
Establishing Precompetitive 
Collaborations to Stimulate Genomics 
Driven Drug Development

Geoffrey S Ginsburg, MD, PhD
Director , Center for Genomic Medicine

Professor of Medicine and Pathology      
Duke University

IOM Workshop

July 22, 2010



The Productivity Problem

Booth and Zemmel, Nature Reviews in 
Drug Discovery 3:451-6, 2004



Precompetitive Collaboration
“Precompetitive collaboration should be viewed as 

a tool for creating and unlocking value, in both 
economic and human terms, and as a critical driver 

for the success of the biomedical enterprise.”

Wagner:  CPT 2010 87:511

“Competitors share early stages of research that
benefit all”

Weber:  The Success of Open Source 2004



Opportunities for Pharma

§ Biospecimens
§ Model systems
§ Targets
§ Probes
§ Clinical and molecular data
§ Preclinical models
§ Software 
§ Clinical trials data



Examples…Lessons Learned?

§ Innovative Medicines Initiative
§ Address bottlenecks in safety, efficacy, pre-clinical toxicity 

biomarkers
§ Biomarkers Consortium
§ Predictive biomarkers: T2DM, breast cancer, sarcopenia, 

atherosclerosis
§ Predictive Safety Testing Consortium
§ Liver, muscle, vascular, renal, carcogenicity

§ GSK-Novartis 
§ Malaria small molecules (ChEMBL)

§ Coalition Against Major Disease
§ Shared Alzheimer’s database
§ Develop quantitative disease models 



Biobanking in the U.S. (ca. 1999)

§ Accumulation rate (circa 1999): approx. 9 million per year



Creation of a national network of existing 
biobanks

Source: Willett, W. C. et al. (2007) “Merging and Emerging Cohorts,” Nature, 445, 257-258.

Purported foundation for a national network:



Patient Enrollment and Samples Pharma 
Co and Academic Health Center

§ Pharma Co
§ ~32,000 patients in clinical trials per year
§ Specimens collected on some

§ >> 1 M banked specimens linked to clinical trial data
§Generally in single bank
§ Limited access

§ Academic Health Center
§ ~45,000 patient in trials and registries
§ Specimens collected on some

§ >> 1M samples banked some linked to specific phenotypes
§Generally fragmented
§ Limited access



Why are biospecimens so important ?

§ Target Discovery
§ Target Validation
§ Biomarkers for decision making
§ Pharmacodynamic
§ Pharmacogenomic
§ Predisposition
§ Prognosis
§ Efficacy/monitoring
§ Discovery, replication, validation



Value Proposition – from specimens and 
their derived data

§ Patient 
§ Better treatments, diagnostics, use of their samples and data, personalized 

treatment
§ FDA 
§ Opportunities for standards and regulatory policy

§ Pharma  
§ Biomarkers, targets, pathways, disease biology and mechanisms, leading to 

more efficient drug discovery and development process, targeted therapies, 
opportunity to reduce spend internally, innovation

§ Diagnostic Co 
§ Portfolio of potential diagnostic products, reduction in risk for discovery process

§ Academia / Health Systems
§ Data, knowledge, basis for exploration and hypothesis generation, funding, 

more effective diagnoses and treatment, innovative discovery, accessible data
§ Society
§ All constituents give back to society as an ROI



The Potential



Today’s Agenda and Goals

§Recap of NCPF meeting in February
§Requisites for successful precompetitive 

collaboration 
§Framework of collaborations with the 

pharmaceutical industry
§Biospecimens and data
§Panel Discussion 
§Summary and Conclusions 
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