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	SOP Request for Genomic Data Sharing Certification – Investigators 




1	PURPOSE and APPLICABILITY

This document describes the researcher procedures for requesting institutional certification of plans to submit genomic data to a NIH database for broad scientific sharing. Additional information can be found in the following documents: GUIDANCE Genomic Data Sharing, WORKSHEET Genomic Data Sharing Certification.

2 	POLICY

2.1 	NIH policy. Researchers who collect genomic data as part of a NIH grant funded after January 25, 2015 may be required as a term and condition of the Notice of Award or Notice of Contract to submit those data to a NIH database for broad scientific sharing. 
2.1.1 	The NIH policy establishing this data sharing requirement is the NIH Genomic Data Sharing (GDS) Policy which supersedes the NIH Genome-Wide Association Studies (GWAS) Policy. 
2.1.2 	Institutional certification. The GDS policy requires an institutional certification that the researcher’s plans for submitting the data to NIH-designated repositories meet specific policy requirements. The certification process requires an IRB to review the researcher’s plans for submitting the genomic data to NIH, based largely on the adequacy of the informed consent process and documents through which the data were obtained. 

2.2	HSD Policy 

2.2.1	The UW IRB will review all research that includes plans for genomic data sharing for consistency with NIH policies, regardless of whether the UW is the institution responsible for certification.
2.2.2	The criteria for obtaining UW certification depends on several factors. A detailed explanation of certification requirements can be found in GUIDANCE Genomic Data Sharing and the WORKSHEET Genomic Data Sharing Certification. 

3	PROCEDURE – Determine which NIH policy governs your research

3.1	Research that is/was not funded by NIH. 
3.1.1	You are not required to submit your study’s genomic data to a NIH database and therefore you are not required to obtain institutional certification. 
3.1.2	If you wish to voluntarily submit your genomic data to NIH, call the NIH office that manages the database to find out whether they will accept the data. 

3.2	Research that is funded by NIH.
3.2.1	The written conditions of your NIH Notice of Award will specify whether you are required to comply with the GDS policy. If there is no mention of the policy, or of submitting genomic data to NIH for sharing, you do not need to obtain institutional certification. 
3.2.2	The GDS policy generally applies to genomic data that are generated as part of a competing grant application or a contract proposal that was submitted to NIH on or after January 25, 2015. Note that the date when specimens were/are obtained is irrelevant as to whether the policy applies to the research.
	
4	PROCEDURE – Determine at what point in your research you must obtain certification

4.1	Research subject to the GDS policy. You must provide certification (or a provisional certification) as part of the Just-in-Time process for receiving the award. If you obtain provisional certification, you should seek the final certification as soon as possible (or seek the guidance of your NIH program officer).
· Provisional GDS institutional certification is provided directly by the UW Office of Sponsored Programs (OSP) for UW research.
4.2	Modifications. You may need to obtain a new certification if there are changes to the research that were not covered by the previous certification(s) or changes to the research impact the terms of the previous certification(s). For example: 
· The study will generate new or different genomic data
· Results from research using data shared through NIH repositories will no longer be returned to participants
· The consent form is revised to impose limitations on future use of the genomic data

5	PROCEDURES – Determine which institution should do your certification 

5.1	For externally reviewed studies (reviewed by a non-UW IRB) and multi-institutional studies, contact hsdinfo@uw.edu to determine which institution will do your certification. Otherwise, follow the steps below to request Institutional Certification from the UW.

6	PROCEDURE – Request Institutional Certification

6.1	From the UW.
6.1.1	Research that has been/will be reviewed by the UW IRB but has not yet been approved. Use Zipline to submit:
· An initial IRB application, using the APPLICATION IRB Protocol form. The application must include a description of the data submission and sharing plans.
· The SUPPLEMENT Genomic Data Sharing
· A copy of each consent form version that has been used to consent subjects whose samples have already been collected (by you or anyone else)
· A copy of each consent form version that will be used to consent subjects whose samples have not yet been collected. The consent form must include the required information about genetic analyses and data sharing, as described in the SUPPLEMENT Genomic Data Sharing. 
· For multi-site studies where UW is serving as the coordinating center, the UW researcher is responsible for collecting and providing all consent form versions used to collect the data/samples from all performance sites. 

6.1.2	Research that has been approved by the UW IRB but for which the data submission and sharing plans have not yet been approved. 
· Send HSD the same documents as described in 6.1.1 as part of an application to modify the research.
6.1.3	Research that does not meet the definition of human subjects research or that has exempt status. 
· Send the same documents as described in 6.1.1 except use the APPLICATION IRB Protocol, No Contact with Subjects form instead of the standard initial application. 
6.1.4	Research that has been/will be reviewed by a non-UW IRB instead of the UW IRB. 
· Send HSD the same forms as described in 6.1.1 except provide a copy of the initial application submitted to the reviewing institution instead of the APPLICATION IRB Protocol. 
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