Study: Making Every Voice Count, Public Consultation on Genetics, Environment and Health

SPECIFIC AIMS

The goal of this proposal is to obtain wide societal input to inform the design and implementation of a possible large U.S.-based longitudinal cohort study of the role of genes and environment in health and disease.  The project has three specific aims: 

1. Develop and evaluate informational materials - both print and video - describing the goals and design considerations of the large cohort study; 

2. Assess public attitudes about the proposed cohort study at the individual level; and

3. Engage citizens and community leaders to assess attitudes and pilot test methods of initiating community-based dalogue.

The research questions to be addressed include: What is the general acceptability of the proposed goals and methods of a large-scale study of genes and environment in common diseases? Are there segments of the population that have specific concerns, and if so, what are they and how can they be addressed? What role would communities want to play in the design or implementation of such a project? What is the acceptability of a central IRB, or would communities want to maintain more control locally? What kinds of community engagement and educational materials and methods would be useful, what kind of ongoing dialogue would participants and communities want, and how would that best be achieved in different segments of the community? What are optimal approaches to recruitment in different segments of the community? What would participants expect to get in return for participating, for example, would there be expectations of compensation or access to health care and if so, how would the compensation be justly allocated and distributed? Are there concerns at the participant or community level regarding federal access to personal genetic, medical, and environment information or how the information may be used? What would be the expectations regarding confidentiality? What would be the expectations for data return to individuals, the community, and society? What is the acceptability of open-ended consent for use of samples and data? What is the advisability of including or excluding children? What are the concerns about intellectual property and commercialization of research results and how might they be addressed? 

Q:  I’m going to give you just a couple quick questions about how you think research results should be handled, specifically [genetic testing] results coming out of research samples and whether or not that information should go back to the participants.  So let’s say that researchers find through their work that there are certain mutations that that increase their risk for asthma. And they find that 2,000 people enrolled in the study have this mutation.  They don’t have asthma but they’re at an increased risk of developing asthma.  What information, should go back to the research participants?  
Assume you need to take summative- not verbatim- notes. 
