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Rapid evolution  

of concepts and 

technologies 

Regulatory 

compliance forcing 

us to pivot 

Difficult to operationalize 

unique/innovative 

initiatives 

$15 billion in  

VC funding has 

created noise 
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 Quality Measures 
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Adjust QMs  UM 
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Problems-to-be-Solved (PTBS)  
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Breakout Discussion Topics 

 Review of April Meeting 

 Implementing FHIR:  Lessons from Project 

Argonaut (Micky Tripathi) 

 The FHIR Connectathon experience: Pre-

populating EDC forms from EHR eSource 

 Discussion of use case scenarios for Jan. 

Connectathon 

 Expanded pre-population of CRFs 

 Protocol feasibility 

 Patient engagement & Population health 
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Day 2 Discussion Topics 

 Use Case: A FHIR Immunization app (Bev 

Buckta) 

 FHIR Resources and profiles and the Clinicians 

on FHIR experience 

 Streamlining Validation and Testing (Mario 

Hyland, Aegis) 

 Discussion of Regulatory Use Cases:  Using Real 

World Evidence and Pragmatic Trials in Oncology 

 Applying lessons to Regulatory Use Cases for NDA 

Safety Review and REMS 
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Breakout Rooms 

•Clinicians:  Pullen Plaza (this room) 

•Biopharma: Room 31(level 2) 

•Value-based Care: Room 33 (level 2) 

•Lunch/breaks: Chesapeake Galley 
 


