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Overview 

 Background of the program 

 Strategic plan for “Genomics and Society” 

 Current priority topic areas 

 Methodological approaches 

 Funding mechanisms and approaches 

 Centers of Excellence in  

 ELSI Research (CEER) Program 

 Tensions and challenges 
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Background 

 Established in 1990 

 Mission: To anticipate and address the ethical, 

legal, and social implications of genetic and 

genomic research 

 5% of NHGRI Extramural Research budget 

 FY2012: $19M 

 More than 1000 publications over 21 years 

 Largest funder of bioethics research in the world 
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Genomics and Society 

 Psychosocial and ethical issues in 

genomics research 

 Psychosocial and ethical issues in 

genomic medicine 

 Legal and public policy issues 

 Broader societal issues 

 



Psychosocial and Ethical Issues in 

Genomics Research 

  

 Protection of research participants  

 Perceptions of risks and benefits 

 Diversity of research cohorts 

 Role of race and ethnicity 

 Community engagement 



Psychosocial and Ethical Issues in 

Genomic Medicine 

 
 Genomic uncertainty 

 Direct-to-Consumer (DTC) tests 

 Fair access 

 Effectiveness of diagnostics, 

therapeutics and behavioral 

change  

 Pre-implantation, prenatal and 

postnatal genetic diagnoses 

 Constructs of race and ethnicity 

 



Legal and Public Policy Issues 

 Intellectual property 

 Insurance reimbursement 

 Regulation of genetic testing, DTC testing, 

pharmacogenomics and therapeutics 

 Genetic discrimination/stigmatization 

 Applications of genetic information in non-

medical settings 



Broader Societal Issues 

 Concepts of health and disease 

 Individual and group identity 

 Insights on human origins 

 Genetic determinism,  

   free will and individual 

responsibility 



Genomics & Society Research Question 

 

Anthropology 

Communication Sciences 

Cross-disciplinary studies 

Economics 

Ethics 

Health  Services  

History 

Law 

Literature & the Arts 

Philosophy 

Political Science 

Psychology 

Public Health 

Public Policy 

Sociology 

 

Basic 
Knowledge 

Archival Research 

Community Based Research 

Comparative Effectiveness Research 

Conceptual/Critical Analysis 

Content Analysis 

Simulation Modeling 

Ethnography 

Focus Groups 

Legal Analysis 

Network Analysis 

Oral History 

Quasi-experimental 

Experimental Trials 

Structured Interviews 

Survey methods 

Textual Interpretation 

Time series analyses 

Tools & 
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Practice 
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Public  

Policy 

Output 



Representation of Methods in ELSI Grants 

Awarded in Fiscal Years 2005-2010 

Qualitative 
Only 
18% 

Quantitative 
Only 
15% 

Conceptual 
Only 
8% 

Legal Only 
10% 

Multiple 
Methods 

45% 

Other 
4% 

N = 141 Awards 





A Range of Funding 

Mechanisms 

 Regular research grants (R01) 

 Small research grants (R03) 

 Conference grants (R13) 

 Exploratory research grants (R21) 

 Post-doctoral traiing grants (F32) 

 Career development grants (K99/R00) 

 Administrative supplements (including minority 

supplements) 



A Mix of Funding Approaches 

 Investigator-initiated grants 

 ELSI RFAs funded to address important 

emerging issues; organization of related 

consortia (e.g., CF, Cancer Genetics, 

Genetic Variation, Return of Results) 

 ELSI RFAs funded in parallel with genomic 

projects (e.g., HMP, H3Africa) 

 ELSI components of genomic projects 

(e.g., eMERGE, Clinical  Sequencing) 

 



CEER Program 

 Launched in 2004 

 Goals:   

 Foster trans-disciplinary research 

 Facilitate translation of research into health, research 

and public policies/practices 

 Train next generation of ELSI researchers 

 Currently supporting 6 CEERs (P50) and 2 Exploratory 

CEERs (P20) 

 1/3 total program budget allocated to CEERs 

 



Persistent “Tensions” 

 Basic Research and Translation  

 Investigator-initiated and Program-initiated 

Research 

 Consultation and Research 

 Integration and Objectivity 

 

 



Challenges for the Future 

 Re-envision inherent 

tensions as opportunities 

 Address priority setting in 

a climate of uncertain 

funding 

 Expand and integrate 

ELSI research 

 



 Questions? 

Jean E. McEwen, J.D., Ph.D. 

Program Director 

Ethical, Legal, and Social Implications Program 

NIH/NHGRI 
Email: jm522n@nih.gov 

Tel: (301) 402-4997 

 

 


