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In vitro Diagnostics market segments 
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* Growth in local currencies, 2004 vs. 2003
Source: Roche analysis,company reports
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US Molecular Diagnostics Market Share
Roche the undisputed market leader in this 
fast growing market

Source: Company reports, Roche analysis

2004 US IVD Molecular Diagnostics market
USD $1.4 bn, (+17 % vs ‘03)
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Roche: strong market presence 
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Boston Biomedical 
Consultants, company 
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Indianapolis

Pleasanton

Rotkreuz
Mannheim

Penzberg

Graz
Basel

Singapore

Tokyo

Branchburg

Barcelona

Applied Science

Molecular Diag.

Central. Diag.

Near Patient T‘tg

Diabetes Care

Regional 
Headquarters

Global representation
Regional headquarters and R&D centers

Burgdorf
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Case study: AmpliChip CYP450 Test
Enabling right drug, at right dose

• 62 yr patient treated with codeine 

• day 4 found unresponsive and 
transferred to intensive care

• CYP2D6 genotyping showed mutations 
causing ultra-rapid metabolism            
→ hugely increased levels of active 
compound

• Treatment altered and patient recovered

→ additional CHF 13,000 unnecessary 
costs incurred

Genotyping CYP450 has potential to improve efficacy of 10-20 
% of all drug therapy and reduce incidence of ADRs by 10-15 %

* Trends in Pharmacological Sciences, April 2004, p198
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Prospective study to compare clinical accuracy of the microarray test as 

compared to standard leukemia laboratory methods (“gold standard”)

gold standard
diagnostic information

Morphology Cytogenetics Immunophenotyping

FISHCytochemistry PCR

microarray-based gene
expression profile

n = 4000 patients, 10 sites in Europe and U.S.

The “MILE” study
Microarray Innovations in Leukemia

Study results 
expected Q1 ‘07
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2005 2006 2007 2008 2009

AmpliChip p53 test (mutational analysis)  

Leukemia microarray (classification)  

Screening tests for prostate, 
colorectal, breast cancer

New Cancer markers: estimated launches
Paving the way for targeted medicine

Bladder cancer monitoring test  

Research use

Research use

Cobas TaqMan

Methylation on Cobas TaqMan

Microarray

Impact (Protein Array)

BC therapy 
monitoring

CRC screening

Launch dates are estimates only; US launches may be later than indicated

Breast relapse prediction test

CRC relapse prediction test
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454 Life Sciences Products
Instruments and reagents for the entire workflow 
as well as accessories and consumables
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PicoTiter Plate Kit PicoTiter
Sequencing Kit

454 DNA Library 
Preparation Kit

Emulsion Phase Clonal 
Amplification Kit 

For research use only

r

D
ia
gn

os
ti
cs

10

• Fast PCR not proven yet  (available 
in 96 well only) 

• Fast PCR block: limited to max. 
30µl = special disposable needed

• Poor reproducibility below 1000 
copies for 384 system

• Fast PCR for 96 well format

• Fast PCR for 384 well format

• Standard 96 and 384 well 
disposable

• High temperature homogeneity 
due to new block technology

• Excellent reproducibility

• Flexible 

Established Competition LightCycler 480

LightCycler 480: Main positioning
Exceeds current performance levels

For research use only


