IRB Committee Member Read Only View:

From the IRB application screen on the Full Board agenda, you can click the IRB number in the top right
corner of the window to learn more about the history of the study:

== Raviswer Dashbaard

- r [ tRE Submission Review for 17-0174 firb - cfestage research unc edu) - ie Chrome
Biomadical A v ot . i el et Goog
| @ Secure | h

Filter. | Show Al Apznda ltams Feview Type: Full Board 3 > - -

Studies for Full Board Review |  Havigate To: Anglceton ( Ly Slpulaboos (0] Reves Resyy 1
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Review Date- (310772017
Agenda- Agends nat yet uploaded
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«" IRE Reviswer Checklists 1. General Information
R R~ INT= S - + e 5 of 5 Recors.
IRB Humber Mareus task 18074 test i

A new browser window will open which contains the full history of the study:

Study History Back to previous page
IRB Number- The Listening Project: Tuning Into Change
IRB No: 13-2304 Study Status: Approved
IRB: Biomedical Expiration Date: 10/18/2016
PI: Stephen Porges Last Approved: 10/20/2015 (FB)
Study Notes: by John Roberts on 10/20/2015 at 10:16 AM

#i Submissions for 13-2304

Submission Type Reference ID  Approval State wg Action Date Expiration Date Review Type
»> i Renewal &1 165942 Submitted 07/14/2017 Full Board
Submission Information Submission Status: Accepted for Review ReferenceID: 165942
IRB: Biomedical Office Staff: Marcus Hannah
Accepted By IRB: 07/14/2017 IRB Analyst:
Submission Notes: None found IRB Chair:

Submission Reviews

Review Type: Full Board Result: Approved 2 Letter: Drafted Finalize: TBD

Navigate To : Application / Library Stipulations (0) Review Result

>> | Renewal 160268 Approved 09/30/2015 10/20/2015 10/18/2016 Full Board
=/ Modification 155213 Approved 08/06/2015 08/11/2015 11/06/2015 Not Full Board
I Modification 150617 Approved 02/26/2015 03/19/2015 11/06/2015 Not Full Board
«) Modification 147670 Approved 12/23/2014 01/15/2015 11/06/2015 Not Full Board
»>> .l Renewal & 145703 Approved 10/31/2014 11/07/2014 11/06/2015 Not Full Board
I Modification & 144287 Approved 09/29/2014 10/28/2014 12/08/2014 Not Full Board

This is a read-only view which contains full access to everything that OHRE Analysts and Managers have
access to in IRBIS. A full description of each of these elements in included on the following pages.

In the top left, a summary of study level data is presented. This includes the current Study Status
(Submitted, Rely-On External, Approved, Not Approved, Suspended, etc.), the current Expiration date
and Study Notes concerning the study as a whole:
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Study History

IRB Number

Approved
10/18/2016

The Listening Praject: Tuning Into Change

IRB No: 13-2304 Study Status:
IRB: Biomedical Expiration Date:
PI: Stephen Porges Last Approved:

10/20/2015 (FB)

Study Notes: by John Raoberts on 10/20/2015 at 10:16 AM

Below that is a view of all current and past submissions associated with this study record, including
Submission specific notes recorded by the Analyst:

#i Submissions for 13-2304
Submission Type Reference ID Approval State wg Action Date Expiration Date Review Type
»»  Renewal B 165942 Submitted 07114/2017 Full Board
Submission Information Submission Status: Accepted for Review ReferenceID: 165942
IRB: Biomedical Office Staff: Marcus Hannah
Accepted By IRB: 07/14/2017 IRB Analyst:
Submission Notes: None found IRB Chair:
Submission Reviews
Review Type: Full Board Result: Approved
Navigate To : Application / Library Stipulations (0) Review Result
>> .l Renewal 160268 Approved 09/30/2015 10/20/2015 10/18/2016 Full Board
-| Modification 155213 Approved 08/06/2015 08/11/2015 11/06/2015 Not Full Board
- Modification -~ 160817 Approved 02/26/2015 03/19/2015 11/06/2015 Not Full Board
| Modification 147670 Approved 12/23/2014 01/15/2015 11/06/2015 Not Full Board
»> ol Renewal & 145703 Approved 10/31/12014 11/07/2014 11/06/2015 Not Full Board
- Modification ~ 144287 Approved 09/29/2014 10/28/2014 12/08/2014 Not Full Board
-| Modification 140134 Approved 06/30/2014 07/18/2014 12/08/2014 Not Full Board
-| Modification 134412 Approved 02/18/2014 03/05/2014 12/08/2014 Not Full Board
»> ul Initial & 123583 Approved 08/19/2013 01/17/2014 12/08/2014 Full Board

