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OBJECTIVE:

The objective of this administrative guidance is to provide procedures to follow regarding institutional and IRB/Privacy Board certification of review for submission of data to the National Institutes of Health Genome Wide Association Study Database (NIH GWAS dbGaP).
GENERAL DESCRIPTION; 
Information to Researchers  
First, one needs to determine if the project involves human subjects.  If the data/specimens were collected from those not meeting the OHPR definition of a human subject (e.g. deceased individuals) the IRB does not need to review the grant or protocol.  The researcher would check NO to human subjects on the Grant/Proposal Application Cover Sheet (Goldenrod form)
NOTE:  Even though the IRB would not need to review the grant application regarding protection of human subjects, if the researcher wishes to share information with the NIH GWAS dbGap database, an institutional certification may be required. See “GWAS Certification” below for additional information
If the project does meet the definition of involving human subjects, the researcher would check YES to human subjects on the Goldenrod Form and submit the grant and protocol to the IRB per usual practice. 

Protocol Tips
If the project includes human subjects and if the data/ specimens have previously been collected and the data will be sent to UVa in a coded fashion, the protocol may be submitted under a “Coded Research Application”.
If the project includes identifiable human subjects (either data collected at UVa or data is sent to UVa with identifiers), the study team must submit a protocol which would go to the full board for review. 

GWAS Certification
To obtain the certification, the researcher would also submit the consent(s) under which the data was obtained in addition to the grant application. The IRB Director and Associate VP for Research will review and provide the certification if applicable using the guidance in this document. 
PROCEDURE:

· Obtain grant application and consent form to be used to /used to collect samples.  Use the GWAS Review Checklist (see Appendix A) to verify the documents meet NIH Policy for submission of data to the GWAS dbGaP.  Additional background information may be found in the “Points to Consider Regarding Informed Consent” section in http://grants.nih.gov/grants/gwas/gwas_ptc.pdf and in NIH GWAS FAQ’s. 
· Determine if an application for a Certificate of Confidentiality is needed. 
· If submission verified, complete the GWAS Certification document (see Appendix B), obtain signature of Associate VP for Research and send to PI.  
· Enter a receipt event for the GWAS Certification in the applicable protocol/grant in IRB Online 

DOCUMENTATION:

Documentation will be done using the GWAS Certification document. This document will be filed with the applicable grant and protocol(s).
REFERENCES:

· NIH’s “Policy for Sharing of Data Obtained in NIH Supported or Conducted Genome-Wide Association Studies (GWAS)”
· “NIH Points to Consider for IRBs and Institutions in their Review of Data Submission Plans for Institutional Certifications Under NIH’s Policy for Sharing of Data Obtained in NIH Supported or Conducted Genome-Wide Association Studies (GWAS)”  

· Human Research Report ISSN 0885-0615 Volume 23 No.1. January, 2008. 
· NIH GWAS FAQ’s
· PRIM&R Webinar Slides:  September 23, 2008
Appendix A:   GWAS Review Checklist
GWAS Review Checklist
PI Name:     


If applicable:  Affiliated Grant/ Protocol #     
	

	
	Yes
	No
	N/A 
	Comment 

	Protocol and/or funding grant stipulates that the data sent to GWAS dbGaP will be coded and that the NIH will not receive the key to the code.  

Information may be found in PHS 398 grant in section K or in Resource Sharing Plan ) 
	
	
	
	

	Grant should stipulate that data will be submitted to GWAS dbGaP  or provides an appropriate explanation for why submission will not be possible. . 
Information may be found in PHS 398 grant in section K or in Resource Sharing Plan )
	
	
	
	

	Does the consent restrict sharing the data outside of UVa? 

If yes, determine if subjects need to be re-consented
	
	
	
	

	Does the consent stipulate genetic research will NOT be done? 

If yes, determine if subjects need to be re-consented
	
	
	
	

	Does the consent restrict the type of research that may be done on the data?

If yes, document this on the certification document. 
	
	
	
	

	If applicable:  is the application for a Certificate of Confidentiality on file
	
	
	
	

	For a prospective study: has the GWAS section of the consent been inserted into the consent? 
	
	
	
	


Signature:      ____________________________________Date:      
(IRB Director, Associate Director, Assistant Director) 

 Appendix B:  Institutional GWAS Certification (print on VPR letterhead) 
Principal Investigator:

IRB-HSR Grant#:
Grant Title:  
Data Sharing Restrictions

The following uses of the data are allowed: 
<insert>  If no limitations state:  General Research Use
The following uses of the data are excluded: 
<insert>
GWAS DATA SUBMISSION CERTIFICATION
The submission of data to the NIH GWAS data repository pursuant to this proposal is being made with appropriate institutional approvals.  In the institution’s reasonable belief, within the limits of the institution’s knowledge of the future potential uses and users of the data: 
· The proposed data submission is consistent with applicable federal and Virginia laws and regulations, as well as institutional policies ; 
· The research uses of the data and the uses that are specifically excluded by the informed consent documents are described.
· The proposal provides that the identities of research participants will not be disclosed to the NIH GWAS data repository; and 
· The institution’s IRB for Health Sciences Research (IRB-HSR)/ Privacy Board has reviewed the relevant aspects of the proposal and verified that 
· The proposed submission of data to the general NIH GWAS data repository for subsequent sharing for research purposes as described in the NIH Policy is not inconsistent with the informed consent of study participants from whom the data were obtained;
· The investigator’s plan for de-identifying datasets is consistent with the NIH “Policy for Sharing of Data Obtained in NIH Supported or Conducted Genome-Wide Association Studies”
· Based on the characteristics of the subject population and the data involved in the primary study, and within the limits of its knowledge of the future potential uses and users of the data, it has considered the risks to individuals, their families, and groups or populations associated with the proposed submission of the data to the general NIH GWAS data repository.  The IRB/Privacy Board understand that assessment of risks associated with specific future secondary uses will be performed by NIH’s Data Access Committees, and, 
· To the extent applicable, the genotype and phenotype data proposed to be submitted were collected/will be collected in a manner consistent with 45 C.F.R. Part 46. 
Dave Hudson PhD
Associate VP for Research

University of Virginia
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