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This presentation contains certain forward-looking statements. These forward-looking statements 
may be identified by words such as ‘believes’, ‘expects’, ‘anticipates’, ‘projects’, ‘intends’, ‘should’, 
‘seeks’, ‘estimates’, ‘future’ or similar expressions or by discussion of, among other things, strategy, 

goals, plans or intentions. Various factors may cause actual results to differ materially in the future 
from those reflected in forward-looking statements contained in this presentation, among others:

1 pricing and product initiatives of competitors;

2 legislative and regulatory developments and economic conditions;

3 delay or inability in obtaining regulatory approvals or bringing products to market; 

4 fluctuations in currency exchange rates and general financial market conditions; 

5 uncertainties in the discovery, development or marketing of new products or new uses of existing products, 
including without limitation negative results of clinical trials or research projects, unexpected side-effects of 
pipeline or marketed products; 

6 increased government pricing pressures; 

7 interruptions in production 

8 loss of or inability to obtain adequate protection for intellectual property rights; 

9 litigation;

10 loss of key executives or other employees; and

11 adverse publicity and news coverage.

Any statements regarding earnings per share growth is not a profit forecast and should not be interpreted to mean 

that Roche’s earnings or earnings per share for this year or any subsequent period will necessarily match or 

exceed the historical published earnings or earnings per share of Roche.

For marketed products discussed in this presentation, please see full prescribing information on our website –
www.roche.com

All mentioned trademarks are legally protected



33

Roche Diagnostics
Driving Personalized Healthcare

Robert Yates, Head Business Development, Diagnostics
Natixis Diagnostics Seminar, Paris, 3 April 2008
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Introduction – Roche Group

Two Divisions focused on high-value healthcare
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Introduction – Roche Group

Diagnostics represents 20 % of group sales

Roche Group Sales 2007 
CHF 46 bn

Roche Diagnostics 2007 

Sales CHF 9,350 m

R&D spend CHF 787 m

% sales 8.4 %

EBITDA CHF 2,580 m

% of sales 27.6 %

Operating profit CHF 1,648 m

% of sales 17.6 %

No. employees 23,062

Diagnostics

Chugai
Genentech

Pharma
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28.6%

31.7%31.2%
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17%
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Introduction – Roche Diagnostics

Strong cash generation!  High margins relative to peers

EBITDA
(% of Sales)

Roche*

Peers**

*Before exceptional items             **peer group:  Abbott Dx., Bayer Dx., Beckman Coulter, Becton Dickinson, Dade Behring, JNJ
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Introduction – Roche Diagnostics

#1 in-vitro diagnostics company

3 %3 %
4 %

6 %

10 %

12 %
13 %

19 %

Roche Siemens Abbott J&J Beckman

Coulter

Becton

Dickinson

bioMérieux Bayer

1 Source: company reports, Boston Biomedical Consultants and Roche analysis 

2 in vitro diagnostics market; excludes Life Science research market

Estimated market share 20071, 2
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Personalized Healthcare

Use of molecular insights and diagnostic tests to better 
tailor medicines and manage a patient’s disease

Today most patients are treated the same
• 25-80 % of patients receive effective treatment1

• >100.000 deaths/yr from adverse drug reactions in US2

Increasingly, treatment will be tailored to selected 

patient groups defined by molecular markers

Molecular diagnosis

1 Spears et al., Trends Mol Med, 2001
2 Lazarou et al., JAMA, 1998
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Personalized Healthcare 

Provides benefits for all key stakeholders

Physicians
& Providers

Maximum benefit
Minimum toxicity

Efficient use of healthcare budgets
Increased cost benefit per patient 

Payers &
Reimbursers

Differentiated medicines
New Diagnostic tests

Industry

Increased efficacy & safety
Reduced healthcare costs

Regulators &
Policy Makers

Best treatment

Patients
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Personalized Healthcare

Dispelling the myths

Myth #1

– Pharma companies are not interested in pursuing PHC 

because it will reduce eligible patient populations

Myth #2

– Identifying viable Biomarkers is easy
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Stratified
Medicine

Reduced
Eligible
Patient

Population 

Unstratified
Medicine

Value

Increased

• Penetration 

• Market share

• Duration of therapy

• Compliance

• Line extensions 

Patient benefit:

• Optimal efficacy 

• Avoid unnecessary 

treatment / side effects

• Decreased uncertainty

Personalized Healthcare

Creates patient benefits and commercial incentives 
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Potentially valuable

Early stage assessment

1000‘s biomarkers

1

Personalized Healthcare – The complexity of science

A biomarker might be more difficult to find than a drug 

Biomarker = Any biological parameter used as indicator of disease process or drug response

Exploratory

Clinical use
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Risk 
Assessment

Screening/ 
Diagnosis

Biomarker Development – Why?

