IRBIS changes, effective 5:30PM, October 16, 2024

IRBIS System Update:
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Changes to Multi-Site Progress Reports in Renewal Submissions

For a multi-site renewal, IRBIS will provide an error notification if the total number of subjects
listed in the progress report does not match the total number of subjects listed in the multi-site

report. Please ensure that the correct total is captured in both reports.

1. Number of Subjects involved through direct contact or use of their data (for multi-site studies, include only subjects covered by this IRB)

A. Total projected number as approved by IRB:
5000 (Prior Response)

B. Total number of subjects included/enrolled to date (do NOT include "screen failures’) %

2745 2745 {Prior Response)

C. Number of subjects included/enrolled since last renewal: *
240 242 (Prior Response)

D. Number to be included/enrolled in upcoming year *

300 300 (Prior Response)

E. Since initial approval, have any subjects been enrolled who are members of vulnerable/protected groups (children, pregnant women, nonviable nea

. When a collaborator(s) outside of UNC-CH is one of the following, please complete the following Progress Report for active external sites:

(a) exercising authority or responsibility on behalf of a group or organization,
(b) performing activities designated by a group or organization, or
(c) using the collaboration for scholarly advancement (e.g., promaotion, tenure) at a group or organization.

Institution Site Status Progress Report B. Subjects C. Last Renewal
University of Morth Carolina at Chapel Hill (UNC-CH) Active o Edit 2500 1]
Bostan University Active _Edit 1500 0
Duke University School of Medicine Active + Edit 50 0
Independent Investigators NIA
Mayo Clinic Active _Edit 400 V]
University of Connecticut Active _Edit 100 o
University of Connecticut (UCONN) Active _Edit 100 V]
University of Washington School of Medicine Active _Edit 350 0

A The total number of subjects as approved by the IRB B. Total number of subjects enrolled to date: 5000

An additional change:

When a Multi-site study enters Data Analysis, multi-site enrollment section will no longer be displayed
as enrollment has been completed. Only the total enrollment in the progress report is required.
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Exempt Submission Options
Since Exempt studies don’t require an annual review, the renewal submission option for Exempted

studies has been removed in IRBIS.

Application Update

Select one of the options below to make an update to your approved study.

~__ Submita . Submit a B Submit a
\i[elp) Modification =4=ly'! Renewal (o Closure
Submit a

|71=4| Promptly Reportable
Information

Managementélirb_id=24-1215

orisdev.research.unc.edu says

Renewsls do not nead to be submitted for Exempt Studies.

EXpiration Date:  MNIA ™
Current Stu
Personnel

cal

Study Notes:

Not Human Subjects Determinations (NHSR)

Research projects that have been submitted and determined to be ‘Not Human Subjects Research’ do
not require modification or renewal. These are one-time determinations. As such, the options for
drafting a modification or a renewal for these IRBIS records will prompt a reminder.

orisdev.research.unc.edu says orisdev.research.unc.edu says
NHSR determination is one time determination no need to submit NHSR determination is one time determination no need for renewal
modification

Personnel
R
If there are changes to the study that may affect the NHSR determination, please submit a new initial
application. Additional guidance is on the OHRE website.
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Clinical Study: Interventional vs Observational

When a project meets the definition of a clinical study, two questions are requested to discern whether
the study activities are interventional or observational. Since these questions are in different sections of
the application, we often receive submissions where both are indicated as “Yes” or “No”. In order to
accurately collect this information for appropriate review, IRBIS will now alert upon submission to
routing so that you are aware of the incongruence.

O —— e e

There are one or more areas of your Application that are in-complete or inconsistent. These areas are preventing you from
submitting your Application at this time. Please refer to the area(s) listed below for further instruction.

Personnel Training Incomplete =
Overservational and Interventional Requirement

You have indicated that your clinical study is not observational, however, you have also
indicated your clinical study is not interventional. Please update your response to indicate your
study is an observational study (Funding section, question 5) or an interventional clinical trial
(A.4.A.1).

Close
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