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Avila University Institutional Review Board (IRB)
Modification / Amendment Request Form

In accordance with federal regulations and the mission of Avila University to safeguard the rights, self-determination, and dignity of human participants, investigators may not implement any changes to an approved research protocol without prior review and written approval from the IRB.

Modifications include, but are not limited to, changes in:
· Research methodologies, surveys, or interventions
· Recruitment materials, flyers, or strategies
· Informed consent forms or assent documents
· Study personnel, co-investigators, or faculty advisors
· Target participant population sizes or demographics

Exception: Changes necessary to eliminate apparent immediate hazards to human subjects may be implemented immediately but must be reported to the IRB Chair within 24 hours.

Section 1: Study Information
Study Title: Click or tap here to enter text.

Principal Investigator (PI): Click or tap here to enter text.

IRB Approval Number: Click or tap here to enter text.

Original Approval Date: Click or tap here to enter text.

Section 2: Type of Request (check all that apply)
☐ Change to recruitment methods/materials
☐ Change to consent form or consent process
☐ Change to research instruments (survey/interview questions)
☐ Change to study procedures
☐ Change to participant population
☐ Change to research personnel
☐ Change to data collection timeline
☐ Change to data security/confidentiality procedures
☐ Other (describe): Click or tap here to enter text.

Section 3: Description of Proposed Changes
Describe the proposed changes in detail: Click or tap here to enter text.

Section 4: Rationale for Changes
Explain why the changes are being requested: Click or tap here to enter text.

Section 5: Impact on Participants
A. Do the proposed changes affect risk to participants?
☐ No
☐ Yes (describe): Click or tap here to enter text.

B. Do the proposed changes affect participant population or recruitment?
☐ No
☐ Yes (describe): Click or tap here to enter text.

Section 6: Impact on Consent
Do the proposed changes require updates to the consent process or consent form?
☐ No
☒ Yes (attach revised consent materials)

Section 7: Attachments Checklist
☐ Revised documents with changes clearly indicated (track changes or highlighted)
☐ Clean revised documents (if requested)
☐ Updated recruitment materials (if applicable)
☐ Updated instruments (survey/interview guides)
☐ Updated consent documents (if applicable)

Section 8: Investigator Certification
By signing below, I certify that the requested changes will not be implemented until IRB approval is received and that all information provided is accurate.

Principal Investigator Signature: ________________________________
Date: Click or tap to enter a date.

Faculty Mentor Signature (if applicable): ______________________________
Date: Click or tap to enter a date.
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