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1 Common Questions

Thank you for responding to the Qualtrics survey and providing
details regarding your IRBIS use and training. Major Themes:

 How to enter stipulations

 How to view Pl responses to stipulations

* Reviewing Changes to IRB Applications & Consent Forms
* Navigating through all the required attachments

* |IRBIS Server Speed Issues



icon to re-access and edit

(3) Click Double-callout
or delete.
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1l How to enter stipulations:
(1) Click Add New 1 "
Stipulation icon to add _ _
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(2). Upon Save, ;
stipulations are I E
embedded and Sare Bipuimtony |ovter| | Camced !
displayed against a s ﬁmhmi*ﬂﬂﬂdhmb_hﬂ_h“mh“dh‘
yellow background. S i s I
Camman |agor - 39m I
4 Ly CRpprTeorngie ncaiend of B 1R i
T oo of §- 0 I
I

(4] Multiple stipulations
are listed in the order
created. Each stipulation
is date-and- time
stamped with the name
of the creator.
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| Part A Questions Commen lo All Studies
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Reaponses

& of § Actions Taken

Access list of Pl Responses to
deferral stipulations — with the

0 of § Confirmations
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IRB Coordinator’s pre-meeting
review displayed in pink.

(note: this block is not interactive
for board members).

i partof e
e rcbdaies

During pre-meeting review, the IRB
Coordinator may recommend acceptance
(Resolve) or rejection (Resend) of the PI's
Response to the stipulation.

/i

If the Coordinator checks
Resend, a green text box opens
to accommodate composition
of a stipulation. Upon the
Chair’s confirmation (of all
actions), the Resend is
converted to a stipulation.

" 10f7 Confirmations

Response by Juanita Ramirez on 11/202015 10:48 AM

All COls have been completed

[ | Resaive (T Resend e stipulaton)
This stipulaton nad been marked 10 D8 'eS8Nt DBCk to e INvestigator. Piease confirm if tis & comect.

Matthew Phillsps COI is still outstanding

The applcation ¢annot be approved Lntil

* Al Conflict of Interest (COM) ling requinermants have been sasfied, AND
= Any patential conficts have been resoived

Because this study cannot be approved until these requirements are met, please do not
fesubmit to the IRB unthl both requirements are satisfied for all study personnael.

All parsonnel ksted on this study {for whom we have cormect email addresses) should have received
separate instructions about COI disclosures. The status of COI disclosures can be vewed on the
“Personnal” tab on the “Application Status” sereen. For anyens not having campieted he COI filng
requiremants, be sure the contact information in the onling (RE applicaton is comect. If thare are
questions about COI desclosures already submitied, contact the COI Office at (919) 343-9953 or




@ How to view revisions to the application:

/(1) Click the View
Changes button to

£ ] see a track-change
I s s o Py === (3) Mouse-over View e
PAl @ IRE Submission Review for 14-0150 - Mozilta Firefon Efines brton s 7 version of the
647 _STI _ﬂ ttps://apps ch.une.edw/irb/indexcf il {HQSI i 3 0:; 2L appid=206041 Bireviewld=253377 Seeformreviewid=31483area= 1 application showing
previously c:?e ! revisions since the
| Regulatory Findings. last submission.
{118
Lq :E U view Letters || view POF |
- :f"i é Application Cover Memo |
i :z IE Prapared by Nicale Spruell on 0B/08/2014 1 04:08 PM
e Myl Modified by Nicole Spruell on 08062014 at 04:14 PM > s 1
Ry
:: Zb Modification Submission Cover Sheet / Optionally, you may click
boo  ad) = - pdf icon to print View
o T
i [ree] > [cion > Changes window only
4| g This online submission has been revised within the following acmni,—/ -
Jozs Th g
the | — -
L
20 ;n: 3Y  Post Approval Submissions = The Index at the top of the
o e « Modification Informat View Changes version lists
lazz  od k General Information application sections that have
ca|
ug( 2 + 2. Projact Personnel been revised.
51 + 3. Funding Sources " “
o g | (2a) Click hot-linked section
[P | Oncclogy Spaciic Quesfona titles to jump to revisions;
x NI @ = (2b) Click Top button to return
H Part A. Questions Commoy udies
el 2a No index.
Pify| A, Background and Ratibrmme—
i Al Pos + AAA Bl and # Global Stipulanons
I e - » A6, Risks and measures to minimize rsks ™

Note: View Changes is NOT
interactive, i.e., you cannot
write stipulations in this view.
Add stipulations in the

i window. 14




@L How to view attachment updates:

