
GAIN Publication andGAIN Publication and 
Intellectual Property PoliciesIntellectual Property Policies

David WholleyDavid Wholley
Director, Genetic Association Information NetworkDirector, Genetic Association Information Network

Foundation for the National Institutes of HealthFoundation for the National Institutes of Health

GAIN Kickoff and Analysis Workshop Meeting, Herndon, VAGAIN Kickoff and Analysis Workshop Meeting, Herndon, VA
November 29November 29--30, 200630, 2006



GAIN PoliciesGAIN Policies –– PublicationPublication

�� Contributing Study PIs will have the exclusive rightContributing Study PIs will have the exclusive right 
to submit publications analyzing GAIN Projectto submit publications analyzing GAIN Project 
Datasets for nine months afterDatasets for nine months after their respectivetheir respective
genotypegenotype--phenotype dataset is made availablephenotype dataset is made available 

�� All other appropriate uses of the data are permittedAll other appropriate uses of the data are permitted 
during this period (i.e., data analysis for specifiedduring this period (i.e., data analysis for specified 
research areas)research areas)

•• However all resulting presentations and publications mustHowever all resulting presentations and publications must 
acknowledge the GAIN Database and the originalacknowledge the GAIN Database and the original 
Contributing Study investigatorsContributing Study investigators

�� GAIN Analysis Workshops bring together PIs andGAIN Analysis Workshops bring together PIs and 
their analytical experts with other qualifiedtheir analytical experts with other qualified 
statistical experts to provide knowledge exchangestatistical experts to provide knowledge exchange 
and supportand support



GAIN PoliciesGAIN Policies –– Intellectual PropertyIntellectual Property
�� Consensus is that GAIN data should be preConsensus is that GAIN data should be pre--competitivecompetitive

•• Avoid premature claims on preAvoid premature claims on pre--competitive information;competitive information; 
promote opportunity to develop IP and file claims onpromote opportunity to develop IP and file claims on 
downstream developments (e.g., therapeutics)downstream developments (e.g., therapeutics)

�� Data should be placed in the public trust for the broadestData should be placed in the public trust for the broadest 
array of users to developarray of users to develop
•• Data in the GAIN Database is made immediately andData in the GAIN Database is made immediately and 

simultaneously available to all (simultaneously available to all (““no early lookno early look””))
•• Users agree not to pursue claims that would prevent orUsers agree not to pursue claims that would prevent or 

block access to, or use of, any element of GAIN Data or ablock access to, or use of, any element of GAIN Data or a 
GAIN Project Dataset, or conclusions drawn directly fromGAIN Project Dataset, or conclusions drawn directly from 
those datathose data 

�� GAIN will include preGAIN will include pre--computed associations with GAINcomputed associations with GAIN 
datasets, so these become prior art (e.g., significantdatasets, so these become prior art (e.g., significant 
association results, linkage disequilibrium data, etc.)association results, linkage disequilibrium data, etc.)



Monitoring and OversightMonitoring and Oversight

�� Applicants and Users must acknowledge these policies throughApplicants and Users must acknowledge these policies through 
the Applicant Policy Agreement and the Data Use Certification,the Applicant Policy Agreement and the Data Use Certification, 
respectively.respectively.

�� Independent Data Use Review Board (DURB) will review the dataIndependent Data Use Review Board (DURB) will review the data 
distribution and use practices going forwarddistribution and use practices going forward

�� Will consider observed practices retrospectively through reviewWill consider observed practices retrospectively through review 
of:of: 
•• Approved access summaries (Approved Users & Institutions)Approved access summaries (Approved Users & Institutions)
•• GAINGAIN--related publication informationrelated publication information
•• OnOn--going research uses as described in Approved User annualgoing research uses as described in Approved User annual 

reportsreports
�� DURB may recommend policy changes to the GAIN SteeringDURB may recommend policy changes to the GAIN Steering 

Committee and FNIH Board of Directors based on emergingCommittee and FNIH Board of Directors based on emerging
issuesissues



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


