


	Appendix L:  NIH Genomic Data Sharing


	1. 
	Is data submission and subsequent data sharing for research purposes consistent with the informed consent of study participants?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	2. 
	a. How will the investigators obtain genomic data/material that will be submitted to NIH-designated repositories?
	 FORMCHECKBOX 
 Data/material will be collected in the future (prospective) − go directly to Q#2
 FORMCHECKBOX 
 Existing data/material will be collected (retrospective)  

	3. 
	b. Will participants be contacted to provide informed consent for submission of genomic data to NIH-designated repositories and subsequent data sharing?
	 FORMCHECKBOX 
 Yes − go directly to Q#2
 FORMCHECKBOX 
 No

	4. 
	c. Explain why it is not necessary to contact participants to obtain informed consent to submit to NIH-designated repositories and subsequent data sharing:
	     
− If participants previously provided consent to share data, provide a copy of the informed consent document.

	5. 
	What are the potential risks to individual participants (and their families) associated with data submitted to NIH-designated data repositories and subsequent data sharing?
	     

	6. 
	a. What are the potential risks to groups or populations associated with data submitted to NIH-designated data repositories and subsequent data sharing?
	     

	7. 
	Will datasets include Protected Health Information (PHI) or other individually identifiable private information that can be linked to participants?


	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes − STOP, the NIH Genomic Data Sharing Policy  does not permit sharing of individually identifiable private information

	8. 
	Will the NIH-designated repository have the ability to link submitted genomic data with participant identifiers?
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes − STOP, the NIH Genomic Data Sharing Policy  does not permit sharing of master lists/identification keys outside of the submitting institution


IRB USE ONLY

	The protocol for the collection of genomic and phenotypic data is consistent with 45 CFR Part 46:
	 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

	Data submission and subsequent data sharing for research purposes are consistent with the informed consent of study participants from whom the data were obtained:
	 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

	Consideration was given to risks to individual participants and their families associated with data submitted to NIH-designated data repositories and subsequent sharing:
	 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

	To the extent relevant and possible, consideration was given to risks to groups or populations associated with submitting data to NIH-designated data repositories and subsequent sharing:
	 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

	The investigator’s plan for de-identifying datasets is consistent with the standards outlined in the NIH Genomic Data Sharing Policy (see section IV.C.1.) http://grants.nih.gov/grants/guide/notice-files/NOT-OD-14-124.html:
	 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No
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