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Safe Harbor Provision  

This presentation contains forward-looking statements made in reliance 

upon the safe harbor provisions of the Private Securities Litigation Reform 

Act of 1995.  Forward-looking statements include, but are not limited to, the 

Companyôs views on future financial performance, market growth, capital 

requirements, new product introductions, acquisitions and regulatory 

matters.  These statements are based upon, among other things, 

assumptions and/or expectations that involve a number of uncertainties or 

risks.  These uncertainties and risks include, but are not limited to, those 

described in the Companyôs filings with the Securities and Exchange 

Commission, including the Companyôs most recently filed Annual Report 

on Form 10-K and Quarterly Report on Form 10-Q, which should be read in 

conjunction herewith for a further discussion of important factors that 

could cause actual results to differ materially from those in the forward-

looking statements.  The Company undertakes no obligation to publicly 

update or revise any forward-looking statements, whether as a result of 

new information, future events or otherwise. 

 



Agenda  
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Core Business Overview  

& Pipeline Update  

César M. García      
President, Chairman & CEO  

  

NADiA  ProsVue Discussion  

Clinical Study Design & Data  
  

  

 

Thomas H. Adams, PhD  
Corporate VP, Chief Technology Officer  

Head of Iris Molecular Diagnostics   

Principal Investigator Experience &  

Clinical Utility   
  

  

Judd W. Moul , MD 
Professor & Director of the Duke Prostate Center 

at Duke University Medical Center  

    

Financial Update                                      Amin Khalifa  
Chief Financial Officer  



Recent Achievements Improve Outlook  

2011 Key Accomplishments  

Å510(k) clearance and CE Mark of NADiA ® ProsVueÊ 

ÅSuccessful launch of iChem®VELOCITYÊ and iRICELLÊ in the US 

ÅShipped 3,000 th iQ® unit  

ÅExpanded UA market with launch of iRICELL 1500 

ÅSigned Fujirebio  Hematology Development Agreement  

ÅRestructured Personalized Medicine  

ÅStreamlined core competencies in R&D to better support next 

generation products  

ÅAcquired, redesigned and introduced new automated FISH sample 

processing system, ThermoBrite ® Elite 
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2012 Key Goals  
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ÅCapitalize on success of urinalysis franchise  

ĭ Further increase installed base of urinalysis systems  

ĭ Focus on high growth markets  

ĭ Demonstrate clinical utility over competition  

Å Successfully launch two new product platforms  

ĭ  NADiA :  ProsVue 

ĭ  ThermoBrite  Elite 

Å Meet milestones for 3GEMS Urinalysis & Hematology  

Å Expand operating margins  

ÅAggressively pursue licensing and collaborations for our technology 

portfolio in personalized medicine  

ÅDrive long -term goal of a more diversified and balanced product 

portfolio  



IRIS Strategy  

 

Provide 
Differentiated 

Diagnostic 
Solutions 

Improving Patient 
Care Management 

Through Better 
Diagnostics  

Increasing 
Productivity and 
Efficiency in the 

Laboratory  
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Product Platforms  

 

 

 

 

 

 

IRIS 
INTERNATIONAL 

Morphology & Related 
Products  

Leverages imaging 
expertise to identify cells in 

automation  

Sample Processing  

Streamlines laboratory 
workflow with rapid cycle 
times and compact size

Personalized Medicine  

Early detection of disease 
relapse potentially 

providing better 
therapeutic outcomes  
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IRIS INTERNATIONAL, INC. 

Product Platforms  

Morphology  
& Related Products  

UA:  $650 million  

Hematology:  >$2 billion   

Sample Processing  
Personalized  

Medicine  
 

Market  

Size/ 

Opportunity  

 

Growth  

Drivers 

 

Key 

Customers  

 

Value  

Proposition  

Need for automation,  

better workflow and  

reduced variability  

Hospitals  

Clinical laboratories  

Imaging  

technology to identify  

cells in automation  

Centrifuges:  $100 million  

FISH Processors: $150 million   

Need for smaller & faster  

Instrumentation to improve  

workflow  

Medical institutions and  

clinical & veterinary  

laboratories  

Fast cycles for centrifuges  

Increased automation for 

FISH protocols  

ProsVue:  $300 million  

CECs:  $375 million  

Demand for better targeted  

diagnostics for improved  

patient management  

Clinicians  

Immuno -PCR technology to  

measure concentrations as  

low as one fg/ml  
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Expanding into Higher Value Markets  



Product Launch Track Record  

Execution of Product Pipeline 2002 ð 2011 

Result: Revenue Growth from $ 28M to $120M  
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Urinalysis Market Opportunity  

Manual  

48% 
Automated  

52% 

Microscopy Market Overview  
Total of 17,000 Targeted Sites  

Å Large total available market  

ð Consisting of ~17,000 hospitals and commercial laboratories worldwide  

ð Performing over 40 urine microscopy tests/day  

ð An estimated ~50 % of targeted global sites do not use automation  

Å Limitations of manual microscopy include:  

ð Splitting samples  

ð Centrifugation  

ð Manual examination  

ð Consolidate with chemistry results into one report  
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Market Leader in Urinalysis  

