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RFA HG 10-­‐017, HG 12-­‐009
Clinical Sequencing Exploratory Research
“U-­‐Awards”
•	 Research the challenges to applying comprehensive genomic
sequence data	
  to the care of paKents:

•	 GeneraKon and applicaKon of genomic sequence data	
  in
the clinical workflow and Kmeline

•	 InterpretaKon of the data	
  for the physician

•	 CommunicaKon to the paKent	
  and family

•	 Examine the ethical, legal and psychosocial implicaKons of
bringing broad genomic data	
  into the clinic.



CSER	
  U-­‐Award Project	
  Structure

1. Clinical
Genomic Study

2. Sequencing,	
  
Analysis, and

InterpretaKon of
Sequencing Data	
  

3. Ethical, Legal
and Psychosocial
ImplicaKons
Research



 

 
 
 

RFA HG 11-­‐003, HG 11-­‐004
Returning Research Results to Genomic
Research ParKcipants, “R-­‐Awards”

•	 Generate empirical evidence (quanKtaKve and
qualitaKve)

•	 Analyze normaKve consideraKons

•	 Analyze legal and regulatory issues
•	 Goal: to ensure that	
  any recommendaKons made
regarding clinical sequencing are evidence-­‐based
and ethically and legally sound



Clinical Sequencing Exploratory Research
Program Timeline

December, 201June,	
  2013
Phase 2: 3 U-­‐Awards funded Pending: CSER	
  Phase 1 U-­‐Award extension begins
9 exisKng R-­‐Awards integrated September, 2015NHGRI	
  ClinSeq integrated Spring-­‐Summer, 2016IntegraKng Genomic

Sequencing into Pending: CSER	
  renewal concept	
  
April,	
  2013 Clinical Care: CSER	
   clearance to NHGRI	
  Council

CSER	
  CoordinaKng and Beyond
Center funded May, 2014 June,	
  2017

CSER	
  Advisory Panel Pending: Phase 1 U-­‐Award extension endsDecember, 2011
convened Phase 2 U-­‐Awards endPhase 1: 6 U-­‐Awards funded

2012 2013 2014 2015 2016 2017 2018


www.genome.gov/cser
www.cser-­‐consorKum.org

www.cser-�-consorKum.org	�
www.genome.gov/cser	�


U-­‐Award project	
  1/2/3 structure
Emphasis on WG’s
CollecKon of standardized metrics

Clinical seNngs
Research methods and approaches
Site-­‐specific innovaKon



NaKonal Cancer InsKtute



What	
  have we learned from	
  our explora9ons?
Where should we go next?



IdenKfy	
  high-­‐priority	
  recommendaKons	
  for	
  NHGRI	
  

Curiosity	
  >	
  limited	
  resources	
  

For Today

Everyone has a role to play

MeeKng structure
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