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Safe Harbor Statement 

Except for historical information, the statements made in the following 
presentation, including without limitation, statements relating to the expected 
timing of development and launch of our pipeline products are forward-looking 
statements. Such forward-looking statements involve significant risks and 
uncertainties that may cause actual results and events to differ materially and 
adversely from those implied by the forward-looking statements. Risks and 
uncertainties include: that the timing and successful development of 
diagnostic and therapeutic products is highly uncertain; as well as the risks 
and uncertainties set forth under ñRisk Factorsò in Rosettaôs Annual Report on 
Form 20-F for the year ended December 31, 2015, as well as all other filings 
filed with the Securities and Exchange Commission. Rosetta is presenting 
this information as of the date of the presentation and expressly disclaims any 
duty to update the information contained in this presentation. This 
presentation contains information from third-party sources, including data 
from studies conducted by others and market data and industry forecasts 
obtained from industry publications. Although Rosetta Genomics believes that 
such information is reliable, we have not independently verified any of this 
information and we do not guarantee the accuracy or completeness of this 
information.
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Investment Highlights 
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RosettaGX RevealTM , assay for classifying indeterminate thyroid nodules, 
gaining accelerated traction; opening doors to large accounts allowing for 
promotion of entire suite of clinical genomic testing services for pathologists 
and reference labs enabling precision medicine 

ÅProprietary clinical testing offering across Thyroid, Solid Tumor and Urology market segments; 
allows pathology groups and reference labs to reduce number of send out labs

Gross billings of $1.5M for Reveal for first nine-months of 2016

ÅRosettaGX Reveal, internally developed Thyroid microRNA Classifier

ÅEight additional assays launched in 2015 and 1H 2016

ÅSeveral more assays in internal development 

New products from unique internal product engine and partnerships

Experienced team with expertise in Dx commercialization and development  

Revenues of $2.4M for 2Q16 versus pro forma revenues of $2.1M for 2Q15



Á150,000 tests

Á$450 million
Á150,000 tests

Á$350 million

Á500,000 tests

Á$750 million

Testing Solutions for Pathologists and Other 
Specialists across Large Market Segments
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> $2.5 Billion U.S. Market Opportunity in 3 Core Segments 

SOLID TUMOR

(late stage) $1.2B UROLOGY $1B THYROID $350M

Á225,000 tests

Á$550 million
Á242,000 tests

Á$250 million

Á200,000 tests

Á$200 million

Other Solid Tumor



Proprietary microRNA Dx Development Engine
Provides Novel, High-value Content
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microRNAs are small non-coding RNA sequences that play a fundamental
role in cell biology (known as ñmaster gene switchesò) and have been shown
to be aberrantly expressed in all cancers 

Most accurate and prolific microRNA biomarker platform, including full 
commercialization of seven microRNA-based assays

Unmatched leadership in discovery, experimentation and development of 
complex microRNA signatures and computational platforms

Well-validated microRNA platforms with 53 publications in peer-reviewed 
journals 



Strategically adding new test platforms to complement our 
microRNA tests through partnerships and acquisition

HISTOLOGY CYTOLOGY IHC FISH

PCR NGS LIQUID BIOPSY
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Extensive Product Portfolio and Pipeline
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*Marketed Products lists only a subset of core test offerings. For the complete menu of tests,  see www.rosettagx.com/directory for more information.

Marketed Products*

microRNA

ÅRosettaGX Reveal (Thyroid 
microRNA Classifier)

ÅRosettaGX Cancer Origin

Åmi-Lung (subtyping)

Åmi-Kidney (subtyping)

FISH
Global and Tech Only

ÅUroVysion ïBladder Cancer

ÅERG/PTEN Prostate Cancer 

ÅLung Panel

ÅPathVysion ïBreast Cancer

ÅHeme Panel

Next-Gen Sequencing 
(NGS)

ÅOncoGxOne (64 genes-solid 
tumors) 

ÅOncoGxSelect (Lung-specific 
panel)

PCR-mutation markers

ÅEGFR, KRAS, BRAF, NRAS

Pipeline

Thyroid product line 
expansions 

Bladder cancer 
prognostic

Solid tumor profiling 
product line expansions

Several non-oncology 
indications 

http://www.rosettagx.com/directory


Thyroid microRNA classifier 
for diagnosis of indeterminate thyroid nodules
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PROPRIETARY MOLECULAR assay with very competitive performance and is the 
only test of its kind that is clinically validated to produce results on FNA cytology 
smears; can also be utilized on ThinPrep-derived slides

Extremely convenient and patient friendly as no additional biopsy is required since, 
unlike other assays in this space,  fresh tissue is not required for RosettaGX Reveal

OTHERS

Additional Biopsy Required
Utilize Existing Smear

No Additional Biopsy Required

ÅConsistent with current work flow and no special shipping or storage conditions required

ÅCan work on new or old cytology smears; can analyze historical smears as old as 10 years

ÅEnsures assay is being run on the cells of interest to the cytopathologist and 
endocrinologist



Thyroid microRNA classifier 
for diagnosis of indeterminate thyroid nodules
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Competitive performance data, based on multi-center, blinded validation study*

Where final diagnosis was unanimously confirmed by three 
pathologists (n=150), RosettaGX Reveal demonstrated:

98%
SENSITIVITY

78%
SPECIFICITY 99%

NPV 62%
PPV

Significant reduction in unnecessary surgeries from molecular testing 
Å Quality of life benefit for patients
Å Health economic benefit for payers

$350 Million Market Opportunity: Large, growing and quickly converting 
ÅSample volumes ramping up since launch in January ó16
Å Projecting >200 samples per month by December ó16 



Thyroid microRNA classifier 
for diagnosis of indeterminate thyroid nodules
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Clinical Validation and Analytical Validation Study Publications 

Lithwick-Yanai G., Dromi N., Meiri E., et al. Multicentre validation 

of microRNA-based assay for diagnosing indeterminate thyroid 

nodules utilizing fine needle aspirate smears. Journal of Clinical 

Pathology; Published online Oct 2016. 

Benjamin H., Schnitzer-Perlman T., Shtabsky A., Vanden

Bussche C.J., Ali S.Z., Kolar Z., Pagni F., Group RG, Bar D., and 

Meiri E. Analytical Validity of a microRNA-based Assay for 

Diagnosing Indeterminate Thyroid FNA Smears from Routinely 

Prepared Cytological Slides. Cancer Cytopathology 2016 Oct; 

124(10):711-721.



Solid Tumor Profiling--Origin of Tumor
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49
tumor origins in 

Cancer of Unknown 
and Uncertain 

Primary and other 
metastatic cancers

88-92% 

High level of accuracy:  
Overall specificity up to 
99%; sensitivity for a 

single answer prediction 
of 90%, overall 

sensitivity of 85%; 

concordance in post-
marketing studies with 
leading cancer centers

Novitas 
Local 

Coverage 
Determination 

Medicare
covered benefit-


