
M E T H O D O L O G Y

The val idated StrataNGS Test is a sol id

tumor, pan-cancer Next Generat ion

Sequencing (NGS) test to detect mutat ions

across 87 genes, copy number variat ions

(amplif icat ions and deep delet ions) across

31 genes, and fusion events across 46

driver genes.

The assay ut i l izes the Ion S5 sequencing

workflow, with l ibraries created using the

StrataNGS Assay, incorporat ing Ampliseq

chemistry . The assay runs up to 24 patient

samples on one Ion 540 chip, ut i l iz ing both

DNA and RNA from each sample.
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Techn i ca l  

I n fo rmat ion

Base  

Subs t i tu t ion s
I nde l s

Copy

Number 

A l te rat ions

Fus i o n
Base  

Subs t i tu t ion s
I nde l s

Copy

Number 

A l te rat ions

Sensitivity at 

LOD

>99%

5% VAF

>99%

10% VAF

>99%

at 6.5 copies

N/A*

>99%

>99%

20% VAF

>99%

20% VAF

>80%

at 0.2 copies

Specificity >99% >99% >99% >99% >99% >99% >99%

Reproducibility >99% >99% >99% >99% >99% >99% >99%

Median depth 

of coverage
>500 reads

Sample 

requirements

FFPE slides or blocks with minimum tissue of 9mm2 (>0.5mm3 by volume) and >20% tumor nuclei after microdissection (if 

required).

TAT 10 business days or less

S C O P E  A N D  A P P L I C AT I O N

The StrataNGS Test is a cl in ical assay

performed in a CLIA-cert if ied laboratory.

This test was designed to focus on

ident if icat ion of cl in ical ly act ionable

genet ic variants for which there is an

approved therapy or cl in ical tr ia l with

establ ished proof of concept .

Tumors may harbor addit ional alterat ions

outs ide of the regions targeted by the

StrataNGS Test . L ikewise, only predefined

potent ial ly act ionable areas of interest are

reported by the StrataNGS Test . Pat ients

may have addit ional alterat ions of unknown

s ignif icance not targeted or reported by

the StrataNGS Test .

TECHN ICAL  INFORMAT ION &  TEST  OVERV I EW

Stra taNGSTM Test

N/A*: LOD was not attempted for gene fusions because of inherent difficulties in extrapolating the meaning of such results (due to non-uniform expression levels across 

specimens) and there is no competition between the normal and fusion RNA transcripts for this fusion-specific PCR amplification.

D e l e t e r i o u sA c t i v a t i n g



S T R AT A  L A B O R AT O RY  L I C E N S U R E

CLIA ID #: 23D2121068 (MI);  Rhode Is land (LCO01095); Pennsylvania ( ID: 35579); Maryland 

(#2646); California ( ID: COS 00800780) .
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C U R R E N T  G E N E  L I S T
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EXAMPLE  STRATA TEST  REPORT

• The report focuses on Strata Partnered Tr ial match, with instruct ions for enrol lment.

• Reads out and summarizes posit ive and negative genetic variants ,  and associated FDA -

approved therapies and cl inical tr ials .
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