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Guiding Principle of GAIN:

The greatest public benefit will be 
achieved if results of whole genome 

association studies are made 
immediately and broadly available



GAIN Data Access Overview
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Potential Identifiers

• Geographic subdivisions smaller than the 
state may be needed for genetic-
environmental interaction studies

• Dates smaller than a year may be needed for 
some studies

• The keycode will be retained by the 
Contributing Investigator so that data can be 
updated or withdrawn from future 
distribution



Data Access
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Human Subjects Issues – Data Access 
• OHRP has confirmed that secondary data users will not be 

conducting human subjects research under 45 CFR 46
• Access to datasets will be provided for a defined research 

use
– Proposed use should respect original informed consent

• Requestors and home institutions will be responsible for 
compliance with applicable federal, state, and local laws 
and policies

For example: 45 CFR 46 
HIPAA 
Local institutional review

• Requestors and home institutions will submit a Data Use 
Certification agreement acknowledging GAIN policies and 
stipulating appropriate use of the data



Data Use Certification Agreement
• Investigators and home institutions will certify through 

Data Use Certification that investigators agree: 
– to review informational material on responsible GAIN data 

use
– to follow specified research use
– to disseminate research results broadly and acknowledge 

GAIN & Contributing Investigators in published or 
presented work

– to acknowledge GAIN policies on Publication and 
Intellectual Property

– to submit brief annual updates on research progress and 
publications

– not to identify study participants
– not to transfer data



Data Access Committee
• Federal staff with expertise in genome wide 

association studies, relevant disease areas, bioethics, 
and privacy/confidentiality issues

• DAC Review will include:
– Proposed research statement
– Investigator and institutional background
– Data Use Certification statements

• If additional expertise is desired, individual input may 
be sought from external parties, such as:
– Patient advocates
– Individuals familiar with specific identifiable communities



Data Access Committee 
(continued)

• Login credentials will be assigned
• Annual reports will be reviewed for research 

activity and any new issues relevant to ongoing 
access

• Annual reports will request information on:
– Publications, presentations of GAIN data analysis
– Data security issues
– Intellectual property generated
– Potential health implications



Anticipated Data Access Request Form

Expect access request process to go live in early spring 2007



Monitoring and Oversight
• Independent Data Use Review Board (DURB) will review 

the data distribution and use practices going forward
– Constituted with external scientific, bioethics, and statistics 

expertise, as well as at least one “public” member
– Review summary reports of access granted (Approved Users 

& Institutions)

• Will consider data use practices retrospectively through 
review of: 
– GAIN-related publication information
– Ongoing research uses as described in annual reports
– Reports of any data security problems
– Other information as needed to evaluate on-going practices 

or emerging concerns



Monitoring and Oversight (continued)

• May make recommendations for policy or procedural 
changes in light of any potential impact on:
– the preservation of participant protections 
– the scientific process (e.g., publication issues) 
– emerging issues

• Any recommendations for policy changes will be 
forwarded to the GAIN Steering Committee and the 
FNIH Board of Directors
– Meeting summaries and any recommendations will be 

made publicly available through the GAIN website



Google: “GWAS policy”

NIH Public Consultation on Sharing Genetic Data



http://www.fnih.org/GAIN/policies.shtml




