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Plan for the Session 

• Risk-based oversight in a learning health care 
system   
– Ruth Faden, PhD 

• Director, Berman Institute of Bioethics, Johns Hopkins 
– Jerry Menikoff, MD, JD 

• Director, Office for Human Research Protections 

• Oversight of pragmatic randomized trials 
– Susan Ellenberg, PhD 

• Prof of Biostatistics, Perelman School of Medicine, U of 
Pennsylvania 
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