
Page 1

Frank S Walsh

Industry ïAcademia collaboration in the AHSC



Page 2

Pharma R&D is being squeezed from both ends

Wall street wants double digit growth

The patient wants better medicines

The regulator wants safer medicines

The govnt, wants cheaper medicines

Increasing expectations

Reduction in NCE approvals

Spiraling R&D costs ($900MM/NCE)*

Reduced return on marketing spend*

Decreasing productivity
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Lack of efficacy and safety issues are the major 

causes of Phase 2 attrition

Adapted from: DiMasi, Clin Pharmacol Ther, 2001;69(5):297-307

Economics Efficacy Safety Other

33.8

37.6

19.6

9

% failures

Now 55%

Both the proportion & 

absolute number of  

compounds that prove 

safe & effective in 

humans is declining, 

despite an increasing 

number that are safe 

and effective in animal 

models



Page 4

Target/
Disease

Platforms: 
ñomicsò 

Chemical biology
Immunoassays

Imaging

Information 
Technologies
for integration

Animal 

Biomarker 

Fingerprint

Human 

Biomarker 

Fingerprint

So how can the most promising drug candidates 

be identified earlier in development?

Translational Medicine

VAnimal models do not 

accurately predict the effects of 

drugs in man

VDiscover and develop 

biomarkers to measure the effects 

of a drug in humans

VBetter predict drug safety and 

efficacy in man
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Translational Medicine bridges the gap between 

pre-clinical and clinical studies

VA scientific discipline that  bridge the gap between 

preclinical and clinical studies

VAllows us to understand the likely behavior of 

experimental medicines in humans

VEnables cost-effective determination of efficacy

&  safety through use of biomarkers

Clinical DevelopmentDiscovery Research

Translational medicine
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Academia and Pharma differ in their views       
of  Translational Medicine

Academic viewé

VDiscovering new drug targets

VDeveloping HTP capacity

VDeveloping drugs for orphan 

diseases

VAny clinical academic research and

not generally linked to drug studies.

Both need to modify their 

positions  and develop 

mutual understanding built 

on trust and respect. 

Pharma viewé

VAbout Biomarkers not Drug 

Discovery

VEnriched  patient populations for 

enriched POC 

VMuch can be done by contract 

research.

VBiomarker needs to be validated  for 

decision making POC
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Translational Medicine
From a Drug Development perspective  
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