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Presentation Notes
Principal investigators of common disease studies are invited to apply for “free” genotyping
Proposals were peer-reviewed and the most meritorious selected by the GAIN Steering Committee
Genotype and phenotype data will be deposited into a central database and made available for broad research use as soon as quality checks on both datasets are complete
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Request & Review ProcessRequest & Review Process

PI completes Data Access Request (DAR)PI completes Data Access Request (DAR)
Institutional signing official (SO) approves DARInstitutional signing official (SO) approves DAR
DAR posted in dbGaP for GAIN DAC reviewDAR posted in dbGaP for GAIN DAC review
Staff reviews DAR and clarifies any issuesStaff reviews DAR and clarifies any issues
DAC reviews DAR and makes decision to approve or DAC reviews DAR and makes decision to approve or 
disapprovedisapprove
DAC Chair records decision in dbGaP, which notifies DAC Chair records decision in dbGaP, which notifies 
PI and SO of decisionPI and SO of decision
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Time to decision for Data Access Request
Step								Number	Days elapsed(median, range)
Investigator submission to institutional approval	24		3, 0-17
Institutional approval to DAC decision			22		14, 9-34
Overall (investigator submission to DAC decision)	22		20, 9-38


















Data Access RequestData Access Request
Uses SF 424 (R&R) electronic submission formUses SF 424 (R&R) electronic submission form

Authentication through eRA Commons login.Authentication through eRA Commons login.
Completed through webCompleted through web--based request process developed based request process developed 
by NCBI.by NCBI.
Requires research use statement, and request for access to a Requires research use statement, and request for access to a 
specific dataset(s).specific dataset(s).
Requires investigator & Requires investigator & institutional signing officialinstitutional signing official to sign to sign 
assurance that GAIN policies will be followed.assurance that GAIN policies will be followed.

Agreement to terms of use (DUC) through the submission Agreement to terms of use (DUC) through the submission 
of access request.of access request.
Includes assurance that the home institution has considered Includes assurance that the home institution has considered 
participant protection issues (if any) and agrees that the participant protection issues (if any) and agrees that the 
research can go forward.research can go forward.
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Primary ConsiderationsPrimary Considerations

Data Access Request complete and consistent Data Access Request complete and consistent 
with requirementswith requirements
Proposed research use consistent with any data Proposed research use consistent with any data 
use limitationsuse limitations
Any potential unanticipated group harms Any potential unanticipated group harms 
consideredconsidered



Data Access Committee MembershipData Access Committee Membership

RegularRegular Emily Harris (Chair)Emily Harris (Chair) NHGRINHGRI
Christine GradyChristine Grady NIH Clinical CenterNIH Clinical Center
Thomas LehnerThomas Lehner NIMHNIMH
Catherine McKeonCatherine McKeon NIDDKNIDDK

Joel MossJoel Moss NHLBINHLBI
Bradley OzenbergerBradley Ozenberger NHGRINHGRI
William SharrockWilliam Sharrock NIAMSNIAMS
Vaurice StarksVaurice Starks NCINCI

ExEx--officioofficio Teri ManolioTeri Manolio NHGRINHGRI
Laura Lyman RodriguezLaura Lyman Rodriguez NHGRINHGRI

StaffStaff Lisa McNeilLisa McNeil NHGRINHGRI
Erin RamosErin Ramos NHGRINHGRI









Data Access ActivityData Access Activity

Through August 2007Through August 2007



GAIN/institutional affiliation of requestors

Type of requestor Total 
Number

Number 
Domestic

Number 
Foreign

GAIN PI or collaborator 5 3 2

Not a GAIN PI or collaborator, from: 15 14 1

Academic institution 8 8 0

Pharmaceutical or biotechnology company 4 4 0

Other non-Federal research institution 2 1 1

Federal agency (e.g., NIH) 1 1 0



Time to decision for Data Access Requests

Step Number of 
requests

Days elapsed
(median, range)

Investigator submission to 
institutional approval

24 3, 0-17

Institutional approval to DAC 
decision

22 14, 9-34

Overall (investigator 
submission to DAC decision)

22 20, 9-38



Downloading DataDownloading Data

Dataset Number of
Approved Users

Number who have 
downloaded the 

dataset

ADHD 13 9



ADHD

Download activity for 9 dbGaP users 
with data

(13 currently approved for ADHD)

Component type 1 2 3 4 5 6 7 8 9

Total 
number of 

files for 
component

Genotype-calls-filtered 2 3 1 10 3 4 1 10

Genotype-calls-unfiltered 3 12 1 1 12

Genotype-intensities 78 78 78

Genotype-qc 1 1 1 1 1 1 1

Genotype-scatterplots 3 3

Linkage-disequilibrium 1 2

Phenotype-individual-traits 7 7 2 7 7 7 7 7
Use-contents 2 2 2 2 2 2 2 2 2 2
Use-restrictions 1 1 1 1 1 1 1 1 1 1



ChallengesChallenges

Request processRequest process
Questions about signing official approval processQuestions about signing official approval process
Technical problems with dbGaPTechnical problems with dbGaP
Questions about data/data fileQuestions about data/data file
Questions about IRB review/approvalQuestions about IRB review/approval

Review processReview process
Understanding the Understanding the DACDAC’’ss role in the overall process, role in the overall process, 
and developing review procedures and materialand developing review procedures and material
Reviewing methodologic researchReviewing methodologic research
Considering potential group harmsConsidering potential group harms
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