You can select a past Renewal, Modification, New Safety Information Report (NSI), or Initial application
by clicking on that item. For example, if you wanted to review information provided in the 2014
Renewal submission for this project, click that Renewal and the associated submission information will
expand for your review:

#i Submissions for 13-2304

Date Routing

Submission Type Reference D Approval State D Action Date Expiration Date Review Type
Submission Type Reference ID Approval State Complete Action Date Expiration Date Review Type
>> .| Renewal fi? 165942 Submitted 07/14/12017 Full Board
>> .| Renewal 160268 Approved 09/30/2015 10/20/2015 10/18/2016 Full Board
-I Modification 155213 Approved 08/06/2015 08/11/2015 11/06/2015 Not Full Board
- Modification ~ 150617 Approved 02/26/2015 03/19/2015 11/06/2015 Not Full Board
-| Modification 147670 Approved 12/23/2014 01/15/2015 11/06/2015 Not Full Board
——
f »>> ) Renewal © 145703 Approved 10/31/2014 11/07/2014 11/06/2015 Not Full Board \
Submission Information Submission Status: Completed Reference ID: 145703

IRB: Biomedical Office Staff: Sonya H Bateman
Accepted By IRB: 11/03/2014 IRB Analyst: IVike Matamoros
Submission Notes: by Cynihia Brown IRB Chair: IMann, Doug

on 11/03/2014 at 11:23 AM

Submission Reviews

Review Type: Not Full Board

Result: Approved Letter: Drafted Finalize: 11/07/2014 - Jo...

\ J

- Modification ~ 14428-7 Approved 09/29/2014 10/28/2014 12/08/2014 Not Full Board

-~ Modification 140134 Approved 06/30/2014 07/118/2014 12/08/2014 Not Full Board
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From there, you can click on the green swim lane to access the documentation, which will open in a pop-
up window to the Review Result screen:

[ 1R8 Submissicn Review for 13-2304 (irh - chistage research.unc.edu) - Google Chrome = 2l
/cixstage.researchunc.edu/ b/ mdex.Cimrevent 1, 1] aHe ) 1= JUSB0 Loy 1= 2o 1 a9 elorrmrev
<aview Type: Not Full Board Result: Approved

| M/ Navigats To : Apglication ! Libary Stipulations {0} Rewew Resull Letler

Study Histery
SUBMISSICN REVIEW : NOT FULL BOARD (EXPEDITED. EXEMPT. NHSR, OTHER)
REVIE NDA STUDY SPECIFIC
IRE Ne: 13-23048 d
Commitiee Agenda: i s ; n -
IRB: Biomedical H Biormedical O This research, which involves children, meets enteria al 45 CFR 46 404 andior
. 21 CFR 50.51 {research involving no greater than minimal nisk). Permession of
P1: Stephen Porges B Agenda Date: oné parent or guardian is sufficient
¥ 2 24204
Anudy Kores by John Robarts o This approval ncludes a limited waiver of HIPAA authonzation to entify
Frimary Reviewss:

# Submissions for 13-2304

Secondary Reviewsr

potential Subjects for recruiment nto this research study, as aiowed under 45
CFR 164 512 This tempocary waiver provides access to protacted haalth
mfarmatan (PHI) o confirm ehgibdity and facilate mitial contact, after whach

consent and HIPAA authorization will be soeght Access and use is limited fo the
rrnirmwm amownt of PHI necessary to reviaw aligibility critesia and to confact
potental subpects.

Submission Type

»» - Renawal 7 Review Result: This reseanch, which was ongmally approved by the Full Board, 15 being renewed

s3> o Renewal Approved by the IRB undar Fx.p.ndﬂed Rawview, Camg.or\.l Bb. Since no subjecis have been
enrolled and no addiional rmsks have been identified, the research may contmus

| Modification Approval Date: &s previously approved by the Board
| Modification = 1072014
< Modification gl SUBMISSIO IFIC FINDINGS
TOEZME
AL Date Lattar Sent
Submizsion Information 17204 DTEREL P e
IRB:
Accepted By IRB: CATEGORIES: EXPEDITED
RISK DE 1
ALBA N Mt Risk of Research (study level only). A WE0R
Minimal 2Minimal blood draw

Fisk of Device (if any):
Non-Significant Risk

Submission Reviews
Ravisw Type: Not Full B

I Modification -

3.Noninvasive bio-specimens

4.MNoninvasive clinical data

VOTING S.Exrsting or non-research data /

| Modification

Here you can see the Committee that reviewed the renewal, date, risk determination, study and
submissions specific findings, internal meeting notes, and voting summary.

At the top of that same screen, you also have the option to view the full submission application, library

of consent forms and attachments, stipulations, and letter by selection one of the other options:
.l T - - . s s @ =

=362348arean 28 se,

eSEAICHUNCegL) - 000g

wld=2601498eform

[ @ Secure | hitpsy/chestage research.uncedu,
Review Type: Not Full Board

Navigats To: Applicaten / Liboary  Stiubabons (0) Beves Besull Letier

Finalize: 11/07/2014 - Jo...

