
IRB Decision Trees 
Investigators often wonder whether they need IRB approval. Most of the time, these decisions 
are not easy, as it depends on several factors. So, the short answer is that it depends. In this 
video, we'll walk through the process of determining whether projects require IRB oversight 
using the IRB decision trees, which are available on our website. Another option is to complete 
the “Does My Study Require IRB Oversight?” form in OneAegis. Video instructions for that form 
are available on our website. 
 
To start, IRB oversight lies at the intersection of research and human subjects. But how do we 
know what falls in that shaded area?  
 
The IRB has developed decision trees that researchers can use to help determine if their 
projects involve Human Subjects Research. In the remainder of this video, we'll walk through 
several scenarios. The goal is to familiarize ourselves with the decision trees and how they 
work. 
 
1. Our first scenario deals with an Extension workshop where surveys are collected and used 

to improve the workshop. We need to determine whether we need IRB approval. 
 
To do that, let's take a look at our decision tree. Beginning at the top, we ask ourselves: 
“Will you, a member of your research team, or a collaborator, observe, interact with, or 
intervene with living individuals to gather information that will be used for research?” Some 
examples include surveys, like in our prompt.  
 
The scenario does not explicitly say these surveys are going to be used for research, but we 
are interacting with individuals to gather information.  
 
Is the information about the individuals? Yes, the surveys are looking for participants to 
offer feedback and opinions on the workshop.  
 
This is not a classroom assignment, oral history, ethnography, or journalistic piece. 
 
The next one, though…the scenario does sound like a quality improvement study.  
 
Looking at the next box, we need to decide whether the intent is to generalize outcomes for 
other organizations, programs, or services. Thinking about the scenario, it only says the goal 
is to improve the workshop. So, it does NOT sound like the outcomes are intended to be 
generalizable. So, let’s go with “no.”  

 
As a result, we are not doing Human Subjects Research, so no IRB approval is required.  



But what if the ISU Extension Workshop host and a collaborating faculty member developed 
the surveys based on a theory and planned to use the results to improve the workshop, as 
well as analyze the effectiveness of the intervention and publish findings in a scholarly 
outlet? 

 
Let's look at our decision tree again.  
 
We're still gathering information. The information is still about individuals. This is still not a 
classroom assignment, oral history, ethnography, or journalistic piece. It is still a QI study.  
 
But the next one…is there intent to generalize in this new scenario? I would argue yes, 
because they are analyzing and contextualizing results within theory and disseminating 
those analyses more broadly. In other words, we don't know if there are research questions 
or hypotheses, but it does sound like the intent here is to draw broadly applicable 
conclusions. 

 
And in that case, the study would involve human subjects research and would require prior 
IRB approval.  
 

2. Moving on to our second scenario, this time we have an online survey that collects 
anonymous feedback related to technology use at the library. The information will be used 
only to guide budget and planning decisions. In other words, feedback will be used to 
support library operational planning and activity. 

 
Let's take a look at our decision tree to determine whether we need IRB approval.  
 
First up, yes, we are interacting with people to gather information. And that information is 
about individuals.  
 
This is not a class assignment, oral history, ethnography, or journalistic piece.  
 
It is a QI project. But there is no intent to generalize because the scenario says findings will 
only be used for budgetary and operational planning purposes. 

 
So, this study does not require prior IRB approval, as it does not involve research.  
 
But what if…the goal was to answer questions about technology in libraries everywhere and 
to determine whether technology contributes to increased patronage and greater 
satisfaction?  
 
Let's take another look at our tree.  
 
Here again, we're interacting with individuals to gather information. And that information is 
about those individuals. 



 
This is still not a class assignment, oral history, ethnography, or journalistic piece.  
 
In our news scenario, it's also not a QI project. This time, the goal is research. So, prior IRB 
approval is needed.  
 

3. Okay. This last scenario is a little different because it involves secondary data.  
 
You will receive coded data from Dr. A's ongoing research study of families, with the aim of 
analyzing the data to determine if you can identify variables within families that may 
contribute to obesity in children. 

 
Dr. A has a key linking participant IDs to identifiers. Dr. A also intends to provide expertise 
to guide data analysis and help interpret results. And, Dr. A will be involved as a coauthor 
on your research publications.  
 
Do you need prior IRB approval for your work with the coded data? Let's look at our trees.  
 
First up, you are not gathering information from people directly. So, we say, “no.”  
 
In that case, we move to a different decision tree.  
 
The first question asks, “Is the information about or from living individuals?” Yes, it is.  
 
Is the information publicly available? No, we're getting it from another researcher.  
 
Does the information meet any of these four criteria:  

• Unidentifiable information or biospecimens obtained from the provider that is 
prohibited from releasing identifiers? 

• Unidentifi[able] information or biospecimens obtained from a commercial provider?  
• Unidentifiable human cell lines obtained from a commercial provider?  
• Or, human cells, about which all information has been published?  

No, it does not.  
 
Will the information be collected specifically through interaction or intervention for this 
study? No, it's already collected.  
 
Can the recipient link the information directly to participants using identifiers? No, you are 
receiving the data in coded form.  
 
Can the provider link the information back to identifiers? Yes. Remember, Dr. A has a key.  
 
Does the provider meet the definition of an investigator? In this case, yes. Dr. A is going to 
analyze the data and interpret results.  



 
As a result, Dr. A is considered a collaborator. And because of Dr. A's access to identifiable 
information, the study meets human subjects research definitions. So, IRB approval is 
needed for your work with the coded data.  
 
But what if Dr. A had no involvement in the project other than providing the coded data to 
you? 

 
Our first few responses remain the same, but once we get to the question of whether the 
provider meets the definition of an investigator, our answer changes to “no.”  
 
Then we ask whether the code is provided with the information. It is not.  
 
And in that case, the study no longer meets the definition of human subjects research, so 
no IRB approval is needed for your work with the coded data. 

 
Hopefully, the previous scenarios helped to illustrate how to use the IRB’s decision trees. 
Hopefully, they also demonstrated how complicated these decisions can be. That is, small 
changes in the setup or purpose of the study can have big consequences in terms of IRB review. 
So, if you are ever stuck and the decision trees aren't helping, what should you do? 
 
First, you can use the online form I mentioned earlier. If your answers there are not definitive, 
the form will route to IRB staff, and we'll work through it online with you. This option is best if 
you need documentation of an outcome, because once the form is processed, you'll receive a 
letter indicating that determination. Second, you can contact us directly via email, phone, or 
video conference. 
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