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Competing Public Priorities 

 Significant public concern about privacy 

 Disagreement about default settings 

-- Model 1: Very restricted access with a presumption of non-disclosure  

-- Model 2: “Rules of the road” emphasis with a presumption of 

balancing confidentiality with socially useful uses and disclosures 

 Strong public demand for biomedical innovation 

 On-going push/pull relationship with health information 

informed by the need at the time 
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Legal Uncertainty 

 On-going rule making 

 Lack of harmonization 

 Potential pending guidance on important data sharing topics 

 De-identifiability of human biospecimens 

 Implementation of FDA “Part 11” Rule 
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Biomedical Innovation 

 Preparatory to Research Exception 

 Future Use 

 CLIA Research Exception Limitations 

 Contractual constraints in multi-institution collaborations 
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Clinical Care 

 Leveraging EHRs/Certification Standards 

 PSOs 

 ACOs 
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