IRBIS changes, effective August 29, 2023

Summary of Changes
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A new application pop-up screen will be turned on Tuesday evening, August 29, 2023. With the
improved program languages now available, the screen will have quicker response, additional
functionality and provide for more automated functions in the future.

The Study History screen will remain unchanged. Accessing the application remains the same as well.
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The screen display will continue to show the swim lane at the top of the window. Additional submission
information is included in the block below.
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The left hand menu provides faster navigation between the various screens and incorporates the
Options links.

Screen Menu

Application: Displays the full, expanded application.
Library: Scrolls down to the document library.
Collapse/Expand: Just as it says! It collapses or expands the application sections.

Item List: A list of all sections and sub-sections of the application.

Committee:

Checklist: The 111 checklist.

Review Result: Selection of your review determination.

Review Notes: Study Findings, Submission Findings, link to the Meeting Notes.

Letter: Select letter template and draft the review letter.

Application

The application opens with all sections and subsections displayed.
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Library

The Library link has the same function as the existing Library hyperlink at the top of the screen:

Review Type: Not Full Board > E Application
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Collapse / Expand

The Collapse function will collapse the application so that you only see the sections and sub-sections of

the application.
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If you wish to collapse the General Information sub-section, click on the down arrow.

® General Information

@ eneral Information

@/ 2. Brief Summaly_Provide a brie! ® General Information
words. Please reply 1§ each item be
FNITFN BY THF IRR FOR C1 ARIT

© 1. General Information

@ 2. Project Personnel @ Revi

1. Will this project be lad by a STUDENT (undergraduate, graduate) or TRAINEE (resident, fellow,
fellowship?

No

If you wish to collapse the entire General Information section, click on the right arrow.

® Geyeral Information ® General Information

~ @ Scientific Review
@ 1. General Information

@ Scientific Review

All biomedical research conducted at the Universit
review. Scientific review Is a process that evaluate
review. Scientific review ensures that the research
expect the research to answer its proposed questi

For example, research that involves expenmental

Checklist

Once the submission is approved, you can view the 111 criteria for approval checklist.

Review: Not Full Board  (Expedited, Exempt. NHSR. oiher)

B Application Question 1

Risks to subjects are minimized: (i) by using procedures which are consistent with sound research design and which
do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being
performed on the subjects for diagnostic or reatment purposes.

A stipulations (0)

n ’
@ Checkiist Criterion Met: Anwer provided by Elizabsth Joyce on 10/28/22 1:23 PM.

2 Pl Responses (1) Answer was confirmed by Marie Grubbs on 11/16/22 8:23 AM.
1 Actions Taken | 1 Confimmed

Question 2

= Committee 5 § -
Board C | 1172172022 Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the

knowledge that may reasenably be expected to result. In evaluating risks and benefits, the IRB should consider only
those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies
‘subjects would receive even if not participating in the research). The IRB should not consider possible long-range
effects of applying knewledge gained in the research (for example, the possible effects of the research on public
policy) as among those research risks that fall within the purview of its responsibility.

A Review Result
Approved

# Review Notes
Criterion Met: Answer provided by Elizabeth Joyce on 10/28/22 1:23 PM.

i Letter

. Answer was confirmed by Marie Grubbs on 11/16/22 8:23 AM.
Expedited Approval (Initial)_AR

Question 3

Selection of subjects is equitable. In making this assessment the IRB should take into account the purposes of the
research and the setting in which the research will be conducted and should be particularly cognizant of the special
problems of research involving vulnerable populations, such as children, priseners, pregnant women, mentally
disable persons, or ically or i L persons

Criterion Met: Answer provided by Elizabeth Joyce on 10/28/22 1:23 PM.

Answer was confirmed by Marie Grubbs on 11/16/22 8:23 AM.

Question 4

Informed consent will be sought from each prespective subject or the subject’s legally authorized representative, in
accordance with, and to the extent required by the Federal Regulations [45 CFR 46.1186].

Criterion Met. Answer provided by Marie Grubbs on 11/16/22 §:24 Al
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Pl Responses

Once the submission is approved, you will be able to see the study team’s responses to last set of

stipulations.

Review: Mol Full Boand
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B Application

b Stipulatios (0}

& Checkist

A PI Responses (1)
1 Actions Taken | 1 Confirmed

® Committes
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A FReview Result

# Review Noles

& Latter
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Part A. Questions Common to All Studies

A2 Subjects

Pl Responses: 1

1of 1 Actions Taken
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requested an unkmited number of subjects

Wigw Full Shpulation History

Stipuaiation by Elizatieth Joyce on 11142022 at 08:36 AM

1 of 1 Actions Confirmed |

Please select "Go to question” and provide the response in the spplcation &5 well

Responss by.

This was dane.

- a0 111SE2 2:36 PM

| Resokad

ltem List

The item list remains unchanged. A list of all sections and sub-sections of the application are displayed
with the option to navigate to any section.

