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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable 

Braftovi™ (encorafenib) 

Medical Benefit  Effective: 8/1/22 

Pharmacy- Formulary 1 x Next Review: 9/23 

Pharmacy- Formulary 2 x Date of Origin: 9/18 

Pharmacy- Formulary 3/Exclusive x Review Dates: 9/18, 9/19, 9/20, 9/21, 6/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Braftovi (encorafenib) is a kinase inhibitor indicated, in combination with Mektovi® (binimetinib), for the 

treatment of patients with unresectable or metastatic melanoma with a BRAF V600E or V600K mutation. 

 

Encorafenib  targets BRAF V600E, as well as wild-type BRAF and CRAF in in vitro cell-free assays with IC50 values 

of 0.35, 0.47, and 0.3 nM, respectively. Mutations in the BRAF gene, such as BRAF V600E, can result in 

constitutively activated BRAF kinases that may stimulate tumor cell growth. Encorafenib was also able to bind to 

other kinases in vitro including JNK1, JNK2, JNK3, LIMK1, LIMK2, MEK4, and STK36 and substantially reduce 

ligand binding to these kinases at clinically achievable concentrations (≤ 0.9 μM). 

Encorafenib inhibited in vitro growth of tumor cell lines expressing BRAF V600 E, D, and K mutations. In 

mice implanted with tumor cells expressing BRAF V600E, encorafenib induced tumor regressions 

associated with RAF/MEK/ERK pathway suppression. 

Encorafenib and binimetinib target two different kinases in the RAS/RAF/MEK/ERK pathway. Compared 

with either drug alone, co-administration of encorafenib and binimetinib resulted in greater anti-proliferative 

activity in vitro in BRAF mutation-positive cell lines and greater anti-tumor activity with respect to tumor 

growth inhibition in BRAF V600E mutant human melanoma xenograft studies in mice. Additionally, the 

combination of encorafenib and binimetinib delayed the emergence of resistance in BRAF V600E mutant 

human melanoma xenografts in mice compared to either drug alone.  

 

Limitations of Use: Braftovi is not indicated for treatment of patients with wild-type BRAF melanoma. 

 

II. Position Statement 

 

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

request.  

 

III. Policy 

  

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

• Member is at least 18 years of age AND  

• Medication is prescribed by a hematologist/oncologist 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.  
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IV. Quantity Limitations 

  

Coverage is provided as follows: 

• 50 mg capsule: up to 120 capsules per each 30 days 

• 75 mg capsule: up to 180 capsules per each 30 days 

 

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: 

• Stabilization of disease or in absence of disease progression AND 

• Absence of unacceptable toxicity from the drug. 
 

VII. Billing/Coding Information 

 

Braftovi is available as 50mg and 75mg oral capsules. 

 

VIII. Summary of Policy Changes 

  

11/1/18 : new policy 

11/15/19: updated coverage criteria   

1/1/21: no policy changes 

11/29/21: no policy changes 

8/1/22: no policy changes 
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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 is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 
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