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Reflecting Back

• The Ethical, Legal, and Social Implications 
(ELSI) Program in the Division of Extramural 
Research at the NHGRI*
– Established in 1990

– Function and purpose (multidisciplinary focus):
• Identify and examine key ethical, legal, and social issues

• Stimulate public discussion

• Develop policy options

• Expand public education



Areas of Research

• Privacy and Fair Use
– Privacy and confidentiality, Genetic discrimination

• Clinical Integration
– Impact of genetic testing

• Genetic Research
– Research design; Informed consent

• Education and Resources
– ELSI and genetics-based curriculum



ELSI: Represents a new area of research



Planning Ahead

Psychosocial and Ethical Issues 
in Genomics Research

Psychosocial and Ethical Issues 
in Genomic Medicine

Legal and Public Policy Issues

Broader Societal Issues

Green ED, Guyer MS, NHGRI, Charting a course for genomic 
medicine from base pairs to bedside, Nature 470: 204-13 (2011)



Planning for the Future of ELSI

Integration Collaboration Expansion

NHGRI ELSI Assessment Panel (EAP) Report (May 2008); Green ED, Guyer MS, NHGRI, Charting a 
course for genomic medicine from base pairs to bedside, Nature 470: 204-13 (2011)



Integration: 
Addressing Real Issues in Real Time





Collaboration
E+L+S

• EE





Law/Policy Social and Behavioral Research



• Demographics (n=1087)
– Age: 35 (12)

– Race: 83% Caucasian

– Gender: 73% Female

– Education: 60% College Grad

Online survey: Facebook.com (2008)



2011 study of 2037 
Navigenics consumers: 

26.5% reported sharing 
results with their 
physicians

Bloss et al., NEJM 2011



Healthcare Ethics Law/Policy



Expansion



Data Sharing



Because individuals vary in 
their privacy-utility 

judgments “we recommend 
a stratified consent process 
in which all subjects who 

participate in future 
genomic sequencing 

studies are fully informed 
about how their DNA data 
may be broadcast and have 
the authority to decide with 
whom they want their data 

shared.”



Policy Concerns

• Giving participants information and control will 
decrease enrollment in genome research 

• Giving participants options will result in only a 
select few (“information altruists*”) consenting 
to public data release 

I.S. Kohane and R.B. Altman. Health Information Altruists – A Potentially Critical 
Resource. NEJM (2005).



Randomized Trial of Consent for Data Sharing 
R01 HG004333 (2007-2011)

Participants 
Randomized with 
Waiver of Consent

Traditional 
Consent

Binary 
Consent

Tiered 
Consent

Interviewed

Subjects debriefed, shown all three consents, and given the 
opportunity to change their consent form or data sharing option. 



Planning for the Future of ELSI

Integration Collaboration Expansion

NHGRI ELSI Assessment Panel (EAP) Report (May 2008); Green ED, Guyer MS, NHGRI, Charting a 
course for genomic medicine from base pairs to bedside, Nature 470: 204-13 (2011)
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