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Session Goals
 Understand key issues related to administrative start-up, 

contracting, IRB review, and data access and data sharing
 Discuss ways to simplify administrative processes
 Understand single IRBs and how they can support efforts to 

simplify
 Understand key issues with data use agreements
 Hear investigator perspectives from actual pragmatic trials



Efficiency & Effectiveness: 
Untying Our Gordian Knot
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“It’s not only that growing 
bureaucracies cost a lot of money; 
they also enervate American society. 
They redistribute power from workers 
to rule makers, and in so doing sap 
initiative, discretion, creativity and 
drive.”

17% of GDP

$2000/American

“…time tax.   If you’ve ever fought a 
health care, corporate or university 
bureaucracy, you quickly realize you 
don’t have the time for it, so you give 
up.”Case Examples Used:  

Healthcare, Education, Academia & Corporations
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https://www.theatlantic.com/politics/archive/2021/07/how-government-learned-waste-your-time-tax/619568/


Questions to Consider
 What did you do to streamline contracting, IRB review, and data use 

access? What are the roles of institutions? NIH?
 How does a single IRB work, and how can this process help 

streamline trial startup? What is central contracting and how does it 
work?

 What administrative steps can be done in advance?
 What do health systems with rapid trial startup times do differently?
 How have pragmatic researchers overcome administrative barriers?
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