IRB Exempt Review Wizard

Overview

The Exempt Review Wizard (the Wizard) is designed to automate exemption certifications for certain types of

low-risk research. Simple projects such as an anonymous survey, an interview about non-sensitive topics, or
taste-tests of typical food products may be suitable for the Wizard. Detailed eligibility criteria are described
below.

If the Wizard confirms exemption, the Pl is notified via email of the exemption certification and the specific
exemption(s) that apply. Once written certification is received by the PI, the research may begin.

If automated certification by the Wizard is not possible, a study may still be eligible for exemption through
review of a regular IRB application. In these instances, a notice will appear in the Wizard form. A regular IRB
application must be submitted for review by IRB staff. Researchers must then wait until that review is
complete before starting the project.

Eligibility

Only certain projects are eligible for exemption certification via the Wizard. To be eligible:

o Allresearch procedures to be conducted for the entirety of the project must:
o fit within one or more exemption categories supported by the Wizard
o notinvolve any excluded procedures.

o The Pl must be eligible to independently serve as Pl without a Supervising Investigator.

o The research must present low/no risk.

o Researchers must be able to ensure confidentiality of participants and third parties when results are
disseminated.

o The research must not involve vulnerable populations (children, subordinates, prisoners,
undocumented immigrants, etc.).

o The research must not involve creating or maintaining a research data repository (the collection and
storage of data over time for purposes of distributing it to others for secondary research)

o The research must not be externally funded or FDA regulated.

o All study personnel involved in the human subjects research activities (e.g., obtaining consent, data
collection, accessing identifiable data, etc.) must be lowa State employees or students.

o No research team members may have any conflict of interest (COI) related to the research for which
exemption certification is sought.
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Researcher Expectations

For this Wizard to correctly determine exempt status, responses to all questions must be accurate. Toward
that end, researchers must:

o Carefully review ALL of the instructional text available throughout the Wizard before responding to
guestions. Instructional text defines terminology and provides explanatory detail or links to
information researchers need to be familiar with to ensure accurate responses. Consult with IRB
staff if anything is unclear (IRB@iastate.edu).

o Ensure that answers to questions accurately reflect the entirety of the research project - all phases,
procedures, participant groups, etc.

Using the Exempt Review Wizard

Using the Wizard involves completing a form in IRBManager. The form includes closed-ended (yes/no,
selection from options, confirmation/agreement items, etc.) questions and a table to which study personnel
are added. No narrative responses are required. The Wizard analyzes responses to determine whether the
project is eligible for automated exemption certification. If eligible, notification of certification is provided as
soon as the Wizard form is signed (by the Pl and Department Chair), submitted, and any required verification
information is provided (see below for detail).

Instructions:

o How to Initiate a New Exempt Review Wizard Form (text)

o Introducing the Exempt Wizard (video)

Verification and Post-Approval Monitoring

Success of the Wizard depends on clearly written questions and accurate interpretation of and responses to
those questions. Despite a plethora of instructional guidance within the Wizard and extensive user testing of
the Wizard, misinterpretations and misunderstandings are possible. To minimize potential issues, projects
submitted through the Wizard may be selected for Verification (upon submission) and/or Post-Approval
Monitoring (after project initiation). Researchers whose projects are selected MUST participate in these
processes.

Verification

To confirm Wizard form function and accuracy, researchers using the Wizard must complete a separate
Wizard Verification form after submitting the Wizard Exemption form. Instructions will be shared via email.
Exemption Certification will be provided as soon as the Verification form is submitted. Human subjects
research activity may not commence until after written notification of Certification is received.
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The Verification form must be completed within 30 days of Wizard form submission. If it is not, the Exempt
Review Wizard form will be withdrawn and certification of exemption will not be released. Pls will need to
start over with a new Exempt Review Wizard form to obtain exemption certification.

The Verification form requests a written description of the study, which will be compared to Wizard form
responses. Researchers can prepare the written description using this template and then copy their
responses into the Verification form.

Pls are encouraged to thoroughly and thoughtfully respond to verification questions. If the verification
information contradicts responses in the Exempt Review Wizard form or indicates the project is not eligible for
review through the Wizard, the exemption certification will be revoked. IRB staff will follow up if clarification
of verification information is needed. Pls must respond to IRB staff questions within the specified timeframe
(15 days) to keep the exempt certification active.

Note that verification is a temporary process—it will be scaled back or eliminated once Wizard form function
and accuracy are confirmed.

Post-Approval Monitoring

Projects certified through the Wizard may be selected for post-approval monitoring. Post-approval
monitoring is conducted to promote ethical human subjects research, confirm that research is being carried
out in alignment with the IRB protocol, and promote continuing education and improvement. Thus, it
typically occurs after the project has been initiated.

Researchers whose projects are selected for monitoring will complete an online questionnaire regarding
project status and activities, after which the PAM will schedule a brief meeting to review questionnaire
responses and discuss the study with the PI.

See the IRB website for more information about the Post-Approval Monitoring and Education program.

Modifications

Research must be conducted in full alignment with the responses in the Wizard. Recertification by the Wizard
is required prior to implementing certain modifications. The primary purpose of recertification is to

determine if the project remains eligible for exemption certification via the Wizard. If it does not, the Wizard

will guide you through next-steps to obtain approval through the traditional (non-automated) review
process.

Instructions:

o How to Initiate a Modification for your Exempt Wizard Study (Text)

o How to Initiate a Modification (Video) — COMING SOON

Personnel changes
Note that all changes to study personnel, including changes to their institutional affiliation, must receive prior
approval. If the personnel change results in external collaboration (e.g., involving a person who is not an
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lowa State employee or student), a regular application for IRB approval is needed--the Wizard can be used
only when all study personnel are lowa State employees or students.

Funding changes

The Wizard cannot be used for research funded or supported by any external (federal or non-federal) entity.
The certification of exemption generated by the Wizard CANNOT be used as documentation of IRB
review/approval for any awards, contracts, agreements, etc. associated with external funding or support.

If any external funding or support for the study is planned or received, a regular application for IRB approval
must be submitted.

Status Check

A status update is required every three years to keep IRB oversight active. Researchers will be notified as this
date approaches. The status update involves re-completing the Wizard form to confirm continued exemption
certification.

Instructions:

o How to Submit a Study Status Check-In for your Exempt Review Wizard Study (text)

o How to Submit a Study Status Check-In (video) — COMING SOON

Study Closure

Upon completion of the project, transfer of IRB oversight to another IRB, or departure of the PI, please
initiate an Amendment for Project Closure in OneAegis (formerly IRBManager) to officially close the project.
For information on instances when a study may be closed, please refer to the IRB Study Closure Policy.

Instructions:

o How to Close your Exempt Review Wizard Study (text)

o How to Close your Exempt Review Wizard Study (video) — COMING SOON
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