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The Scientific Aims 

Build data resource(s) with sufficient power and 
flexibility to ask big questions and find small 
answers 

Enable necessary high-powered statistical 
analyses and biologically relevant science 

Work across disease disciplines analyzing 
multiple data types using common (or at least 
comparable) “structures” 
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Considerations 
What are the (priority) scientific aims? 
What ethics or policy issues are raised by each of the 
models? 
– Participant autonomy – informed consent 

– Participant privacy interests 

– Potential for recontact – additional analysis, return of results 

– Intellectual property issues  

What is possible within existing frameworks versus 
what would require new policy development?  
How would proposed options scale and track at the 
national or international level (technical & policy)? 
 



A Shifting Spectrum of “Identifiability” 

The American Journal of Human Genetics 90, 591–598, April 6, 2012 



Document # 

Updating the Common Rule 
 Genetic samples considered inherently identifiable 

– risk classified as “informational” 
 Data security protections, calibrated to level of 

identifiability 
 Written consent required for all uses of existing 

research samples (short forms, broad consent OK; 
only applies prospectively) 
 
 
 
 



Presidential Bioethics Commission 
Among other issues, the Commission is interested in receiving comments on:  
• The implications of large-scale human genome sequencing for the privacy of 

individuals, research subjects, patients and their families;  
• The views of those groups and medical professional communities about 

privacy, both as regards genomic information and evolving notions of privacy, 
as evidenced and influenced by social media; and  

• Models and mechanisms for protecting privacy, in both genetic/genomic 
databases and biobanks, but also in large databases of sensitive information. 

The Commission is further interested in receiving comments on: 
• Issues related to balancing individual and societal interests with regard to the 

sharing of and access to large-scale human genomic data;  
• The views of patients and other stakeholders on who should have access to 

these data and who should control access;  
• Models and mechanisms for governing access to genomic information;  
• The role of health information technology in providing and governing access to 

genomic data; and  
• Access to genetic/genomic information by law enforcement entities. 



The View from the Public 



Data Access Models for Today 

Open data access 

Streamlined controlled access 

Certified researchers and a research 
commons  

Central analysis server groups 
 



Autonomy and Consent 

What are participants willing to “let” 
their data be used for? 

What are the limits of “informed 
consent” 

What are realities of the research 
paradigm? 



Autonomy and Consent 

Open Access:  Can participants (or scientists) grasp the 
implications?  Will costs include loss of some 
populations/individuals in the data resource? 

Streamlined Controlled Access:  Where can efficiencies to 
process built around consent be created?  Broad and open 
consent?  What governance is needed? 

Research Commons:  Who certifies?  Oversight and monitoring 
of certification and of use?  Reciprocity 

Central Analysis:   How can data use limitations attach to data 
for the type of broad based analysis envisioned?  



Privacy: What are the risks? 

Assumed and accepted in Open 
Access 

Can they be articulated?  quantified?  

Streamlined, Research Commons, and 
Central Server models attempt to 
manage – is that possible? 

Long-term:  assess the trade-offs for 
individuals and for society 



Recontact and Intellectual Property 

Recontact is ideal, but will necessitate 
new policy work  
– Research and experience needed 

IP principles vary across research 
sectors, establish baselines 



Governance 

Intrinsic to various models are 
promises of conduct  
– to maintain trust must include reasonable 

expectation for compliance 

Issues of scale and practicability 



Streamlined Controlled Access Model 

Improvements being considered: 
– Building a standard lexicon of Data Use 

Limitations to increase transparency and 
consistency 

– Piloting centralized review for multi-study 
requests 

– Simplified access process for aggregate data 
for some data sets 

– Filters within dbGaP to enhance the ability of 
users to find relevant data  



Finding the balance …  

… assessing, learning, adjusting 
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