyclophosphamide and fludarabine before 

infusion of Tecartus AND 

• Member has not received prior treatment with any other gene therapy and is not being considered 

for treatment with any other gene therapy AND 

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

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

Compendium®) with a recommendation of category level 1 or 2A. 

 

IV. Quantity Limitations 
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 Coverage is available for one Tecartus treatment course per lifetime. 

 

V. Coverage Duration 

 

Coverage will be approved for 90 days for one single dose of Tecartus per lifetime.  

 

VI. Coverage Renewal Criteria 

 
Coverage cannot be renewed.  

 
VII. Billing/Coding Information 

 

• Tecartus is provided in an infusion bag containing approximately 68 mL of frozen suspension of 

genetically modified autologous T cells in 5% DMSO and human serum albumin. 

o Target dose: 2 x 106 CAR-positive viable T-cells per each kilogram of body weight  

o Maximum dose: 2 x 108 CAR-positive viable T-cells 

• Pertinent indications: 

o Mantle cell lymphoma (MCL): C83.10 – 83.19 

• C9073 - Brexucabtagene autoleucel, up to 200 million autologous anti-cd19 car positive viable t cells, 

including leukapheresis and dose preparation procedures, per therapeutic dose 

 

VIII. Summary of Policy Changes 

  

• 12/15/20: new policy 

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

• 8/30/21: no policy changes  

• 3/7/22: added coverage for acute lymphoblastic leukemia 

• 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.  
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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. 


