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	Sites Involved
	All Phase II Sites


	Background / Significance
	The Department of Health and Human Services and the Office of Science and Technology Policy’s 2011 Advanced Notice of Proposed Rulemaking (ANPRM) proposed revisions to the Common Rule to increase protection of participants while also facilitating research.  The subsequent 2015 Notice of Proposed Rulemaking (NPRM) recommended that informed consent be required for research using biological specimens, including de-identified specimens, and clinical data.  This requirement could be fulfilled by one-time, open-ended or “broad consent.”   
It is important to understand potential participants’ attitude to consent and data sharing and their willingness to participate in biobank research under various conditions.  While previous studies have identified some associations between demographic factors and willingness to participate, they have had substantial limitations:  they have had samples that were limited in size and/or geographic scope and that under represented racial and ethnic groups.  Few if any studies investigated parents or guardian’s willingness to consent for their minor children.

The eMERGE CERC workgroup therefore conducted a survey of patients’ attitudes towards broad consent and data sharing in biobank research. In addition to socio-demographic characteristics, we collected attitudes towards biobank research.  We used an experimental design in which participants were randomly assigned to one of three different scenarios:  specific consent and controlled access, broad consent and controlled access, and broad consent and open access.  We assessed survey participants’ willingness to enroll themselves and their youngest minor child (if they had a minor child) in a biobank.

We will analyze participants’ willingness to enroll themselves and their minor children and associations between willingness and socio-demographic characteristics.  We will also examine associations in the subgroup who are willing to enroll themselves but not their children.  This is important to understand what types of individuals may be underrepresented in biobanks operated under certain governing conditions.  These results may help influence the design of biobank governance as well as education for potential participants or other targeted interventions. 


	Outline of Project
	Specific Aim 1
Examine the impact of three different biobank models on patients’ willingness to enroll their minor children in biobank research. 

Specific Aim 2
Examine associations between patients’ willingness to enroll their minor children in biobank research and socio-demographic variables and attitudes towards biobank research.  
Specific Aim 3

Examine the relationship between parents’ willingness to enroll themselves and their willingness to enroll their minor children, as well as associations between this relationship and socio-demographic variables and attitudes towards biobank research.  


	Desired

Variables (essential for analysis

indicated by *)
	*Primary dependent variables: 
· “If you were asked, would you have your youngest child take part in this biobank?” [Q5]
*Independent variables: 

· “If you were asked, would you take part in this biobank?” [Q1] 
· Attitudes towards biobank research [Q2a-s]
· Perceived benefits of participating in a biobank [Q2a,c,e,g,I, Q6b,c,e]
· Concerns about participating in a biobank [Q2b,d,f,h,k, Q6a,d,f]
· Information needs / attitudes regarding governance [Q2,l,m,n,o,p,q,r,s]
· Demographic variables [Q22-35] 
· Age

· Gender 

· Race/ethnicity 

· Religion 

· Marital status 

· Education 

· Employment 

· Income 

· Number of children 

· Health insurance 
· Health-related variables (self and child) [Q11-16]

· Health status 

· Personal/family history of genetic disorder 

· Previous experience with genetic testing

· Previous participation in a biobank  
· General attitudes [Q7-10] 
· Trust in healthcare system / medical researchers  

· Concern about privacy of health information
*Experimental group variable: 

· CONDITION A: Specific consent + controlled access

· CONDITION B: Broad consent + controlled access 

· CONDITION C: Broad consent + open access



	Desired data
	Complete survey results

	Planned Statistical Analyses
	Broadly, the statistical analyses will include analyses to: describe socio-demographic characteristics in each of the three experimental conditions separately, and test for significant differences between the three groups to identify potential confounders; describe willingness for self and minor child to participate overall and in each of the three scenario groups separately; examine potential moderators and mediators of the observed experimental between-groups differences; examine bivariate and multivariate associations between socio-demographics and willingness for self and minor child to participate overall; examine bivariate and multivariate associations between attitudes and willingness for self and minor child to participate overall.  


	Ethical considerations
	Patients’ survey responses will be de-identified prior to analyses  


	Target Journal
	A) Pediatrics /Journal of Pediatric / JAMA Pediatrics
B) American Journal of Human Genetics / Genetics in Medicine 


	Milestones**
	Circulate first draft concept sheet: 3/7/2016 
Circulate second draft of concept sheet: 3/21/2016
Submit final concept sheet for approval: 3/28/2016
Receive approval: 4/11/2016 

Circulate draft Intro, Methods & Table shells: 5/9/2016 

Receive final dataset for analyses: Completed 

Circulate complete manuscript draft: 6/6/2016
Submit final manuscript to journal: 7/1/2016
Subsequent revisions and resubmissions will be completed in a timely manner.




** 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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