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For today
• https://www.genome.gov/27565226/

• WebEx etiquette
– Please “mute” unless asking a question
– To “unmute” during the Q/A, click the orange mic
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• http://grants.nih.gov/grants/guide/rfa-files/RFA-
HG-16-010.html

• http://grants.nih.gov/grants/guide/rfa-files/RFA-
HG-16-011.html

• http://grants.nih.gov/grants/guide/rfa-files/RFA-
HG-16-012.html
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Requests For Application (RFA)

• RFAs serve multiple goals
– Instructions to applicants
– Information for reviewers
– Expectations for funded grantees
– NIH strategic vision
– CSER history

• Distinction between responsiveness to the 
RFA and scientific merit
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• Each CSER2 site
– Part of a whole
– Unique strengths, approaches

• CSER2 consortium
– Critical mass of investigators, stakeholders
– More than the sum of its parts
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Clinical utility
• Does genomic intervention lead to an 

improved health outcome (PMID 25764213)? 
• Define, generate and analyze evidence 

regarding the clinical utility of genome 
sequencing

• Site-specific + consensus measures 
• Each site:  ≥1,100 participants 
• Comparison of sequencing to 

alternate modalities
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Research at intersections
• Critical interactions that influence 

implementation of clinical genome sequencing

• How proposed research 
might generalize to other 
sites/settings

• Going beyond 2-way 
interactions

• Relevance to diversity 
goals/health disparities
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Data integration
• Real-world barriers to integrating genomic, clinical, 

and healthcare utilization data within a healthcare 
system for clinical decision-making

• Pilot the meaningful 
integration of data sources 
within a healthcare system

• Encourage interoperability of 
processes, standards, best 
practices, and data across 
sites and with external 
healthcare systems as 
feasible
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ELSI
• Must address some ELSI research question(s)
• Research opportunities in all three Aims
• However, flexibility
• CSER1 Structure is possible but not required
• Go beyond consent, return of results and psychosocial 

outcomes
• Particular interest: ensuring utility of genomics in

– Diverse populations
– Healthcare settings beyond academic medicine
– Ways that address, not exacerbate, health disparities
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Stakeholder input

• Site-specific stakeholder 
engagement plan and potential 
contributions to CSER2-wide 
engagement

• Value throughout the research 
process, from study design to 
implementation of findings

• Professional societies, payers, regulatory 
agencies, patient groups
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For updates:  check
https://www.genome.gov/27565226/ 
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Scientific Contacts

Lucia Hindorff, NHGRI (all CSER2 RFAs)
hindorffl@mail.nih.gov

Charlisse Caga-Anan, NCI (RFAs -010 and -011)
charlisse.caga-anan@nih.gov

Regina James, NIMHD (RFA -011)
rjames@mail.nih.gov
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