UNIVERSITY OF
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IRB Submission Forms

All Human Subjects Research studies must be submitted to the USA IRB through IRBNet. To provide the
USA IRB with essential project details, every IRBNet package must include a completed supplemental
form generated from the links below.

These links route directly to interactive web-based forms. Detailed guidance and templates are included
in each link. Complete the form online, download your final summary document, and upload it into your
IRBNet submission package for IRB review.

The pdf created must be attached to your project in IRBNet so the IRB can review and provide
approval / feedback.

IRB Submission Forms

Form Name & Access Link | Purpose & Overview

New Study Application All new projects must have a new study application attached to the
project in IRBNet.

Annual Renewal / Check-In All active studies require renewal with the IRB on a yearly basis, at

Form minimum. Frequency and additional information can be found on the

project’s initial approval letter.

Amendments Use this form to report any changes to an active study, including
changes to the protocol, submission of new materials, personnel
changes, recruitment or consent changes, etc. Changes cannot be
implemented until formal approval has been granted by the IRB.

Reportable Events Use this form to inform the IRB about any reportable events. This will

vary by study type, and includes Adverse Events, Protocol Deviations,
Protocol Exceptions, and Participant Complaints.

Emergency Use Post-Use Report | Required following the emergency use of an investigational drug or

device to report safety and administration details to the IRB.

Study Closure Every study must be closed with the IRB once all participant
interactions, data collection, and identifiable analyses are complete.

Additional Resources:

e New to USA IRB Submissions? See our Submission and Review Guidance.
e Need help navigating IRBNet? Explore the IRBNet Tutorials on the ORCI website.
e Have you completed all required training? Reference training requirements on the ORCI website.

e Building a consent form from scratch? Use our consent templates to provide a basic structure and

ensure you are using all federally and institutionally required language.

e Receive a consent form from a sponsor / collaborator? Reference our Consent Local Context
Language to ensure all institutionally required language is inserted.

Still have questions? Contact us! We're here to help.



https://www.irbnet.org/release/home.html
https://redcap.link/irb_renewal
https://redcap.link/irb_renewal
https://redcap.link/irb_amendment_form
https://redcap.link/irb_reportable_event_form
https://redcap.link/irb_emergency_use
https://redcap.link/irb_closure_form
https://www.southalabama.edu/departments/research/compliance/humansubjects/irb-submission.html
https://www.southalabama.edu/departments/research/compliance/irbnet/
https://www.southalabama.edu/departments/research/compliance/humansubjects/training.html
https://www.southalabama.edu/departments/research/compliance/humansubjects/consenttemplatesandresources.html
https://www.southalabama.edu/departments/research/compliance/humansubjects/resources/local.context.language.pdf
https://www.southalabama.edu/departments/research/compliance/humansubjects/resources/local.context.language.pdf
https://www.southalabama.edu/departments/research/compliance/staff.html

