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IRB Levels of Review
Exempt vs Expedited vs Full Board
Once you have determined that your project requires IRB review, the next step is to determine the level of review. 
For more information on if your project requires IRB review, please refer to the Does My Project Require IRB Review? Guidance document.
The level of review reflects the level of risk to the subject. The risk level is compared to "minimal risk" as defined by the federal regulations:
Minimal risk is the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45.CFR.46.102(j)).

Exempt Review
“Exempt” does not mean the project is exempt from ethical oversight - it means the project is exempt from the full federal regulations.

Common examples include: 
· Surveys or interviews collecting non-sensitive data
· Classroom research on normal educational practices
· Use of secondary identifiable data
· Benign behavioral interventions with adults
A project may be Exempt if:
· Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation [45 CFR 46.104]; AND
· Study procedures fits into one (or more) of the Exempt categories [45 CFR 46.104]:
· Category 1: Research that is conducted in an established educational setting, involves normal educational practices, and is not likely to adversely impact student’s opportunity to learn or the assessment of education
· Category 2: Research involving the use of educational tests, surveys (online or in-person), interviews, or observation of public behavior
· To qualify, one of the following must be met:
a) Recorded information cannot readily identify the subject (directly or indirectly); OR
b) Any disclosure of responses outside of the research would NOT reasonably place subject at risk (i.e., criminal, civil liability, financial, employability, educational advancement, reputation)
· Category 3: Research involving benign behavioral interventions. 
· To qualify, one of the following must be met:
a) Recorded information cannot readily identify the subject (directly or indirectly/linked), OR
b) Any disclosure of responses outside of the research would NOT reasonably place subject at risk (criminal, civil liability, financial, employability, educational advancement, reputation)
· Category 4: Secondary research for which consent is not required 
· To qualify, one of the following must be met:
a) The information/biospecimens are publicly available; OR
b) Information recorded so subject cannot readily be identified (directly or indirectly/linked); OR
c) Collection and analysis involving investigators use of identifiable health information when use is regulated by HIPAA “health care operations” or “research” or “public health activities and purposes”; OR
d) Research information collected by or on behalf of federal government using government generated or collected information obtained for non-research activities 
· Category 5: Federal Research/Demonstration Studies
· To qualify, the research must be: 
a) Conducted or supported by a Federal department or agency; AND
b) Designed to study, evaluate, improve, or examine public benefit or service programs 
· Category 6: Taste and Food Evaluation 

Exempt review is a regulatory category determination, not an IRB approval. If your study qualifies for an Exemption, you will receive an Acknowledgement Letter, not a letter of approval. 
Signatures are not required for Exempt-level projects, unless FERPA regulations apply or if you plan to publish identifiable information (e.g. names, direct quotes, etc.). 
If your project is determined to be Exempt: The Next Report Extension Form is required to be submitted every year for students and every 2 years for faculty/staff. You will be automatically notified by IRBNet to submit this form 60- and 30-days before it is due. 
Please note: DU does not allow the use of reliance agreements (ceding) for Exempt projects. Instead, each institution must conduct their own IRB review for Exempt-level projects. 
Expedited Review
Expedited review is full IRB approval conducted by a designated reviewer rather than the convened board. Despite the name, it is not always fast - “Expedited” refers to the process, not the speed.

Common examples include: 
· Interviews or surveys with identifiable sensitive information
· Collection of sensitive data from voice, video, digital, or image recordings
· Collection of blood samples 

A project may qualify for Expedited review if it:
· Involves no greater than minimal risk; AND
· Fits into one (or more) of the following Expedited review categories [45 CFR 46.110]:
· Category 1: Clinical studies of Drugs and Medical Devices
· Category 2: Collection of Blood Samples 
· Category 3: Prospective collection of Biological Specimens for research purposes by noninvasive means.
· Category 4: Collection of data through Noninvasive Procedures routinely employed in clinical practice 
· May not include the use of general anesthesia, sedation, x-rays, or microwaves
· Category 5: Research involving Materials that have been collected, or will be collected solely for non-research purposes 
· Materials may consist of data, documents, records, or specimens (e.g. chart review)
· Category 6: Collection of data from voice, video, digital, or image recordings
· Category 7: Research on individual or group characteristics or behavior
· Examples include:
· Research on perception, cognition, motivation, identity, language, communication, cultural belief or practices, and social behavior 
· Research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies 

Signatures are required for Expedited-level projects, unless a Waiver of Written Documentation (Appendix A) is approved by the IRB. If FERPA regulations apply, a Waiver of Written Documentation may not be used. 

If your project is determined to be Expedited: The Next Report Extension Form is required to be submitted every year for students and every 2 years for faculty/staff. You will be automatically notified by IRBNet to complete this form 60- and 30-days before it is due. 
Full Board Review
Full Board review is required for any study that is: 
· Greater than minimal risk studies; OR
· Studies that are minimal risk, but do not fit in an expedited review category

Full Board studies are reviewed by the IRB committee at a convened meeting. 
Please refer to the Full Board meeting dates and submission deadlines. 

Common examples include: 
· Studies involving prisoners
· Studies waiving parental permission 
· Research involving deception without the possibility of debriefing
· Research involving the use of general anesthesia, sedation, x-rays, or microwaves

Full Board projects are required to submit a Continuing Review form at least annually. 



Questions?  Please email IRBAdmin@du.edu 
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