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TEST INFORMATION

1.TEST METHOD

2.QC DATA

24 genes
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3.TEST LIMITATIONS

This test was performed using sequencing analysis, and can detect SNP and small-indel variants within the analyzed region, but not 
structural variations such as copy number variation (CNV) and gene rearrangement.
The limit of detection for SNV and small-indel variants is approximately 5%.
The detected variants in this test are not re-confirmed by Sanger sequencing, ddPCR or other confirmation methods.

This test does not distinguish between germline and somatic variants. If the variant allele frequency of the mutation is close to 50% or 
100%, the possibility of germline variant cannot be excluded.
The variants detected in this test are classified into four (tier 1~4) according to the 2017 JMD guideline (J Mol Diagn 2017;19:313-327), 
and tier 4 variants are not reported.
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4. CLASSIFICATIONS
Somatic Variants are classified into four stages according to the evidence level and clinical significance of the mutation. 
Tier 4 is not reported.

Strong clinical significance

Potential clinical significance

Unknown clinical significance

Benign or likely benign

Level A or B evidence

Level C or D evidence

Not observed at a significant allele frequency in the general or specific 
subpopulation databases, or no convincing published evidence of cancer 
association.

Observed at significant allele frequency in the general databases. 
No existing published evidence of cancer association.

Biomarkers related to predicting therapeutic response or resistance to FDA-approved therapies in specific cancer types 
or biomarkers included in professional guidelines as being related to therapeutic response or resistance to drugs, 
diagnosis or prognosis of cancer.

A biomarker with a consensus among experts in a well-designed study that is associated with the treatment response 
or resistance to a drug, the diagnosis or prognosis in a specific cancer type.

Predictive biomarkers of therapeutic response or resistance to FDA-approved drugs in other cancer types 
or biomarkers eligible for clinical trial participation, and biomarkers reported to be associated with cancer diagnosis 
or prognosis in several small studies.

Biomarkers with preclinical trials or small studies or several case reports.
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5. GENE INFORMATION

ESSENTIAL GENE LIST

ADDITIONAL GENE LIST
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