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Clinical information: Lung cancer 
 
Received information: 1 Streck tube 
 

 

Molecular 

 
 

 
 
RESULT: 

Peripheral blood: No T790M or C797S mutations were detected in EGFR exon 20 gene.  
 
Electronically Signed By: S. David Hudnall, MD, FCAP 02/15/18 10:52 
  
 
INTERPRETATION: 

Methods and Limitations:   
Patient genomic DNA extracted from (plasma) was used for PCR amplification of codon 790 in exon 20 of the EGFR gene. The sample 
was evaluated by multiplexed ICE-COLD PCR (MX-ICP) and Allele Specific TaqMan® technology.  This testing methodology can only 
detect mutations within regions of interest (T790M & C797S). A negative (wild type) result does not rule out the presence of a mutation 
that may be present but below the limits of detection for this assay (approximately 0.10%). Rare polymorphisms exist that could lead to 
false-negative or false-positive results. Interpretation of test results should be in the context of the patient’s clinical and family histories, 
and other laboratory test results. 
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Disclaimer: 
These test results should only be used in conjunction with the patient's clinical history and any previous analysis of appropriate family members. It is 
strongly recommended that these test results be communicated to the patient in a setting that includes appropriate counseling. The results of this test 
are not intended to be used as the sole means for patient diagnosis or patient management decisions. The performance characteristics of this test were 
validated by Precipio, Inc. laboratories. The U.S. Food and Drug Administration (FDA) has not approved this test; however, FDA approval is not currently 
required for clinical use of this test. This test meets the requirements for high complexity tests under the Clinical Laboratory Improvement Amendments 
Act and its implementing regulations. Individuals being studied should understand that rare diagnostic errors may occur. Possible sources of diagnostic 
errors include sample mix-ups, erroneous paternity identification, and genotyping errors. Genotyping errors can result from trace contamination of PCR, 
from maternal contamination of fetal samples, from rare genetic variants which interfere with analysis, from mosaicism at levels below standard 
detection, and from other sources. 
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