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Covenant Medical Center
Institutional Review Board
Intent to Engage in a Performance Improvement Project Form 

For Primary Investigator completion

This form should be completed and submitted to when an investigator proposes a performance improvement project involving humans that s/he does not believe constitutes human subject research.   The investigator must provide adequate information for the IRB Chair to determine whether the project constitutes human subject research.  If the Chair determines that a project is not human subject research the IRB will have no on-going involvement with the project.  If the project is deemed to meet the definition of human subject research, a complete IRB application will be required with the IRB providing guidance as to the type of review required.  The IRB will also provide guidance on any HIPAA related issues.
1.
Provide a synopsis of your project:       
2.
Do you have intentions to publish the outcome?   

3.
Explain why you are doing this project (e.g. motivated by safety incident, response to an identified inefficiency, intent to reduce complications, routine check of operating parameters, intent to improve processing time, intent to improve delivery of information etc.):         

4.
Who will participate in this project and is their participation voluntary or automatic (e.g. by virtue of patient status or employment status).        
5.
What factors, if any, might lead you to alter the design/methodology of the project while the project is in progress?        
6.
How will findings of this project will be implemented – e.g. will implementation occur continuously throughout the project, follow immediately upon completion of the project, be held for further data collection and analysis etc.?         
Applicant Name:        
Date:        
IRB DETERMINATION

 FORMCHECKBOX 

More information is required, specifically: 

 FORMCHECKBOX 

This is a Performance Improvement / Quality Assurance project.

 FORMCHECKBOX 

This appears to be a human subject research project and warrants an application to the IRB

IRB Reviewer: 

Date:
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