
Adverse Events
Adverse Events must be
reported to the IRB.
Submission Instructions

Protocol Deviations,
Violations and
Exceptions
Protocol deviations and
violations must be
reported to the IRB.
Protocol exceptions must
be approved by the IRB.
Submission Instructions

Changes to Study
All changes to the study
and consent form must
be reviewed prior to
implementation.
Submission Instructions

Other Items
There may be other
items that do not fit the
above categories.
Submit these items to the
IRB with a cover letter
explaining how this
information affects the
study.

Continuing Reviews
Studies must be
reviewed at least
annually.
Submission Instructions

Submissions will be
processed and reviewed
according to our
procedures as noted in
the IRB Manual. The investigator will be

informed in writing of the
IRB action.

The investigator may
continue study unless
otherwise directed by the
IRBs.
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IRB Review Process Flowchart
Submissions for an Ongoing Study With

IRB Approval
This flowchart describes a typical review process.
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