Continuing Review and Status Checks

Background

IRBs are required to monitor ongoing research to ensure human subjects protections remain appropriate
over the life of a study. Periodic progress reports about the project are necessary to fulfill this requirement.
The nature and frequency of the progress reports vary based on regulatory requirements. Some research
must undergo a “continuing review” process. For projects that do not require continuing review, the ISU
IRB has established an abbreviated process, called a “status check.” This document describes each process
in more detail, including when each is required, how to complete the process, and what happens if
continuing review/status check is not completed.

Continuing Review

Continuing review is required for non-exempt research that:
1. Requires review by the convened IRB; or
2. An expedited reviewer determines and documents that continuing review is required; or

3. Research subject to regulatory requirements for continuing review, such as FDA-regulated clinical
investigations or non-exempt research subject to the Pre-2018 Common Rule; or

4. s subject to regulatory or contractual requirements for continuing review.

Continuing review is required at least annually. It may be required more frequently if the IRB or expedited
reviewer determines that more frequent progress reports are necessary to ensure the protection of human
subjects. This is most likely for research that involves high or uncertain risk, novel interventions, highly
vulnerable populations, or where there are concerns about the conduct of the study (e.g., noncompliance
history, participant complaints, etc.).

Exceptions to Continuing Review
Unless required by regulations/contractual obligations or the IRB or expedited reviewer determine
otherwise, continuing review is not required for:

1. Research eligible for expedited review, including research the convened IRB determines to be
eligible for expedited review.

2. Research that has progressed to the point that remaining activities involve only one or both of the
following:
a. Data analysis, including analysis of identifiable private information or identifiable
biospecimens
b. Accessing follow-up clinical data from procedures that subjects would undergo as part of

clinical care.
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3. Research reviewed by the convened IRB that meets all the following criteria:
a. Is not federally-regulated,
b. Is not subject to contractual obligations that require annual review, and
c. The IRB determines that continuing review is not necessary to ensure protection of human
subjects.

Continuing Review Submission Requirements
When continuing review is required, Pls must submit a continuing review application. The application will
request the following information:

1. Asummary of study progress

2. Participant accrual and enrollment status, including the number participants enrolled and number
of withdrawals and reason(s) for the withdrawals

3. Asummary of any

new information, including current literature that may be relevant to the research,
unapproved modifications,

adverse events and/or unforeseen problems, and

Qa 0 T o

subject complaints.

4. Confirmation that recruitment and informed consent materials are accurate, or modified versions if
changes are needed.

Supplemental materials to be submitted when applicable include:
1. Aninvestigator’s brochure, if available, for FDA-regulated studies.

2. Any other significant information or documents such as reports from a Data Safety and Monitoring
Board.

In some instances, the IRB may require verification from sources other than the investigators that no
material changes have occurred since the prior IRB review and approval.

Timing
PIs must submit continuing review application materials far enough in advance of the expiration date to
allow meaningful continuing review. At least three to four weeks is recommended.

Review Process

Continuing review must be substantive and meaningful. It must address any new information or changes
that relate to risk/discomfort, benefits, safeguards for participants, and informed consent to assure that all
regulatory criteria for approval are satisfied. Informed consent forms are assessed to ensure the
information provided is still accurate and complete and determine whether revisions are needed to account
for any new information that may relate to the subject’s willingness to continue participation.

IRB staff determine the appropriate level of review (e.g., convened IRB or expedited) for continuing review

submissions. Review by the convened IRB is generally required for research that is categorized as greater
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than minimal risk, most FDA-regulated research, where the progress report indicates increased risk or other
concerns about the study, or if the convened IRB determined expedited review is not appropriate for the
study. Otherwise, submissions are reviewed via expedited procedures (by an IRB Chair or designated IRB
member).

Status Check

All exempt and non-exempt research not requiring continuing review is subject to regular status checks. To
complete the status check, Pls complete a short, simple form that asks for:

1. Project status (e.g., whether data collection has begun, is ongoing, or has ended)
2. Verification of study personnel

3. Verification that consent and recruitment materials are current and accurate (for non-exempt
research)

4. Verification that there is/are no:
a. New information relevant to risk or that may impact participants’ willingness to continue
participating.
b. Unreported serious adverse events or unanticipated problems.
c. New federal funding sources.
Unapproved changes to the protocol.

Status checks are required at rolling three-year intervals. The first three-year period is established at the
time of initial approval or exemption certification. Study status check questions are included in all
modification applications to allow a new three-year period to be established upon approval. More frequent
status checks may be required if deemed necessary to ensure participant protection or compliance.

Timing

Researchers should complete the status check process well in advance of the expiration date, particularly if
they need to report any issues (unapproved changes, adverse events, etc.). Three to four weeks in advance
is recommended.

Review Process

In most cases, the review process is automated through the online system. However, the status check form
directs researchers to complete any additional actions needed based on their responses (e.g., submitting a
modification application, report an adverse event, etc.). These additional actions must be completed
before the study’s expiration date to keep the study active. If no additional actions are needed, a new
three-year period is automatically established by the online system.

IRB Approval Expiration

Research is approved for a specified period of time. Researchers are notified in advance of an approval
expiration and must complete the continuing review or status check process to keep IRB approval active.
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IRB approval expires when the required process is not finalized by the expiration date. The Pl and
Supervising Investigators are notified when IRB approval expires.

When approval expires, all human subjects research activities (data collection, using identifiable data,
enrollment of participants, etc.) must stop until approval is reestablished. The only exception is when it is
determined to be in the best interest of enrolled participants to continue participating (e.g., stopping
presents risk to participants). The Pl and/or Supervising Investigator may make an initial assessment but
must submit a request for concurrence by the IRB as soon as possible (requests may be submitted via email
to IRB@iastate.edu).

Federally-supported research

Expiration is handled differently for federally-supported research subject to the status check process (i.e.,
does not require continuing review). When the status check is not completed by the expiration date, the
IRB post-approval monitor (PAM) follows up to obtain the necessary status check information. If
unsuccessful, an administrative hold is placed on the Pl and Supervising Investigator preventing submission
of IRB applications for any projects until the status check process is complete.

Reinstating IRB Approval After Expiration

Reinstating IRB approval following expiration requires the following steps:

1. Confirmation from the PI that no human subjects research activity occurred after expiration, unless
it was deemed in the best interest of participants to continue.

2. Completion of the continuing review or status check process, whichever is required for the study.
For example, the Pl must submit a continuing review application or status check form and complete
any additional actions or respond to questions that arise. In some instances, a new study
application form (in lieu of a continuing review application or status check form) may be required to
ensure that adequate information is provided. This is most common when substantial time has
passed since approval expired.

3. IRB approval of the continuing review application or status check form. Researchers are notified
when approval is reestablished.
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