 

ÅUrine microscopy  

 (w/chemistry is iRICELL system) 

ðiQ series 

ÅUrine chemistry  

ðiChem  VELOCITY 

ðiChem100  

ÅBody fluids module  

ÅRelated consumables   
and service  
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ÅStrong relationships within global hospital and commercial lab -based 

urinalysis testing  

ÅPositioning leads with automated urine microscopy analysis based on 

patented image based, particle recognition  

ÅConsumables and service provide predictable and growing recurring 

revenue  
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Pipeline:  3GEMS Urinalysis  

 

ÅUrine microscopy  

 (w/chemistry is iRICELL system) 

ðiQ series 

ÅUrine chemistry  

ðiChem  VELOCITY 

ðiChem100  

ÅBody fluids module  

ÅRelated consumables   
and service  
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ÅNext generation image and chemistry based urinalysis instruments  

ðImproved workflow and full integration of urinalysis with òtotaló walk 

away capability  

ðNext generation imaging resulting in expanded clinical menu  

ðNext generation intelligent diagnostics with disease focus  

ðFlexible configurations  

ðImproved user interface  

ðConcept design completed with first prototypes in 2012 

 

Calcium Oxylate  
Crystals  

Renal Epithelial 
Cells  

Calcium 
Phosphate 

Crystals  
White Blood Cell 

Clumps  

Squamous 
Epithelial Cells  

Cystine  
Crystals  
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New Paradigm in Hematology: Image -based  Morphology Platform  

CBC Analyzer  
Slide Maker 

Stainer  
Present 

Morphology 

Analysis  

CBC with 

Expanded 

WBC Diff 

òVirtualó 

Slide 
In 

Development  

Automated 

Morphology 

Analysis  

Pipeline:  3GEMS Hematology  
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Hematology to Provide Significant  

Differentiation  

ÅEntry into largest IVD market segment  

ÅIntended to reduce microscopy review rates from 30% to less than 10%  

ÅImaged based system should improve clinical results and work -flow  

 

 

Paradigm Shift  

Digital Imaging  Scattergram  

Significant Global Market opportunity of $2 billion plus 
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New Paradigm in Hematology: Image -based  Morphology Platform  



3GEMS Hematology Concept   

ÅòLab in a Boxó Integrated Complete Cell Count  

ðMorphological identification of RBC and WBC pathology of both mature 

and immature WBC 

ðCombined counting and imaging system 

ÅAllows real -time viewing of images  

ÅUses sophisticated automated particle recognition system 

ÅIntelligent Diagnostics:  Disease Focus 
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New Paradigm in Hematology: Image -based  Morphology Platform  



3GEMS Hematology System:  Key Features

  

Å High quality, complete CBC with accuracy, precision and throughput 

equal to or higher than state of the art competitive cell counters  

Å Reliable and fully automated real -time image analysis of virtual slides 

with cellular features comparable to Wrightõs manual slide 

Å Higher clinical utility 

ð Expanded enumeration of blood constituents  

Å òLab in a Boxó design negates the need for slide staining automation 

and accessories  

ð Lower cost of ownership  

ð Higher uptime  

ð Improved workflow  

Å Improved utilization and efficiency of lab staff  
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New Paradigm in Hematology: Image -based  Morphology Platform  



3GEMS Hematology Analyzer  

Microscope  

On instrument  

Image  

Review  

Slide Maker  

Stainer  

30% 

10% 
Review?  

Review?  

Microscope  
Slide Maker  

Stainer  

5% 

CBC 

Image based  

WBC 

Differential  

Image based  

RBC/WBC/PLT 

Morphology  

CBC 

WBC 

Differential  

3GEMS Hematology Analyzer  

Current Hematology Analyzers  

On instrument 

review of images 

further reduces the 

need to 

make/review slides  

Accurate image 

based cell 

classification and 

flagging greatly 
reduces  review 

rate  

High quality 

images allow 

for automated 

identification of 

morphological 

abnormalities  
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3GEMS Hematology:  Current CBC Results  
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New Paradigm in Hematology: Image -based  Morphology Platform  



ÅSigned joint development agreement with Fujirebio  in March 2011  

ðFujirebio  to contribute up to $6 million towards the cost of the program  

ÅDevelopment status 

ðReached feasibility for expanded differential and integration of CBC 

module and imaging channels  

ðExpanded white cell differential capabilities in process  

 

 

 

 

New Paradigm in Hematology: Image -based  Morphology Platform  
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3GEMS Hematology: Development Status  

http://www.fujirebio.co.jp/english/index.html


ThermoBrite  Elite Launch 2012  

Å Future growth d river for Iris Sample Processing  

Å Automates highly time -consuming and varied protocols to improve 

consistency and reduce technologistõs labor by at least 50% 

Å Initial introduction at recent Association for Molecular Pathology 

(AMP)  meeting  

Å ThermoBrite  Elite expected launch 1Q12 selling through distributors 

and OEMs  

 

 

 

Sample Processing Pipeline:  ThermoBrite  Elite 
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