IRE No. 132304 Renewal

Study History

ml SUBMISSION REVIEW : HOT FULL BOARD (EXPEDITED, EXEMPT, HHSR. OTHER)
b | R AGENDA STUDY
IRE Mo: 12-2304 |
| Committes Agenda: o ) ) . e
IRB: Biomedical il Biomedical O This research, which m\rlf!vm :hﬂdr?nml_njﬁmslm|lan_d al 45 CFR 46 404 andior
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The Application screen will contain information related to COI/CITI information and OHRE Attachments.

COI/CITl information is displayed in the Project Personnel table, but only for open/active submissions:

T i
Eull Name Role Department Name IRB col col Initial COI Potential COIl Review COIl Review
pa Training |\WebID [Number |Disclosure Conflict Process Result
- University of North Carolina at Chapel Hill (UNC-CH)
Sally Timlin ?}gl(?l};inator Center for Womens Health Research 14 229232 (17-40844 v 4 Completed No Conflict
Principal Obstetrics and Gynecology-Womens
aJohn Thorp Investigator Primary Healthcare 4 229229 (17-40841 v 4 Completed No Conflict
Luis Molina SlUdy, Center for Womens Health Research 4 229236 (17-40848 ¥4 Completed No Conflict
Coordinator
Jamie Jackson ?}gl:l}t’jinalor Center for Womens Health Research v 229235 (17-40847 ¥4 Completed No Conflict
8 Bill Goodnight  |Co-investigator azzllztgés o @meEaleg - St FeEl 4 229230 (17-40842 ¥ 4 Completed No Conflict
Research
Amber Diaz Assistant Center for Womens Health Research v n/a nia nfa
Kelly Clark gl;c?xjinalor Center for Womens Health Research 4 229228 (17-40840 v 4 Completed No Conflict
Hannah Byers ?}g]::jinalor Center for Womens Health Research 4 220234 |17-40846 ¥4 Completed No Conflict
. . Obstetrics and Gynecology-Maternal Fetal
8 Kim Boggess | Co-investigator e, d 9y 4 229231 (17-40843 ¥4 Completed No Conflict
Tatianna Blount Study_ Center for Womens Health Research 4 220233 |17-40845 X Unsubmitted
Coordinator
External Institutions
- Greenville Hospital Systems
) Study
Allison Moore Coordinator GHS Department of OBGYN 4 229238 (17-40850 ¥4 Completed No Conflict
Kacey Eichelberger|Co-investigator (GHS Department of OBGYN L4 2289239 (17-40851 v 4 Completed No Conflict
- WakeMed Health and Hospitals
Carmen Beamon |Cn—|nvest|gamr |WakeMed MFM ‘ 4 ‘22923? |1?—40849 | v 4 ‘ |Cnmpleled ‘Nn Conflict

OHRE Attachments will include documents internal to OHRE and study related correspondence, but only
for open/active submissions:

# Submissions for 13-2304

OHRE Aftachments: These are OHRE Only Attachmenis

File Name Document Typs Submizsion
Submission Type : (i1 Reviewer Checklist Initial
S Rerwwal © Uploadod by Sainwen Gardon on 081672013
13:2304- Emall Corespondence  Inial
| Modification (conver to PDF or TXT)
Uptoaded by Diane Towle on D9NB2013
fanewl : -14- Reviewer Checkdist Initial
Madification Uploadad by Skeven Gordon o 10162013
- i I -11- Reviewer Checklist Initial
Moctioation Uploaded by Steven Gorden on 107672013
= Modification - I - Reviewer Checklist Initial
R ! Uploaded by Steven Gordon on 12112013
enewa 132304 ACFrelvonUNG (1A Exocuted 10-  (1AA) IRB Authonzation Modification
eat " 2014, palf Agreement
Submission Information Subm by el 1
IRE: Biomedical i ciie
Accepted By IRB; 117032014 il .
. by Cymilhua Bry
BbmisskenMOsE o 13032014
Submission Reviews
Emall Management for IR NO: 13-2304
Medification
Meodification
Madification Date Sent T From Subject
Initial
nv PN - B No records found

Date
D1ATI2014

011712014

01/17/2014
011712014
01172014

10282014

Page 1

Uploaded By

Page

oD Cor s s pp

IRB: Biomedical Expiration Date [V

Pi: Stephen Porges Last Approved o
| Upfond'

Study Hotes: by John Roberts on 10202015

¥ View All Attachments

Delate -
Deaigte

Submission

Please contact your IRB Meeting Analyst or IRBIS@UNC.edu if you need assistance.
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