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Tafinlar® (dabrafenib) and Mekinist® (trametinib) – New indication 

• On June 22, 2017, the FDA announced the approval of Novartis’ Tafinlar (dabrafenib) in 
combination with Mekinist (trametinib) for the treatment of patients with metastatic non-small cell 
lung cancer (NSCLC) with BRAF V600E mutation as detected by an FDA-approved test. 
 

• Tafinlar is also approved for the following: 
 

— As a single agent for the treatment of patients with unresectable or metastatic melanoma 
with BRAF V600E mutation as detected by an FDA-approved test. 

— In combination with Mekinist for the treatment of patients with unresectable or metastatic 
melanoma with BRAF V600E or V600K mutations, as detected by an FDA-approved test. 

— Tafinlar is not indicated for treatment of patients with wild-type BRAF melanoma or wild-type 
BRAF NSCLC. 
 

• Mekinist is also approved as a single agent or in combination with Tafinlar, for the treatment of 
patients with unresectable or metastatic melanoma with BRAF V600E or V600K mutations, as 
detected by an FDA-approved test. 
 

— Mekinist is not indicated for treatment of patients with melanoma who have progressed on 
prior BRAF inhibitor therapy. 

 
• The new indication for Tafinlar and Mekinist is the first FDA approval specifically for treatment of 

patients with BRAF V600E mutation-positive metastatic NSCLC.  
 

• BRAF mutations appear in approximately 1% to 3% of NSCLC cases worldwide. BRAF V600E 
mutation-positive tumors have been shown to be more aggressive and may lead to a poorer 
prognosis. 
 

• The FDA also approved the Oncomine™ Dx Target Test, a next generation sequencing test to detect 
multiple gene mutations for lung cancer in a single test from a single tissue specimen. 
 

— The test detects the presence of BRAF, ROS1, and EGFR gene mutations or alterations in 
tumor tissue of patients with NSCLC and can be used to select patients with NSCLC with 
the BRAF V600E mutation. 

 
• The new indication is based on safety and efficacy data of Tafinlar in combination with Mekinist in an 

open-label study of 93 patients with stage IV BRAF V600E mutant NSCLC. 
 

— Among treatment-naïve patients, the overall response rate (ORR) was 61% (95% CI: 44%, 
77%).  

— In the previously treated population, patients demonstrated an ORR of 63% (95% CI: 49%, 
76%). 

— The median duration of response (DOR) in the treatment-naïve cohort was not estimable 
(NE) (95% CI: 6.9, NE) and in the previously treated patient cohort the DOR was 12.6 
months (95% CI: 5.8, NE). 

— The proportion of responders with a DOR ≥ 6 months was 59% and 64% in the treatment-
naïve and previously treated cohorts, respectively. 
 

• The most common adverse reactions (≥ 20%) with Tafinlar in combination with Mekinist use for the 
treatment of NSCLC were pyrexia, fatigue, nausea, vomiting, diarrhea, dry skin, decreased appetite, 
edema, rash, chills, hemorrhage, cough, and dyspnea. 

https://www.fda.gov/Drugs/InformationOnDrugs/ApprovedDrugs/ucm564331.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
https://www.novartis.com/news/media-releases/novartis-combination-targeted-therapy-tafinlarr-mekinistr-receives-fda-approval
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202806s006lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/204114s005lbl.pdf
http://www.thermofisher.com/us/en/home/products-and-services/promotions/life-science/oncomine-dx-target-test.html
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• The recommended doses of Tafinlar and Mekinist for all indications are as follows:  

 
— Tafinlar: 150 mg orally twice daily, approximately 12 hours apart as a single agent or with 

Mekinist. 
— Mekinist: 2 mg orally once daily at the same time each day as a single agent or with Tafinlar. 
— Treatment is continued until disease progression or unacceptable toxicity occurs. 
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