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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 /S
> Centers of Excellence In e
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 ever 21 years

> Largest funder ofi biIoethics research in the weorld


http://www.openclipart.org/people/netalloy/population.svg

THE INTERNATIONAL WEEKLY JOURNAL OF SC|

THE

FUTURE
SBRIGHT

Reflections on the first ten

years of the human genomics age

THE END OF
THE BEGINNING
Eric Lander on the impact of
thehuman genome sequence
PAGEWT

MORE BASES
PERDOLLAR
Elaine Mardis on themarch
of sequencing technology
PACE 198

HEALTH O NATUREASIA.COM
FROMLAB  wowens —
TO CLINIC

Armoad map to
genomic medicine

doi:10. 1038/ nature09764

Charting a course for genomic medicine
from base pairs to bedside

A 4l Human & ch Institut:

here has been much progress in genomics inthe ten years since a draft sequence of the human genome was published
Opportunities for understanding health and discase are now unprecedented, as advances in genomics are harnessed to
obtain robust foundational knowledge about the structure and function of the human genome and about the genetic
contributions to human health and dise Here articulate a 2011 vision for the future of genomics research and
describe the path towards an era of genomic medicine
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Genomics and Somety

> Psychosocial and ethical issues In
genomics research

> Psychosocial and ethical issues In
genomic medicine

> Legal and public policy Issues
> Broader societal iIssues



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
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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 ofi race and ethnicity,




Legal and Public Policy Issues

> Intellectual property
> Insurance reimbursement

> Regulation of genetic testing, DTC testing,
oharmacogenomics and therapeutics

> Genetic discrimination/stigmatization

> Applications of genetic information in non-
medical settings




Broader Sociletal Issues

> Concepts of health and disease
> Individual and group identity

> Insights on human origins
> Genetic determinism,

free will and individual
responsibility




Anthropology
Communication Sciences
Cross-disciplinary studies
Economics
Ethics
Health Services
Trans-

History Disciplina

Law < ry Mixed
Literature & the Arts Method
Philosophy Appégach
Political Science ’ .
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Public Health

Public Policy
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Representation of Methods in ELSI Grants
Awarded in Fiscal Years 2005-2010

N = 141 Awards
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Ethical, Legal and Social Implications (ELSI) Research Program Abstracts and Activities
Database

See Also:

Grants Home

ELSI Research Program i ELSI Planning and Evaluation History : ELSI Abstracts and Activities Database ELSI Funding Oppa rtunities
ELSI Grant Publications & Products i ELSI Program Reports

Applying for an NHGRI Grant

The FEthical, Legal and Social Implications (ELST) Research Program funds and manages projects that Grants Policies and Guidelines
conduct research and education on ELSI issues. ELSI also supports other program activities such as
workshops, research consortia and policy conferences related to these issues.

Funded Grants and Grant
History

What's Included in the Database NHGRI/NIH Active Grants

NHGRI Funding Opportunities
The ELSI Research Program Abstracts and Activities Database organizes the abstracts for all ELSI E-Mail List

projects and activities by the last name of the principle investigator (PI). Each entry also includes, and

can be searched by using: Related Offices and Areas

Policy & Ethics Home

A specific topic - or search term - related to an ELSI issue, (i.e., discrimination, genetic testing or privacy) Office of Polic
Communications and

The type of grant (i.e., education, research or conference). Education

The grant number.

Social and Behavioral
The name of the principal investigator. Research Branch
The name of the institution where the research was conducted.

The actual grant period or a year contained within the grant period.

To see ALL abstracts and activities, click on the Search button below without typing anything into the search fields.
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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.
Ssupplements)




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 RFASs funded in parallel with genomic
projects (e.g., HMP, H3Africa)

> ELSI| components of genomic prejects
(e.g., eEMERGE, Clinical Seguencing)



CEER Program

Department of Health and Human Services

Participating Organizations
NIH) ( W oV

Compone nts of Part patlng or gamzatlo s
tional Human Genome Res (NHGRI e.gov/

Title: Centers SPSO)Eand Exploratory Grants for

Centers (P20) for Excellence in Ethical, Legal and

> Lau nched I n 2004 Social Implications (ELSI) Research (CEERS)
> G OaIS Request For Applications (RFA) Number: RFA-HG-09-003
o Foster trans-disciplinary research

o Faclilitate translation of research into health, research
and public policies/practices

o [rain 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: im522n@nih.gov )
Tel: (301) 402-4997




