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	Tentative Lead Investigator (first author)
	Robyn Fossey

	Tentative Senior Author (last author)
	Iftikhar Kullo

	All other authors 
	Members of the ROR-ELSI work group who are interested. One member from each site.

	Sites Involved
	All eMERGE 3 clinical sites


	Background / Significance
	eMERGE 3 plans to sequence and assess the phenotypic implication of rare variants presumed to affect gene function in a panel of ~109 clinically relevant, actionable genes in about 25,000 individuals across the Network. For all of these individuals, although some of the genes interrogated might be relevant to the individuals’ phenotype, many of the genes will not, and the individuals will have no clinical evidence for the phenotype associated with variants in many of the genes on the panel. 
Return of results cannot occur without IRB approval. This study will focus on 1) how the IRBs at each site view return of results, 2) what each sites’ IRB requirements are regarding return of results, especially for those participants for whom the findings are “incidental”, and 3) IRB approaches and requirements for the the informed consent form and process. For sites with pediatric participants, the IRB’s approach to return of results to children and parents will be addressed. Identifying similarities across the sites, and comparing and contrasting differences, will be informative for other studies in which incidental genomic findings will be returned to participants.

	Outline of Project
	We will collect data from each site (see below) and from this information, we will identify similarities and differences across the sites’ IRBs and draw conclusions regarding how sites and their IRBs come to decisions regarding return of results.

	Desired

Variables (essential for analysis

indicated by *)
	N/A – this is a qualitative study.

	Desired data
	Each site will summarize their discussions with their IRB about return of results, including on 1) how their IRB views return of results, 2) what the IRB requirements are regarding return of results, especially for those participants for whom the findings are “incidental”, and 3) their IRB’s approach and requirements for the informed consent form and process. The IRB consent forms will be collected from each site to compare how the consent forms discuss the issues, and IRB discussions around what to be stated in the consent form will be collected from each site.

	Planned Statistical Analyses
	N/A


	Ethical considerations
	This study assesses the ethical  issues identified by the sites and their IRBs regarding return of uncertain genomic information.

	Target Journal
	TBD


	Milestones**
	1. ROR-ELSI WG approval of concept sheet – 4/11/2016

2. Network approval of concept sheet – 5/10/2016

3. Collection of data from each site – 6/30/2016
4. Draft manuscript – 3/1/2017
5. Finalize manuscript – 5/15/2017
6. Submission to journal – 6/1/2017

	
	


** This section should include:  Timeline for completion of project, including approval, project duration, first and second draft of the paper and submission. 
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