Adding ISU Personnel to an IRB Protocol

All individuals engaged in human subjects research activity — which includes recruiting
participants, obtaining informed consent, collecting data via interaction or intervention, and
accessing or analyzing identifiable research data — must be added to the IRB protocol before
beginning work on the research project. Similarly, any individual no longer involved in human
subjects research activity should be removed from the IRB protocol. In this video, | walk
through the process of copying and then editing the most recently approved application for the
purposes of adding and removing ISU personnel.

1. From your IRBManager dashboard, click the “Studies” tab.
2. Then, click on the study’s IRB ID number to open the study page.

On the study page, you'll see

e a host of general study information,

e alist of current personnel,

e the reference xForm, and

e all events for the study, dating back to the initial submission. Inside each of those
events, you can find the application that was approved as well as all study materials
specific to that event.

3. Today, though, we're looking to copy the most recently approved application, so we do
not need to access any event. Instead, we'll be working with the reference xForm, which
is here.

4. To the left of the link, you should see an icon that looks like two pieces of paper and a
green plus sign. This is the “Copy” icon. Click it to generate an editable copy of the most
recently approved IRB application.

In the new window that appears, you should see an IRB application, like this one, that
includes the study's IRB ID and Pl name along the top.

5. The next step is to select the type of application you want to submit. In this case, that
means selecting “Modification.”

6. From here, you'll want to use the dropdown menu along the top, the “Next” button
along the top, and the “Next” button along the bottom to navigate between pages and
complete the form.

7. On page two, you'll be asked to select the Modification Types. For this tutorial, we are
adding and removing personnel, so we'll click the first two boxes.



Note: Personnel changes — the first two boxes in this list — do not require submission of
the full IRB protocol. As a result, the form is conditioned to “hide” other sections of the
application when only these boxes are selected. Content in those hidden sections
remains “in the background.” It is not lost, gone, or deleted.

If you need to make changes beyond the addition or removal of key personnel, you'll
need to select all relevant boxes on this screen. Then, the form will display in its
entirety, and you will need to progress through it, making relevant updates throughout.

Again, though, for this tutorial we are only adding and removing personnel. So, we'll
select the first two boxes and then click the “Next” button.

Questions on this page, page three, mirror those on the Study Status Check In form and
are intended to capture the study’s status. We're going to select “No” for the purposes
of this video. However, when completing your own forms, please read each item
carefully as “Yes” may apply in some situations.

On page four, you'll need to select “Yes” in response to the question asking if you have
additional personnel.

Then you'll see two more questions, one specific to ISU faculty and staff and one for
everyone else, including non-ISU folks.

Be sure that you add personnel to the correct table, as the form is conditioned to take
action based on the person's role. If individuals are added to the incorrect table, the
form will not route properly, and IRB staff will likely return the form for additional
revision.

I should also point out three additional considerations on this page.

e First, you will need to enter the individual's name in the first box, after which
their human subjects training date will auto populate in the next column. If their
training date does not appear, please reach out to the individual first to see if
they have completed training and logged in to IRBManager more than 24 hours
prior. If they have, please contact the IRB office for additional assistance. Forms
cannot be submitted until all individuals have completed the appropriate
training.

e Second, after filling in all sections of the table, you must click “Add,” or the
information you have entered will not save.

e Third, by default, all personnel added in the key personnel tables have access to
study materials in IRBManager. If you wish to deny access to individuals listed in
the table, click the “Deny access...” button.



10. Once you've added all personnel, scroll to the bottom of the page to the Remove
Personnel section. Here, click the “Add Contact” button. Then, type the person's name
in the dropdown menu, select their name, and then click the “Select” button.

Their name should appear on page four. Once this form has been submitted and
processed, that individual will no longer be part of the IRB protocol.

11. After filling out the personnel tables on page four, progress to page five. Note that
information here should not require changes, as it will have been copied from the
previously approved application and is unrelated to changes in personnel.

However, you should still review the information here to ensure it remains accurate. If
you notice any inaccurate responses, particularly those related to funding or
collaboration, it is likely that additional modifications are necessary. You will need to
return to page two and select additional boxes reflective of those changes.

12. From here, you can progress to the end of the form, sign, and submit. Note that if you're
submitting the form on behalf of the PI, the form will route to the Pl for review and
signature before coming to the IRB.

And, if you have added any ISU faculty and staff as personnel, they will need to
complete a Conflict of Interest Check before the form will route to the IRB. They will

receive an automated email notification with additional instruction.

Thank you for listening. Feel free to contact IRB at IRB@iastate.edu with any questions.
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