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Personalized Healthcare

Â Generating meaningful segmentation of patient 
populations, by whatever technology is 
appropriate (genomic, imaging, informatic), in 
order to increase the benefit of therapy
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Everybody responds to therapy 
differently

Who suffers when 
therapies donôt work?

ÂPatients

ÂPhysicians

ÂPayers

Percentage Non-responders
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Targeted Clinical Trials

Â Estimated that drug companies 
could save up to $100ôsM per 
drug by incorporating 
pharmacogenomics data into 
trials

Â Trials terminated early due to 
success in a genetically 
defined subset of breast 
cancer patients
Â Interim analysis yielded 

statistically significant results, 
exceeding the primary 
endpoint
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Access to the right therapy

Severe 

Symptoms

Moderate 

Symptoms

Mild Symptoms

Patient Population
= Predicted Responders

= Predicted Low Efficacy 

or Side Effects
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Quicker uptake of therapeutic value

Arimidex vs. Herceptin: Global Sales from launch
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Towards Preventive Medicine

Â Avoiding futile 
medicine

Â Predictable 
therapeutic response

Â Earlier intervention 

Â Delay onset and 
minimize severity
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Rescue Strategies

Â The Good:
ÂHerceptin/Herceptest

Â The Bad:
ÂHerceptin/Herceptest

Â The Ugly:
ÂHerceptin/Herceptest

Â The Really Ugly:
Â Iressa
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The Good - Herceptin

Â Large responder effect in pivotal trials

Â FDA will not approve without Dx

Â Genentech develops IHC (Immunohistochemistry) with Dako

Â Receives approval and launches Herceptin/Herceptest

Â First blockbuster Personalized Therapy

Arimidex vs. Herceptin: Global Sales from launch
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The Bad - Herceptin

Â Genentech develops second test based on FISH (fluorescence in situ 
hybridization) with Vysis (now Abbott Molecular)

Â But:
Â According to guidelines released by ASCO and the College of American 

Pathologists, analyses of prospective, randomized, adjuvant trials of Herceptin 
show that testing algorithms to gauge HER2 expression have not been 
standardized and were developed ñsomewhat arbitrarily.ò 

Â An expert panel found ñas many as 15 percent to 20 percent of the HER2 assays 
performed in the field may be incorrect when the same specimen was 
reevaluated in a high-volume, central laboratory.ò

Â ñCurrent testing methods for determination of the likelihood of benefit from 
Herceptin are not adequate,"

Â Third test, CISH (Chromogenic In Situ Hybridization), now available from 
Invitrogen

Â New test in the works from Monogram based on a proximity -based assay 


