
A clinician wants to initiate a QI 
project.

Project goal is to improve current 
processes for health care delivery in a 

local care setting (1 institution).  
There is NO intent to create 

generalizable knowledge.

Ensuring Appropriate Institutional Review Board (IRB) Oversight of 
Human Subjects When Conducting Quality Improvement Work

Project goal is to improve current 
processes for health care delivery in a 
local care setting (1 institution) AND 

create generalizable knowledge 
(contribute scientific knowledge for 
the care of all patients regardless of 
geographic location or institution) 
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An activity requires IRB oversight if it involves: 
      a) research. 
      b) a human subject (an individual about whom a researcher obtains data through intervention, interaction, or abstracting 
           pre-existing identifiable private information). 
      C) a clinical trial.
      D) the improver has concerns that all or part of the improver’s work is research

The following flowchart ensures the improver is not inadvertently conducting Human Subjects Research without IRB oversight.  If you 
have any questions about the correct action to take email:  irb_quesions@unc.edu or call (919)-966-3113

Complete an application for IRB 
review of the project*.  

https://research.unc.edu/human-research-
ethics/online-submission/

*CITI Training is not required for 
NHSR review but is required for all 

other IRB requests.  

Project goal is to simultaneously 
improve current processes for health 
care delivery in multiple, unrelated  

care organizations (often referred to 
as an Improvement Collaborative)

Complete an application for IRB 
review of the project.*   

https://research.unc.edu/human-research-
ethics/online-submission/

*CITI Training is not required for 
NHSR review but is required for all 

other IRB requests. 

Partner with the improvement 
collaborative’s staff to complete a 

Business Associate Agreement and a 
Data Use Agreement if data is to be 

share with the collaborative.

Complete the Quality Assurance (QA) 
and Quality Improvement (QI) 

Screening Checklist.  To access the 
checklist navigate to:  https://
research.unc.edu/wp-content/

uploads/2023/01/
SOM_CRSO_QA_QI_Screening_Check

list_2023.1.12.pdf

Complete the Quality Assurance (QA) 
and Quality Improvement (QI) 

Screening Checklist.  To access the 
checklist navigate to:  https://
research.unc.edu/wp-content/

uploads/2023/01/
SOM_CRSO_QA_QI_Screening_Check

list_2023.1.12.pdf

Answered “yes” to 
all questions?

You only need to complete a IRB 
application (NHSR option*) 

-if you plan to publish your project and 
anticipate you need documentation 
that the project was reviewed by the 

IRB 
-you are planning to use REDcap to 
manage some or all of your data.

-you have concerns that aspects of 
your work may constitute research

*CITI training is NOT required to 
complete the NHSR option.

Answered 
“no” to any  
question.

An IRB application* must be 
submitted for the project and should 

list both the research and 
improvement aims. 

*CITI Training is not required for 
NHSR review but is required for all 

other IRB requests.  

https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.med.unc.edu%2Fcrso%2Fwp-content%2Fuploads%2Fsites%2F1088%2F2023%2F01%2FNCTraCS_Reg_QA_QI_FAQs_11.10.22.docx&wdOrigin=BROWSELINK
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https://research.unc.edu/wp-content/uploads/2023/01/SOM_CRSO_QA_QI_Screening_Checklist_2023.1.12.pdf
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