Identify patients most likely to benefit / most effective 
treatment

Predictive Monitoring 

Predisposition 
for developing 

disease

Prognostic

Early 
detection

Predict 
probable 

disease course

Predict likely 
response to a 

drug

Monitor treatment 
efficacy/ disease 

recurrence

Healthy Asymptomatic 
disease

Chronic disease/ 
Cured

Therapy adaptation

Patient Stratification / Therapy Selection

Symptomatic disease
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Highly linked

Information

Network

Biomarker Development – What it Takes

A plethora of tools, skills and capabilities

Samples,

Clinical Trials,

Patient Data

Portfolio of

Dx platforms

and tools

Understanding

of Molecular

Biology

Diagnostic

Skills 

& Expertise

Successful

Biomarker

programs
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Biomarker Development – Capabilities

Significant hurdles to establishing clinically viable 
and useful biomarkers

Generation of a biomarker hypothesis

Develop prototype assay

Identification of candidate markers

Discovery Clinical validation of candidate markers using assay

Assay refinement & development IVD test

Regulatory test approval

Validation
Distribution to laboratories

Auditing for result consistency

Commercialization
Clinician/ Lab education
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Biomarker Development – Technology

Variety testing methods for biomarkers

• Gene expression
– assessed by microarray technology or reverse transcription-polymerase 

chain reaction (RT-PCR)

• Gene copy number
– fluorescent/ chromogenic in-situ hybridisation (FISH/CISH)

• Gene sequence

– DNA sequencing (other methods possible for known mutations)

• Protein expression
– immunohistochemistry (IHC)

– enzyme-linked immunosorbent assay (ELISA)
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Biomarker Development – Roche Technology

Full range of Diagnostic capabilities required; one-stop-shop 
greatly improves flexibility and speed

IHC/ISH*

ELISA**

Microarray
Analysis  

Sequencing 

Real-time PCR TaqManLightCycler

Elecsys 

*ImmunoHistoChemistry / In Situ Hybridization ** enzyme-linked immunosorbent assay 

AmpliChip

Benchmark 

Research IVD Development IVD Commercial
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Biomarker Development – Challenges

Numerous challenges associated with  biomarker testing

Availability of tissue 
in sufficient 

quantities and of 
high enough quality

Variations in testing 
methods used at 
different sites –

results cannot be 
directly compared

Validation of 
biomarkers and 

testing methods is a 
complex and lengthy 

process

Assays need to be 
quick, reliable, 

inexpensive and easy 
to establish in 
laboratories

Need to have 
consensus of 
opinion and 

cooperation between 
industry and 

academia

Future biomarkers, 
e.g. proteomics and 

gene chips may 
require new 

technology and 
methods
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Biomarker Development – Roche Distinctiveness

Roche’s competitive edge is driving Personalized healthcare 
entirely ‘within house’

• Joint research at molecular biology level

• Full availability of technological expertise & platforms
• Open exchange of knowledge & IP

Discovery

• IVD development expertise

• Large clinical trial programs with outcomes

• Clinical sample databank

Validation

• Leading IVD company

• Label defined on launch

• Established Clinician/ Lab 

network

Commercialization
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Biomarker Development 

Diagnostics input for all Pharma projects - from discovery 
to market

Dx launch/ Post-
launch assessment

Phase IPhase 0 Phase II Phase III Filing
Phase IV

MarketTarget
Selection

Lead 
Generation/ 

Optimisation

Biomarker 
development

Confirmatory PhasePoCExploratory PhaseDiscovery

Phase ���� ������������

Research CommercialiseDevelop

Research assay Technically validated assay Clinically validated IVD assay

Companion diagnostic feasibility 
& attractiveness

����

Tailored prescribing & 
monitoringTarget identification Patient selection
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Roche

Diagnostics

“Business 
Areas”

