Exempt Wizard Introduction

A new form is available to ISU researchers — called the Exempt Review Wizard — that automates
certification of exemption for specific types of research, meaning researchers with eligible
projects will not need to submit a regular application for review by IRB staff. This video
introduces that form.

On your OneAegis dashboard, under the “Studies,” “IRB,” and “xForms” tabs, is a new button
called, “IRB Exempt Review Wizard.” Click that button to start the automated exemption form.

Once inside, you'll see a screen like this one. Given the form's length, I'm not going to go
through each question. Instead, | will go through the form’s “Instructions” page, describe how
the form works, and explain steps following submission.

First are the form’s instructions. I'll highlight a few key points here.

One — Only certain types of low-risk research can be exempted through the Wizard. In
general, that includes anonymous surveys, non-sensitive interviews, and taste tests of
typical foods.

Two — Assuming your project is eligible for the Wizard and that you accurately complete
the form, you will receive written notification of exemption via email. You may not begin
your research until you receive this confirmation.

Three — If determined that your project is not eligible for exemption through the Wizard,
it may still be eligible for exemption through the typical review process. You'll just need
to submit a regular IRB application.

At this point, you might be wondering more about eligibility. Let's take a look at that section:

To use the wizard, your project must fit entirely into one or more of the exemption
categories supported by the Wizard. Clicking these links will take you to a document
that describes what exactly those categories are and what those excluded procedures
are. That document looks like this.

To use the Wizard, you must be able to independently serve as PI. Clicking this link will
take you to IRB guidance on Pl eligibility, which also includes a link to the Provost’s
policy. That document looks like this. Please note that students may not independently
serve as Pl, though their supervising faculty can.

To use the Wizard, the research must present minimal risk to participants.

To use the Wizard, confidentiality of participants and third parties must be maintained
when reporting.

To use the Wizard, the research cannot involve vulnerable populations like children,
subordinates, prisoners, undocumented immigrants, etc.

To use the Wizard, the research must not involve creating or maintaining a data
repository.

To use the Wizard, the research cannot be externally funded or FDA regulated.



e To use the Wizard, all personnel must be lowa State students or employees. In other
words, the research cannot involve outside collaboration.

e And finally, to use the Wizard, no member of the research team may have a conflict of
interest related to the research.

If, after working through the eligibility criteria, your research seems eligible for the Wizard, you
next need to understand researcher expectations.

e In general, researchers are expected to carefully review all instructional text throughout
the form because it provides details and links to supplementary guidance that are
necessary for ensuring accurate responses.

e Related to that, researchers must consider the entirety of the project — all phases,
procedures, groups, etc. — when responding to questions. Failure to consider the
research as a whole will lead to an inaccurate determination.

And lastly, to use the Wizard, researchers must agree to participate in any verification or post-
approval monitoring activities.
e The verification process asks researchers to provide narrative descriptions of study plans
within 30 days of Wizard submission.
e After submitting verification information, a letter certifying the exemption will be
emailed to the PI.
e Meanwhile, IRB staff will review the submitted verification information to verify the
Wizard is functioning as intended. If contradictory information is found, exemption will
be revoked. IRB staff will follow up with researchers if clarification is needed.

From here, researchers can move on to the form's various sections. The form asks a series of
yes-or-no questions that are designed to determine whether the project is eligible for an
automated exempt determination.

e Some questions represent exclusions. In these cases, responding in a manner that
indicates ineligibility to use the Wizard will result in a prompt at the bottom of the
screen. That prompt will link you to a regular IRB application that you can complete and
submit for review.

e Other questions, like those related to data security and data sharing, seek researchers’
confirmation of understanding and intent to implement all applicable practices and
protections.

e Still other questions are linked to additional pages. For example, the “Exempt
Categories” page asks researchers to indicate within which category or categories the
research procedures fit. Responding, “Yes, my research procedures fit within this
category,” will trigger a page of questions specific to that category to open.

e Inshort, it's imperative that responses accurately reflect the research as a whole in
order for the form to function properly and for researchers to receive an accurate
determination.

After submitting the form, it will route to the Pl and Department Chair for review and signature.



e After the Chair signs off, and the form auto processes, Pls will receive an email
notification — like this one — with a Certification Letter attached. Only after receipt of
this email and letter may the research begin.

e Recall that for now, every Pl will also need to complete the verification process before
they will receive the email and certification letter. Researchers will receive a separate
email — like this one — requesting they complete the verification process.

e Later — after Wizard function is confirmed — only a subset of randomly selected studies
will be required to complete verification. Those not selected for verification will simply

receive the email and letter certifying exemption after they and their Chair submit the
form.

Lastly — just like studies determined to be exempt via the typical review process — studies
determined to be exempt via the Wizard appear under the “Studies” tab on your OneAegis
dashboard.
e Clicking the IRB ID will take you to the study's main page, where you can access study
details, a list of personnel, the completed form (in case you need to submit
modifications, or study status check, or closure), and all events for the study.

If you have questions about the Exempt Review Wizard, please contact the IRB at
IRB@iastate.edu.

Thank you for listening.
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