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QA/QI versus Research Determination Form 
(Form Date: 9/2008) 

 

The Administrative staff will review the Protocol Submission Form and any supporting documents related to the project/protocol to 

determine if it is a QA/QI project or research. 

 

The Administrative staff will document their findings on the Determination Form. 

 

The Administrative staff will refer the request to the Co-Chair of the CHS CIRB if the determination appears unclear. 

 

Title of proposed project:   

Investigator:   

 

Does the request require CHS CIRB review and approval?  

If the answer is “yes” to all of the following questions, CHS CIRB review is not required. Return the project to 

the investigator.   If the answer is “no” to any of the following questions, proceed to next evaluation.        

Yes No 

1.  Will the investigator monitor an existing process without any manipulation of the process?   

2.  Will physicians and caregivers be permitted to provide clinical standard of care (without intervention) 

regardless of the conduct of the project? 

  

3.  Does the project involve collection of data to which the investigator routinely has access as part of his 

responsibilities within the institution associated with: 1) treatment; 2) billing; 3) performance monitoring; or 4) 

compliance?   

  

4. Will the data be collected in such a manner that no individual will be able to be specifically identified?     

5.  Will the results of the project be used to improve a process within the Community Healthcare System?   

6.  Results will not be shared/published outside of the Community Healthcare System?      

 

 

__X__ Return project to Investigator; does not fit the definition of human subjects research  

_____ Refer to CHS CIRB Co-Chair 

_____ Proceed to next evaluation.  

 

Comments:     
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Does the request require CHS CIRB review and approval?  If the answer is “yes” to any of the following 

questions, further CHS CIRB review is required.     

Yes No 

1.  Does the project explore a previously unknown question regarding a test article, even if is a marketed or FDA 

approved product?      

  

2.  Does the project gather information beyond what is routine for patient care, e.g. involve extra tests, surveys, 

or data collection? 

  

3.  Does the project compare two or more treatments, interventions, or processes?     

4.  Does the project systematically manipulate a current process to determine which is best?     

5.  Will the results be shared/published outside of the Community Healthcare System?      

 

 

_____ Qualifies for Exempt Review (Attach Exempt Review Checklist) 

_____ Qualifies for Expedited Review (Attach Expedited Review Checklist)  

_____ Qualifies for Waiver of Informed Consent (Attach Waiver of Consent Checklist)  

_____ Qualifies for Waiver of Documentation of Informed Consent (Attach Waiver of Consent Checklist) 

_____ Refer to CHS CIRB Co-Chair    

_____ Full CHS CIRB review required – place on next agenda   

 

 

Comments:    

 

 

 

 

 

Jana L. Lacera, RN, MSA         

Signature of Reviewer       Date 

 

 

______________________________________________   __________________________________________ 

Signature of Chair/Co-Chair       Date 

(if applicable)    

 

 

 


