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Quality Assessment/Improvement Site Visit 

 

Protocol Selection

Selection Criteria: 
1. Risk Stratification 

-PI  
-Protocol 

2.  Directed 
3.  Routine 

Protocol Selection

PI Notification and Request for Completion of Site visit Information Form

Completed Site visit Information Form Received, Visit Scheduled

Notify Vice President for Research

Review IRB File

On-Site Review

Initial Meeting With PI and Study Coordinator 

Review Regulatory Documents, Subject Files, study Procedures, etc.

 
 
 
 
 

Prepare Detailed Report of Findings

Wrap-Up Meeting With Study Coordinator and/or PI

Vice President for Research Communicates Findings to PI

In Full Compliance 
No Further Action 

Findings Reported to the IRB 
Refer to IRB for Action

QA/QI Coordinator to Engage 
in Education with PI as 

Necessary, and Report to Vice 
President for Research

Serious/Continuing Compliance Issues

Findings Reported to the IRB 
(IRB may take additional action) 

Minor Compliance Issues 
PI Submits Amendments/Information 

to the IRB For Review as Necessary 
 

Send Report of Findings to Vice President for Research


