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review and approval to assure 
resources and patient safety

CC Director 
approves 
protocol

Protocol Implemented

Protocol 
approved by 

IRB

Concerns  
addressed

Institute or Center Scientific 
Review Process

Principal Investigator 
authors protocol

Electronic submission of 
protocol (with PRIA form) to CC 

Office of the Director staff for 
Protocol Resource Impact 

Assessment 
Protocol approved 

by IC scientific 
review

Protocol Resource Impact 
Assessment (PRIA) Form completed 

by Principal Investigator

Principal Investigator 
submits protocol to 

Institutional Review Board 

Stipulations 
addressed

Annual Review Process

Does protocol 
require potentially “high”  

estimated resource 
consumption/

impact

Impacted Clinical Center Department 
Head(s) review protocol for resource 

impact

 Director, Clinical Center reviews 
PRIA and negotiates with Principal 

Investigator/Clinical Director/Scientific 
Director, as appropriate 

Yes

No

No

Yes

Yes

No

Yes

No

Office of Financial Resource 
Management conducts financial 
analysis (see below for details)

Office of Financial Resources Management 
Analysis Process:

Each protocol assessed as having a “HIGH” 
impact on resources by the PRIA process will 
be referred to the Office of Financial 
Resource Management for a detailed 
financial/costing analysis.  

This financial evaluation will be conducted 
concurrently and will not delay the Director’s 
review prior to IRB review (approximate time 
required for financial analysis is 48 hours)

The detailed financial analysis will be 
available to the CC Director to inform his 
post-IRB approval process.
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