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    Aim: Iterative Dialog and Process 


Ethical Norms 









  Direct Access to Technology 




  Participants Driving Research Momentum 




     Moving from Anecdote(s) to Common Practice 



  
      

 

Key Policy Issues (selected) 


Participant Autonomy 

Privacy 

Access 

Oversight & 
Regulation 

Healthcare Readiness 



   

ishing the genome of “immortal” woman’s cell line 

Sequencing Of HeLa Genome Revives Genetic Privacy Concerns 

The View from the Public 


German lab apologizes for publ 



      


 Discusses broader policy context and frames the 
advance beyond just genomic data 


 Natural tension exists between values to protect 
and respect participants and to promote health 
advances through research  
–  Call to expand on-going discussions to consider all 

options to meet the needs and opportunities to achie  
     

Time to Review and Reimagine
 

ve 
both societal goods.
 



   

        

       
 

         

        

NEW: Genomic Data Sharing (GDS) Policy 


§ Extension of the rationale for data sharing policies 

§ Accessibility of whole genome sequencing and 
other genomic technologies advancing rapidly 

§ Consistent approach with regard to consent 

§ Complexity of data and project types much greater 



    

        
      

     
     

 

Updating the Common Rule
 

§ Propose written consent for all uses of existing 
research samples (short forms, broad consent OK; 
only applies prospectively) 

§ Biospecimens considered inherently identifiable 
based on genetic data – risk classified as 
“informational” 



   


     
 


    

Access: Gene Patents 


Potential implications for research and clinical 
access 
Decision out this morning!! 



    

   

      

Access: Coverage of Genetic Testing
 

■ Choice 

■ Ability to make the choice
 



9/7/2011 

  

Readiness: Need for Education 


September 12, 2012 



 Building Resources 




March 21, 2013 

Source:  http://www.acmg.net/  

   Moving into the Clinic 




     

 
 

 

    avoidIInn susummammaryry……wwee wwaanntt ttoo seek 


Advancing 
Science 

Respect for 
Participants 



    
  

 Thank you! 

laura.rodriguez@nih.gov 

Advancing human health
through genomics research 

mailto:laura.rodriguez@nih.gov




    

    
    

   
   

      
    

 

Putting the Pieces Together
 

§ Scientific Design 
• Research aims and objectives 

§ Ethics 
• Guiding principles 

§ Policy 
• Applicable laws and regulations 



  

    
 

  

 
    

 
    

    

 
   

 
  

Presidential Bioethics Commission
 

Recs 1: Clear and consistent policies 


Recs 2: Standards for security & 
access 

Recs 3: Informed consent 

Recs 4: Exchange information 
between research and clinical 
domains 

Rec 5: Access for all citizens 

On-going: Incidental Findings
 