Review: Full Board (Meefing)

B Application
W Library

# Collapse

E tem List

= Committee
TBD | TBD

A Review Result
TBD

# Review Notes

X Letter
TBD

General Information
1. General Information
2. Project Personnel
3. Funding Sources
4. Screening Questions
Location

Scientific Review
Scientific Review

Part A. Questions Common to All Studies
A1. Background and Rationale
A2. Subjects
A3 Inclusion/exclusion criteria
A4 Study design, methods and procedures
A5. Benefits to subjects and/or society
A6 Risks and measures to minimize risks
A7. Data and safety monitoring
A8. Data analysis
A9 Identifiers
A10. Confidentiality of the data
A11. Data sharing and transmission
A12. Post-study disposition of identifiable data or
human biological materials
Part B. Direct Interaction
B.1. Methods of recruiting
B.2. Protected Heath Information (PHI)
B.3. Subject Contact, Duration and Privacy
B.4. Incentives for participation

B 5 _Coste tn he harne hy subiects

description of ff
& subheading lab

the quality of f
E (CRS) recruite
randomized to

jent outcomes P
bf CRS prior to fi

flion already apprt

duate, graduate]

Il investigator, foll
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gearch (CBPR) or
el consult with yc
itiple individuals v

ation; if you do n

COlfraining for IRB NO: 222772 - Submission Type: Initial -

[ University of North Carolina at Chapel Hill (UNC-CH)
I T T T
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Committee

The Committee screen will reflect the committee to which the submission is assigned. If it is blank, then
a committee assignment has not been made.

Rewview: Full Board (Meefing)

Select Committee Agenda
i Application

& Library

# Collapse
Item List

= Committee
TBD | TBD

M Review Result
TBD

# Review Notes

Once a Full Board study has been assigned to an agenda, you will see the committee and the agenda
date.

Review: Not Full Board (Expediled, Exempt, NHSR, other)

Select Committee Agenda Select Agenda Date
B Application

Board C 11/21/2022
A\ Stipulations (0)

& Checklist

A PIResponses (1)

1 Actions Taken | 1 Gonfirmed
= Committee

Board C | 11/21/2022

M Review Result
* TBD

# Review Notes

For studies that are reviewed via expedited procedures, the committee date will be assigned on the final
approval.

Review Result

Review: Full Board  (Meeting)

Until a review is finalized, you

B Application Please select a committee and agenda date before selecting a review result.
will not see anything on the iy
Review Result screen. # Collapse
Item List

= Committee
TBD | TBD

M Review Result
TBD

# Review Nntes
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Once a review is finalized, you will see the result.

Ret

Not F

Board (Expedited. Exempt, NHSR, ather)

Review Results [ROUTING COMPLETE]

B Application
Minor Stipulations

A Stipulations (14)

& Checklist

M Review Result
Minor Stipulations

# Review Notes

= Letter
Minor Stips - Expedited

Review: Not Full BOAN]  (Expedtec, Exrgt, NHSR, cier)

B Application

A stipulations (0)

& Checklist

A PiResponses (1)
1 Actions Taken | 1 Confirmed

= Commitiee
Board C | 11212022

R Review Result
Approved

# Review Notes

X Letter
Expedited Approval (inibia)_AR

Review Results [RouTiNG compLETE]  Risk of Research (study level only)
Approved
Approval Date
MA6i2022

Admin Annual Review Date
1142023

Categories
1.No INDADE
2.Minimal biood draw

3.Noninvasive bio-specimens

4.Noninvasive clinical data

5.Existing or non-research data

6.Voicelimage research recordings
7.Surveysfinterviewsifocus groups
8e)

1 Review - Followup Only

8(b) Cont

0 Review - No Subjects Enrolied

Bl w - Data Analysis Only

9.Cantinuing rev, min risk by full IRE

Review Notes

Similarly, the Review Notes screen will be blank until the submission is approved.

Re

Board  (Meet

R Apflication Study Specific Findings
i Library

# Collapse

E item List

= Committee
T8O | TED

A Review Result
TBO

# Review Notes

X Letter
T8O

Internal Meeting Notes

Submission Specific Findings

Review: Not Full Board  (Expedited. Exempt. NI other)

B Application

A\ Stipulations (0}

& Checklist

A PIResponses (1)
1 Actions Taken | 1 Gonfirmed

™ Committee
Board C | 11/21/2022

M Review Result
Approved

# Review Notes

i Letter
Expedited Approval (Initial) AR

Study Specific Findings Submission Specific Findings

The IRB has determined that the study-specific rationale provided
by the investigator is sufficient to justify the waiver of informed
consent for research [45 CFR 45.116 (d)] and waiver of HIPAA
authorization [45 CFR 164.512 (i) (2) (ii)].

Internal Meeting Notes
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Letter

If you click on the Letter tab before the review is final, you will receive a notice that you do not have

permission to view the letters.

17event=admin.reviewWindow&reviewld=530563&appld=413208

| |

—— orisdev.research.unc.edu says

You do not have permission to view a letter in draft.

w —

3 I Cuhmieecinn Cnarificr Findinne

Once a review is final, you can view the letter that has been sent to the study team.

I Review: Not Full Board  (Fxpedacd. Exempt. NHSR, olher)

i Letters To Pl Sent by Todd Braswell on 10:3/22 3:02 PM View PDF
i Application Minar Stips - Expadiled
A Stpulations (14) To. Adam Scott

Otolaryngology (ENT)

& Checkiist From' Biomadical IRE

Date: 10/03/2022

RE: Contingencies 1o be adoressed following IRE Review
Submission Type: Initil

Study #: 22-2528

M Review Result
Minor Stpulations

# Raview Notes
Study Title.

= Letter

This submission, Reference ID 372843, has been reviewed. This is not an approval. You may not implement the research activities described
Minor Stips - Expedited

in your submission until you have received a memo indicating final approval. This submission MAY BE APPROVED, pending stipulated
change(s) andfor clanification{s)

Your réview will be found onling at the fink below. You will be abli 1o respond to @ach stipulaton using the onling system
DfRs.Jirbis research unc eowib/sform reuling. stipulalions. cim?maslend=372843

rC:
. Ctaolaryngalogy (ENT)
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