Biomarker Development – Roche Distinctiveness

Align Diagnostics to Pharma Disease Biology Areas

Roche

Pharma

“Disease 
Biology 
Areas”

CNS

Metabolism

Oncology

Inflammatory

Virology

Applied
Science

Professional
Diagnostics

Molecular
Diagnostics

Tissue
Diagnostics

Diagnostics 

Liaison

Managers
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Introduction
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Biomarker Development

PHC in Roche Oncology
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PHC in Roche Oncology – HER Family

Fertile ground for new drugs and biomarkers
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HerceptinIGF-1R mAb
(R1507)

MDM2 antag
(R7112)

PHC in Roche Oncology – Overview

Biomarker programs for all pharma projects

Ph III / MarketPh I / II

- EGFR expression (IHC)
- EGFR gene copy number (FISH)
- EGFR mutations
- KRAS mutations 

Prospectively assessing opportunities 
for patient selection

- range of candidate markers

- range of candidate markers
for hypothesis investigation

Identifying patients who have an improved 
clinical benefit to launched drugs

- P53 wild-type

– range of candidate
markers

PLX4032
(R7204)

- BRAF V600E gene
mutation

T-DM1
(R3502)

- HER2 expression
- HER2 gene amplification

- HER2 expression
- HER2 gene amplification

Pertuzumab

Avastin

Tarceva
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2nd/ 3rd line Adjuvant

BR.21 (trial +ve)

• Demonstrated survival benefit 
across all patient groups

• Retrospective analyses of EGFR 

and KRAS indicated that some 
patients may derive more 
benefit than others

PHC in Roche Oncology – Tarceva

Predictive biomarkers may enable expansion into earlier 
lines of treatment for NSCLC

1st line

Analysis of completed trials indicated a number of promising predictive biomarkers

Biomarkers being assessed in large prospective trials to understand predictive power

SATURN trial

Identification of a patient
subset using:

• EGFR expression (IHC)
• EGFR gene copy number (FISH)

• KRAS mutations 
• EGFR mutations

RADIANT

In selected patient populations: 

• Positive EGFR expression 
(IHC) and/or high EGFR gene 

copy number (FISH)

Maintenance
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PHC in Roche Oncology – Tarceva

SATURN - phase III 1st line maintenance

Collect tissue
1. Stratify for

EGFR IHC +/-

Non-PD

n = 850

4 cycles of 1st line 

standard platinum-
based doublet

2. EGFR FISH 

3. KRAS mutations 

4. EGFR mutations

Chemotherapy 
naïve stage IIIB/IV 

NSCLC
n=2,000

Placebo

Tarceva

SATURN - Sequential Tarceva in unresectable NSCLC)

Largest randomized trial to prospectively address relationship between 
biomarkers & clinical outcome – due to report in H2 2008
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PHC in Roche Oncology – Tarceva

Assessing biomarkers in large prospective trials to 
understand their predictive power

KRAS Mutations

EGFR Mutations

EGFR FISH

EGFR IHC
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KRAS Mutations

EGFR Mutations

EGFR FISH

EGFR IHC
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Closing – Roche Group

Differentiation through Personalized Healthcare

• Personalized Healthcare is here to stay!

• Many hurdles to overcome in biomarker discovery, validation 

and commercialization  

• Diagnostics capabilities and technologies play a crucial role in

discovering & harvesting biomarkers

• Having Diagnostics intertwined throughout all stages of drug 
development is a significant competitive advantage

Our strategy provides Roche with a competitive edge in
developing innovative products and services
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Develop a pipeline of 
clinically differentiated 

medicines

Produce safer, more 

efficacious and cost-

effective medicines

Launch more 
companion 
diagnostics

Opportunities for 

companion diagnostics –

although these will only 

occasionally be required

Ensure the full value 
of products 
in the market

Understand post-launch 

stratification via better 

lifecycle management

Closing – Roche Group

Embracing Personalized Healthcare creates competitive 
advantage on three dimensions

Better understand the complexity of disease and treat accordingly

More integrated and adjusted therapies
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Closing – Roche’s Distinctiveness

Driving Personalized Healthcare through medically 
differentiated medicines and tests

Life
Sciences

Pharma
In Vitro

Diagnostics

Increasing
medical value
to patients
& physicians
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We Innovate Healthcare


