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APPENDIX A: IRB Review Decision Guide (“Do I Need IRB?”)

Purpose
This guide helps Avila University faculty, staff, and students determine when an activity requires review or an official determination by the Institutional Review Board (IRB). It is intended to support timely compliance, protect human participants, and ensure ethical research practices.

Investigators must not self-determine that an activity is “exempt” from IRB review. When uncertain, consult the IRB Chair or designee before recruitment or data collection begins.

Step 1 — Is it a “systematic investigation” intended to contribute to generalizable knowledge?
· If YES: The activity is likely “research.” Proceed to Step 2.
· If NO: The activity may be instructional activity, internal assessment, quality improvement, or operational reporting. IRB review may not be required, but an IRB determination may still be appropriate if there is uncertainty.

Step 2 — Does it involve “human subjects”?
Human subjects research involves a living individual from whom an investigator obtains: (a) data through intervention or interaction, and/or (b) identifiable private information.
· If YES: IRB review or an official IRB determination is required before beginning the activity. Proceed to Step 3.
· If NO: IRB review is not required (but consult the IRB Chair if uncertain).

Step 3 — What level of review is most likely? (IRB makes final determination)
Exempt Review (IRB determination required). Some minimal-risk research may qualify for an exempt determination under the Common Rule exemption categories.

Expedited Review. Some minimal-risk research may qualify for expedited review by the IRB Chair or designated reviewer(s).

Full Board (Convened) Review. Research that involves greater than minimal risk, or that otherwise does not qualify for exempt or expedited review, requires review at a convened IRB meeting.

Common situations at Avila (examples)
Typically requires IRB review or an official determination:
· Surveys, interviews, focus groups, or observations conducted for research purposes (especially when results may be presented or published).
· Research involving minors, sensitive topics, or vulnerable populations.
· Research collecting identifiable private information or student educational records (FERPA-related).
· Research involving audio/video recording of participants.
· Research conducted in collaboration with an external partner where Avila participants or Avila data are involved.

Typically, does not require IRB review (but consult if unsure):
· Routine classroom activities conducted solely for instructional purposes and not intended to contribute to generalizable knowledge.
· Internal institutional assessment or program evaluation conducted solely for improvement and internal reporting purposes.
· Quality improvement activities that are not designed as research and are not intended for external dissemination as research.
· Analysis of publicly available data.

Student research and classroom projects
Student projects may begin as instructional activities. However, if a student project is designed to contribute to generalizable knowledge, or if the student intends to publish, present externally, or disseminate results beyond the classroom, the project may be human subjects research and must obtain IRB review or an official IRB determination prior to data collection.

Before you begin (checklist): 
☐ Have you identified your participant population and recruitment method?

☐ Have you determined what data will be collected and whether it is identifiable or sensitive?

☐ Do you have a draft consent form or consent script appropriate to your study?

☐ Do you have a plan to protect privacy and maintain confidentiality (including data storage and access)?

☐ If student-led research, is a faculty sponsor identified (if required)?

For questions or to request an IRB determination, contact the IRB Chair or the Office of Academic Affairs (as applicable) before initiating recruitment or data collection. Information can be found on the website.
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