Submitting an “Adverse Event / Unanticipated
Problem” Form

Occasionally, serious adverse events and unanticipated problems happen. Such incidents
should be promptly reported to the IRB. Reporting serious adverse events and unanticipated
problems facilitates protection of research participants by allowing investigators and the IRB to
determine whether the event or problem indicates that changes are necessary to minimize risk,
ensure the risk/benefit ratio remains favorable, and ensure that participants are fully informed.
This video outlines the steps to submitting an “Adverse Event/Unanticipated Problem” form.

1. From your IRBManager dashboard, click the “Studies” tab. Here, you'll see a list of all of
your studies.

2. Select the IRB ID of the study involving the adverse event or unanticipated problem.
Doing so will open the study's main page.

On this page, you'll see

e a host of general study information,

e alist of current personnel,

e the reference xForm, and

e all events (where xForms and study materials are retained), as well as
e additional actions available to researchers.

3. To start the submission process, look to the “Actions” column on the far left of the page,
and then click “Start xForm.”

4. From here, click on the “IRB Adverse Events/Unanticipated Problems” link, after which a
blank form should open.

5. The opening sections of this form contain basic study information. You'll want to scroll
to the “Incident Information” and “Incident Assessment” sections and input the
requested information.

6. Once fully completed, use the “Next” button to move forward and submit your form.
The IRB Chairs will review your responses inside the form and reach out directly if they
need additional information or clarification. IRB staff will also be in touch regarding next
steps, which typically includes review by the convened board at an upcoming meeting.
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