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MCRResult Summary

POSITIVE
MCRResult

BRAF status: Mutant (V600E)

1 MCRInterpretation

Approximately 40−60% of patients with melanoma have a
somatic mutation in the BRAF gene (1). BRAF mutations result in
constitutive activation of the RAS/MAPK signaling pathway (2, 3).
The most prevalent mutations in melanoma are BRAF V600E
(70−90%) and V600K (5−30%); other mutations are rare.

Current data suggest that the efficacy of BRAF-targeted therapy
and anti-MEK therapy in melanoma is limited to patients whose
tumors harbor a V600E/K mutation. Thus, detection of the
V600E mutation in this tumor specimen suggests that this
patient may respond to such therapy (3−8).
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ADDITIONAL INFORMATION
Cell-free DNA was isolated from the plasma and evaluated for
the presence BRAF V600E/K mutations using digital droplet PCR
analysis. The limit of detection of this assay (approximately 0.1−
0.5%) for the detection of BRAF V600E and V600K mutations is
influenced by the amount of cfDNA in the blood. This is a
biological variable that cannot be controlled.

This assay was designed to detect V600E and K mutations.

The limit of detection of this assay for the detection of the BRAF
mutations is influenced by the amount of cfDNA in the blood.
The limit of detection for this assay is 16 BRAF mutant copies
per mL plasma.

Patients with a negative test result may still harbor a V600E or K
mutation, and mutation testing of a tissue specimen for BRAF
mutations is recommended.

This test has not been clinically validated for use as a tool to
monitor response to therapy or for early detection of tumors.
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Laboratory Notes

1 This test was developed and its performance characteristics determined by Mayo Clinic in a manner consistent with CLIA requirements. This test has not been cleared or
approved by the U.S. Food and Drug Administration.
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Interpretation                                           MCR



See note [1] below.



Approximately 40-60% of patients with melanoma have a

somatic mutation in the BRAF gene (1). BRAF mutations

result in constitutive activation of the RAS/MAPK signaling

pathway (2, 3). The most prevalent mutations in melanoma

are BRAF V600E (70-90%) and V600K (5-30%); other mutations

are rare.

 

Current data suggest that the efficacy of BRAF-targeted

therapy and anti-MEK therapy in melanoma is limited to

patients whose tumors harbor a V600E/K mutation. Thus,

detection of the V600E mutation in this tumor specimen

suggests that this patient may respond to such therapy

(3-8).
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-------------------ADDITIONAL INFORMATION-------------------

Cell-free DNA was isolated from the plasma and evaluated 

for the presence BRAF V600E/K mutations using digital 

droplet PCR analysis.

The limit of detection of this assay (approximately 

0.1-0.5%) for the detection of BRAF V600E and V600K 

mutations is influenced by the amount of cfDNA in the 

blood. This is a biological variable that cannot be 

controlled.

 

This assay was designed to detect V600E and K mutations.

 

The limit of detection of this assay for the detection of 

the BRAF mutations is influenced by the amount of cfDNA in 

the blood. The limit of detection for this assay is 16 BRAF 

mutant copies per mL plasma.

 

Patients with a negative test result may still harbor a 

V600E or K mutation, and mutation testing of a tissue 

specimen for BRAF mutations is recommended.

 

This test has not been clinically validated for use as a 

tool to monitor response to therapy or for early detection 

of tumors.
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Laboratory Notes:



1. This test was developed and its performance

characteristics determined by Mayo Clinic in a manner

consistent with CLIA requirements. This test has not been

cleared or approved by the U.S. Food and Drug

Administration.
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