Both PI-REVISED and NEWLY This submission includes the following consent forms
ADDED consent forms and | File Name Document Type
attachments are designated o\ [13-1073 MAIN ICF 14 Penderoral 1-TW docx o mev
" il Uploaded by: Brenda Meier On: 03/12/2014 At 11210 AM Adult Consent Form
“NEW", Pl-revised documents |Modified by: Brenda Meier On: 07/21/2014 At 02:33 PM
carry the additional indication: 13-1073 Assent Form Ages 16-17 07AUG20141 docx owe P— 1847
“Modified by.” Uuloai_l'gw Brenda Meier On: 08/12/2014 At 04:02 PM sent Form Ages
124073 HIPAA_14FEB2014 Pendergrat (1l docs =
| * Uploaded by. Brenda Meier On: 03/12/2014 At 11:11 AM HIPAA Authortzation
« N 131073 PGX HIPAA 04APR2014 Pendsrarai1l docx .
P Uploaded by Brenda Meier On: 04/04/2014 At 10:33 AM HIPAA Authorization
-
- 13-1073 Parental Permission Form 07AUG20141-TW.docs 0nev
& Uploaded by Brenda Meier On’ 08/12/2014 A 04:02 PM Parental Permission Form
-

Access NEW docs (NEWLY ADDED
and PI-REVISED) at the Document
Library: Consent Forms /
Attachments sections (only).

* Access “compare” versions (IRB-
created read-qnly review copies of
PI-REVISED dogs) submitted in Word

\ at All Study Attachments (beneath

the application].‘ /

All Slh Attachments (OHRE Admin Only)
w
|Eile Name File Size
1) g WDy Jo L] LI L5 L5 IS L ol 4.

Uplosded by: Beverty Faids On: 10/01/2014 At 11:25 AM 230 k |A consent form-COMPARE
Submission Type: insal On 02012011

11- L 1 4 ncy ICF 1

Uplosded by. Bevery Frelds On. 10012014 AL 11.24 AM 241 k | A consent form-COMPARE
Submission Type: Inital On 02/01/2011

11-0228 compared CID 0807 v6.4 Main ICF daied 25Auq2014 pdf

Uplosded by: Baverly Faids On: 1000172014 At 1122 AM 440 k [A consent form-COMPARE
Submiasion Tyoe: Modification On 08/11/2014 1l

r'd (T3




A ] ] ]
1" How to view revisions to consent forms:

ﬂCCESS ucompareu \\ | All Study Attachments (OHRE Admin Only)
versions--review copies . T TR TR T St s Aaiens o Hahue—Atachae e
of PI-REVISED {oo P ttiel G DTNy o] sl i
documents submitted in . 3::}“.”,_.-,”:,.:. Lq;'s:._‘ln LT 241 k | A consent form-COMPARE
Word--at All Study ?;-;22; cn’:mren ED;&;I & S Main ICF dated 25A0q2014 pdf
Attachments (below the e i oy e v
application). Click blue- 5 \
linked file name and
Qhen open. \
T O - TAETEE 13- T0T3 PN Caraent Form [PTotected View] - Wherasom Werd =
h Home Insert p,.q.L,nm References Mailings Review View Acrobat @ @
o Protecied View  This file orlgru‘!e&'rnm an Internet location and might be unsafe. Click for more details. Enabie Editing 4
ﬂompare” versions are reah \ =
only review copies, showing \
what has changed since last \
approval-—-you cannot add v
comments. University of North Carolina at Chapel Hill
Consent to Participate in a Research Study
Adult Participants
Note: Add your comments to

[

Ci t F Version Date: (8 JUL-EER 2014
the corresponding NEW >I onsent Form Version Date: 08 JUL i
documents at the Document IRB Study # 13-1073

mew- Consent Forms or Title of Study: A Phase 3 Randomized, Double-Blind, Placebo-controlled Study to Evaluate the

Attachments (see next slide). / Efficacy and Safety of BMS-188667 (Abatacept) or Placebo on a Background of Mycophenolate
\ t J Mofetil (MMF) and Corticosteroids in Subjects with Active Class III or I'V Lupus Nephritis
IM101-291

Priu:ip_al Investigator. William F Pmdum&.!@ﬂ).PhD




@L Ability to view past board discussions and findings

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:

[ IRE Sibmamaoe Riass for 11-0174 60 - ChirTadgi M. Lng sl - OO CRoms
Beremndie 31 A L= e il
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File | Sraves il Agenaa iems Awview Type- Ful Board 3 n
Studies for Full Board Review Nanrigate Fo . S atew ( ilvgry  Shidabers (04 lgneey Rt " 1 Lo SRR
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Parviow Com OSOTI2817 Frimary Reverwer Sumessry | Secondery Ravmess Sumemery | Wivw Changes | Ve woses | siew FOF |
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@I_ Ability to view past board discussions and findings

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

IRBIS

Study History Back io previous page
mgg| IRB Mumber: 00-0000 ﬂ' The Listening Project Tuning Imo Change

IRE Mot 13-2304 Study Status: Approved

"B Beomadical Eunpiration Date: 1082018

P Stephen Porges Last Approved: 100015 (FB)

Study Notes: bty John Roberts on 10202015 at 1016 AM

# Submissions for 13-2304

Submussion Type Beference |0 Agproval Stae mw AcbonDate  ExpiavonDate Bewew Type
P — ) 168542 Submined 0THa2017 Full Board
Submission Information Submission Status:  Accepted for Review Reference iD: 168042
IRE: Biomedical Office Staf; Marcus Hannah
Acceptad By IRE: O7142017 IRE Analyst
Submizzion Notes; Mo found IRB Chair:

