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miRview" squamous: Knowing the difference

Differentiating squamous from non-squamous non-small cell lung cancer

Product Description

miRview™ squamous classifies non-small cell lung carcinoma tumors
into two histological groups: cancers of squamous histology, and
non-squamous cancers. The test leverages proprietary microRNA
technology developed and validated by Rosetta Genomics, and
measures the expression level of a squamous microRNA biomarker
to differentiate patients that have squamous cell carcinoma of
the lung from patients that have non-squamous non-small cell
lung cancer.

Clinical Importance

When administered targeted therapy, whether currently available or
under development, patients with squamous cell carcinoma of the
lung have demonstrated varying response patterns ranging from a
high incidence of severe or fatal hemoptysis (internal bleeding in the
lungs) to overall poor response to treatment. Current methods for
differentiating squamous from non-squamous non-small cell lung
cancer are not standardized, are difficult to reproduce, and have low
accuracy. Studies that reviewed the accuracy and reproducibility of
histopathological classification of lung cancer found that 30%-40%
of samples were misclassified.

Technical Information

> The test score is a quantitative evaluation of the expression level in
the sample of a microRNA gene strongly expressed in squamous
tissues and tumors.

> Sensitivity - 97%; Specificity - 91% in identifying squamous cell
lung cancer.
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> In blinded tests of lab-to-lab concordance, two labs reached the
same classification in > 95% of classified samples.
> Specimen Requirements - Tumor % must be at least 30% (only if
sending unstained slides).
> Sample accepted:
e Unstained Slides
e Sections in Tubes
e FFPE Blocks
> Shipping and Handling - Ambient.
> Turn Around Time -10 business days.
> Reference Range - miRview™ squamous score is used for tumor
classification:
* A score below 2.5 is interpreted as evidence of
squamous differentiation.
® A score above 2.5 is interpreted as evidence of
non-squamous differentiation.

For more information please visit www.mirviewdx.com

Facility Description

Rosetta Genomics, Inc. laboratory is located in Philadelphia, PA.

> Licensed in Pennsylvania. Lab ID# 030877

> Rosetta Genomics, Inc. laboratory is CLIA certifi ed. CLIA ID #
39D1090331. All laboratory tests have been validated in accor-
dance with applicable requirements. Currently, Food and Drug
Administration (FDA) approval is not required for miRview™
squamous testing performed by Rosetta Genomics.
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The performance characteristics of this test were determined
by Rosetta Genomics in accordance with the requirements of
CLIA (Clinical Laboratory Improvement Amendments of 1988).

It has not been cleared or approved by the U.S. Food and Drug
Administration. This test is intended to be used for clinical purposes
and should not be considered to be for investigational or research
use only. Decisions regarding care and treatment should be based
on the independent medical judgment of the treating physician
taking into consideration all available information concerning the
patient’s condition, including other tests.

For a sample miRview™ squamous patient report, please visit http://www.mirviewdx.com
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