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Ten Complexities + 1 more
 Consent
 Risk Determination
 Nature of Intervention
 Identifying Research 

Participants
 Institutional Review 

Boards

 Regulated Products
 Research and Quality 

Improvement
 Vulnerable Subjects
 Data Monitoring
 Gatekeepers
 Data Sharing/Privacy



Progress 
 Set of case examples to address

– Consent
– Risk Determination
– Identifying Research Participants

 Increased familiarity with PCTs (in some places)
– IRBs
– DSMBs
– Gatekeepers



Challenges still exist 
 Data Sharing
 Privacy
 Regulated Products
 Risk Determination


