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ELSI Research Program: Background
* Established in 1990

* Mission: To anticipate and address the ethical,
legal, and social implications of genetic and
genomic research

* 5% NHGRI extramural budget set-aside

* FY2019 budget ~ S21M

*~50% of ELSI budget dedicated to
Investigator-initiated research



Current Research Priority Areas

* |ssues in genetic and genomics research
* |ssues in genetic and genomic medicine
* Broader legal, policy and societal issues

* Detailed descriptions available at:

https://www.genome.gov/Funded-Programs-Projects/ELS|-Research-Program/domains

Search: ELSI Research Domains


https://www.genome.gov/Funded-Programs-Projects/ELSI-Research-Program/domains

Current Estimated Budget
Allocations

B Genomic Research
Issues

B Genomic Medicine
Issues

W Legal/Policy Issues

B Broader Societal
Issues




Issues Addressed in ELSI Portfolio

* Old issues addressed in new ways

— Informed clinical and research consent
— Incidental findings
— Provider and patient understanding of results

— Blurred research/clinical boundaries

* Emerging issues
— Gene editing, gene therapy
— Personal utility
— DTC testing
— Alternatives to in-person counseling
— Re-analysis obligations and practices
— Equity, diversity and clinical genomics



Selected Disciplines of ELSI Applicants

Ethics and Bioethics
Law

Philosophy and Humanities
— e.g. History, Religion/ Theology

Public Policy
Medicine

— e.g. Clinical Genetics, Psychology/Psychiatry, Nursing, Genetic Counseling,
Pediatrics, Oncology

Biomedical Sciences

— e.g. Genetics, Biology, Neuroscience, Pharmacology

Public Health

— e.g. Epidemiology, Biostatistics, MCH, Health Policy, Population Health
Social Sciences

— e.g. Sociology, Anthropology, Economics, Political Science



Wide Range of Methods Used

in ELSI Research

Archival research

Textual
interpretation

Legal analysis

Conceptual/Critical
analysis

Content analysis

Oral history
Ethnography
Focus groups

Structured
Interviews

Community
Based Research

Network
analysis

Simulation modeling

Quasi-experimental
and experimental
trials

Survey methods

Discrete choice
analysis

Time series analyses

Model clinical
encounters



Primary Types of Grants

Project Period Max Direct Cost
Type

RO1 Regular research 3 -5 years Must reflect
grant (generally 3) project needs,
generally <S500K

* NIH Funding Announcements relevant to ELSI and Bioethics are
listed on http://www.genome.gov/ELSI/



http://www.genome.gov/ELSI/

Path and timeline (I)

Planning, Writing and
Submitting

Planning:

Start early! Collect

preliminary data &

establish internal ‘
deadlines.

CONTACT us!!

Writing:

Begin writing
application several
months prior to
application due
date

Submitting:

Applicant organization
submits application using
grants.gov & eRA Commons



Path and timeline (II)

Receipt and Referral

Months 1-3

Application arrives
at the NIH Center
for Scientific
Review (CSR).
CONTACT uUs!!

Peer Review

—)

CSR assigns
application to an
NIH
Institute/Center (IC)
and a Scientific
Review Group
(SRG)

pr—

Scientific Review
Officer (SRO)
assigns
applications to
reviewers

Months 4-8

Initial Level of
Review:

Panel members
review and
evaluate
applications for
scientific merit.

Priority Score &
Summary
Statement:
Available to NHGRI
on eRA Commons

CONTACT US!!

| —

Second Level of
Review:
Advisory council
reviews
applications




Path and timeline (lll)

Award Months 9-12
Pre-Award Process: Notification of Congratulations!
IC staff conducts final Award: Project period
administrative review IC issues and sends officially begins!
& negotiates award. Notice of Award
Requests “just-in- (NoA) to applicant
time” information institution
Revise and

Or ‘ Resubmit




NOT-OD-20-038
Notice of Special Interest: Administrative Supplement for Research on
Bioethical Issue
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-038.html

Funding for one-year supplements to existing
grants for bioethics & policy work

S100,000 max
Due March 20

Pilot work
24 Institutes
Many with specific interests written
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() YEARS OF THE GENOME

Integrating and A;_%)lying ELSI Research

ELSIcon2020 « 30 Years of the Genome: Integrating and Applying ELS| Research

5th ELSI Congress
June 15-17, 2020

Columbia University, New York
ELSICon2020



More information:
http://www.genome.gov/ELSI/

Contact us!!
dave.kaufman@nih.gov
lockhani@mail.nih.gov
boverj@exchange.nih.gov
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