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Tafinlar (dabrafenib) 
 

Override(s) Approval Duration 

Prior Authorization 
Quantity Limit 

1 year 

 
 

Medications Quantity Limit 

Tafinlar (dabrafenib) May be subject to quantity limit 

 
 
APPROVAL CRITERIA 
 
Requests for Tafinlar (dabrafenib) may be approved if the following criteria are met: 
 
Individual has a diagnosis of one of the following: 

 
I. Unresectable or metastatic Hepatobiliary Cancer (NCCN 2A); AND 

A. Individual is using in combination with trametinib; AND 

B. Individual has confirmed disease progression after systemic treatment; AND 

C. Individual has BRAF V600E mutation; 

 
OR 

II. Individual has a diagnosis of unresectable or metastatic Gastrointestinal Stromal Tumor 
(NCCN 2A); AND 
A. Individual is using in combination with trametinib; AND 
B. Individual has BRAF V600E mutation; 
 

OR 
III. Individual has a diagnosis of symptomatic and/or relapsed/refractory Histiocytic 

Neoplasm, including Erdheim-Chester Disease or Langerhans Cell Histiocytosis (NCCN 
2A); AND 
A. Individual is using as monotherapy; AND 
B. Individual has BRAF V600E mutation; 

 
OR 
IV. Unresectable or metastatic cutaneous melanoma (Label, NCCN 1, 2A):  

A. Individual is using in combination with trametinib for disease with BRAF V600E or 
V600K mutation; OR 

B. Individual is using in combination with trametinib and has BRAF V600 activating 
mutation; AND 

1. Using as first line subsequent therapy for disease progression (NCCN 1,  
 2A); OR 
2. Using in re-induction therapy with disease control, but experiences disease  
 progression/relapse > 3 months after treatment discontinuation (NCCN 2A);  
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OR 
C. Individual is using as monotherapy for disease with BRAF V600E mutation; 

 
            OR 

V. Cutaneous Melanoma (Label, NCCN 1, 2A):  
A. Individual is using as adjuvant treatment; AND 
B. Individual is using in combination with trametinib; AND 
C. Individual has BRAF V600E or V600K mutations; AND 
D. Individual has disease involvement of lymph node(s), following complete  
 resection or wide excision; 

    
   OR 

VI. Locally advanced or metastatic anaplastic thyroid cancer (Label, NCCN 2A) (ATC): 
A. Individual is using in combination with trametinib; AND 
B. Individual has BRAF V600E mutation; AND 
C. Individual has no satisfactory locoregional treatment options;  

 
 OR 
V. Recurrent or metastatic Thyroid Carcinoma (Follicular, Papillary, or Oncocytic Cell) 

(NCCN 2A); AND 
A. Individual has progressive and/or symptomatic disease that is not amenable to 

radioactive iodine (RAI) therapy; AND 
B. Individual has BRAF-positive disease; 

 
OR 
VI. Metastatic Non-Small Cell Lung Cancer (NSCLC) (NCCN 2A):  

A. Individual is using in combination with trametinib for disease with BRAF V600E  
 mutation; OR 

B. Individual is using for disease with BRAF V600E mutation, as a single agent if the  
 combination of dabrafenib plus trametinib is not tolerated (NCCN 2A);    

 
OR 
VII. Central Nervous System (CNS) cancers (NCCN 2A): 

A. Individual is using in combination with trametinib for one of the following: 
1. Individual has a primary diagnosis of melanoma, and disease has metastasized to 

the brain; OR 
2. Individual is using for primary CNS cancer; OR 
3. Individual has relapsed or refractory pediatric diffuse high-grade gliomas;  

AND  
B. Individual has BRAF V600E mutation; 

 
OR 

VIII. Unresectable or metastatic solid tumors (Label, NCCN 2A); AND 
A. Individual is 1 years of age and older; AND 
B. Individual is using in combination with trametinib; AND 
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C. Individual has progressed following prior treatment and has no satisfactory 
alternative treatment options; AND 

D. Individual has BRAF V600E mutation;  

 
OR 
IX. Low-grade glioma (LGG) (Label): 

A. Individual is 1 years of age and older; AND 

B. Individual is using in combination with trametinib; AND 

C. Individual requires systemic therapy; AND 

D. Individual has BRAF V600E mutation. 
 

Tafinlar (dabrafenib) may not be approved for the following: 
 

I. Individual with wild-type BRAF melanoma, wild-type BRAF NSCLC, wild-type BRAF 
ATC, or any other wild-type BRAF solid tumor; OR 

II. Individual with colorectal cancer. 
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may take 
precedence over the application of this clinical criteria. 
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