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Does My Project Require IRB Review?

IRB review is required if the project falls under both definitions of “human subjects" and "research". See definitions below: 
· Human Subject – a living individual about whom an investigator conducting research: 
· (i) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or 
· (ii) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens
· Research - a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge
 
To further determine whether IRB oversight will be required, please review the following definition and answer each of the following questions:
 
Generalizable Knowledge – activities that attempt to make comparisons or draw conclusions based on the data; seek underlying principles that have predictive value and can be applied to other circumstances; develop or test scientific theories or hypotheses; identify general explanations or themes that can be extrapolated to another situation; or intend on using this data to inform policy
 
1. Will you be attempting to make comparisons or draw conclusions based on the data that is collected?
1. Do you plan to seek underlying principles that have predictive value and can be applied to other circumstances?
1. Do you intend to develop or test scientific theories or hypotheses?
1. Do you plan to identify general explanations or themes that can be extrapolated to another situation?
1. Do you intend on using this data to inform policy? 
 
If you answered Yes to any of the above questions (and your project meets the definitions of both "Human Subjects" and "Research"), then your project will require IRB review, and you will need to submit an IRB Application (and supplemental materials) via IRBNet.
 
Please refer our IRB New Study Checklist for all list of required materials for a complete IRB submission. This document can be found on our website under Guidance Documents: https://www.du.edu/orsp/research-compliance/human-subject-research/forms-templates
 
We cannot make a final determination on the level of review (i.e., Exempt, Expedited, or Full Board) until all submission materials are reviewed, but you can learn more about the different levels at  https://www.du.edu/orsp/research-compliance/human-subject-research/review-submission/levels-review. Your project may qualify for an exemption if the research would not reasonably place the subjects at any risk (such as legal, reputation, employability, etc.).   
 
If you answered No to all of the above questions (and/or the definitions do not apply), then your project does not meet the definition of “human subjects research” and IRB review is not needed.  
 
If you would like a formal letter stating that the activity does not require IRB review:
1. Complete the Human Subjects Research Determination form found on our website: https://www.du.edu/orsp/research-compliance/human-subject-research/forms-templates
1. Email the form to: HSRRequest@du.edu
 
For more information on if your project is considered Human Subjects Research, please refer to our website: https://www.du.edu/orsp/research-compliance/human-subject-research/review-submission/definitions 
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