Submission Reviews

Review Type: Full Board Result Approved
Navigate To : Application / Library Stipulations (0) Rewiew Result

»» o Renewal 160268 Approved 080V2018 1072002018 10182018 Full Board
- Madification 158212 Approved 0BA08/2018 8172018 1062018 Nat Full Board
| Modification 180617 Approved 02/26/2018 0IMW2018 11/06/2018 Mot Full Board
- Modification 14TETO Approved 127232014 o120 11062018 Mot Full Board
»» o Renewal - 148700 Approved 1073172014 110712014 1062018 Mot Full Board

Modification 144287 Approved oW2W2014 10282014 12082014 Not Full Board




@ Ability to view past board discussions and findings

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:

# Submissions for 13-2304

Submission Type ence D Approval State pHeROMNd  actonDate  Expirabon Date Review Type
>« Renewal 51 166542 Submitted OTH&2017 Full Board
EE Renewal 160288 Approved 09/30/2015 1202016 10182016 Full Board
Modification 135213 Approved DB0E/2018 08/11/2018 110672018 Mot Full Board
Modification 150617 Approved 02/26/2018 0312018 11/08/2018 Mot Full Board
Madification 14TETO0 Approved 12/23/2014 011872018 11/06/2018 Mot Full Board
( =% Renewal 145703 Approved 103172014 110712014 110672018 Mot Full Board \
Submission Information Submission Status: Completed Reference ID: 145703
IRE! Biomedical Office Staft Sonya H Bateman

Accepted By IRB: 11032014 IRE Analyst Mike Matamoros

SUbmissian Notes, IRB Chair Mann, Doug

Submission Reviews
\L Review Type: Mot Full Board » Finalize: 11/07/2014 - Jo... _J

Modification 144287 Approved 09292014 102802014 12/08/2014 Mot Full Board
Madification 140134 Approved DE02014 OTMB2014 12/08/2014 Not Full Board



@I_ Ability to view past board discussions and findings

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:

Fvew for 13-2504 firh - cfiestage resesrch unc edu) - Googie Cheome

£ aFCTLLIRC L

Feaull. Apgawcres

Firuiice: 110772044 - Jo

Stady Histary
T SUBMESSON REVIEW - NOT FULL BOARD ([EXPEDITED. EXEMPT. NHIR. OTHER)
L 12-2304 L
Commines Agenas N =g ' gl
LL] B al L P — Thus rgsgarch, wihsch ireohers chisdnen, meets cnlena o 45 CFR 48 404 andior
21 CFR 50 817 {resaarch irvohing no groader ihan mrsmal i Peemesson of
L Siephen Poges [ Agenda Cate el paferaenil O Rl TRAC 0% Saiie sl
“ eI
Budy Metry, fry s Rlsbarin - : This approvel nckedes 8 imidsd weever of HIPAA sehonzation io osnbiy
s potunaal subects for recrukment ate s Tesearch shudy. as allawed under 45
CFR 164 517 Ths SemOomry wisved [roveiss access 10 prob 3 Paitr
# Submissioms for 13-3384 Sacongary Ruview mtormratson (P} o confm sttty snd fecitats stesl contact, afer whah
cormant and HIFAA auihoncaton wall bo wought Accoss and usa  bmied o the
= » T Al Of PHI ecesaany 10 ey abgislily cilisis nd o contact
Submisseon Type potensal sutyects
E
Bamsnenl T Rawiem Betill Tus resoarch. wisch wirs ongnally approved by Fie Full Board, s bewy rernesed
P : P oy thas BB unidar Fapaded Roview, Catogory B Sanco no subjscts have boen
it erviind s no addbonal rshs Pave Deen erdfed, e research My contme
Madrhcation Apprial Date % pievoursly appioved by The Boded
b ific atlon NaT0
[T o - Engsranon Dam o b .
1OR2016
Fameaal
Diats Lt St
BB AR O AR R NAoT0
-
Accepies By (R0
Sutsminaion Hober 1 him ENECE
Rins of Benaarch {sisdy el amsy|
Mramai 1 ARl iad dram
Submisaion Sedlawa P
1 e o f mryy
Fwvimw Type Bioi Ful 1 Wianvii e i v
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i A Kgrinvidion chAs s dits
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Here you can see the Committee that reviewed the renewal, date, risk determination, study and
submissions specific findings, internal meeting notes, and voting summary.



@L IRBIS Server Speed Issues

Since the new server came online in July 2019, the Office of
Research Information Systems (ORIS) has been working
tirelessly to get the response speed back within our acceptable
range. They have run countless tests and have narrowed the
problem down to two items for which they are working on a
solution.

We hope to have a short term solution available by the end of
October, and them will begin work on a long term solution.

We appreciate your patience while we work to solve this issue!
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|1 Recommendations from Boards via Survey:

 Comparison of Consent Forms generated as HTML rather
than download a file.

 PDF quick view option for attachments rather than having
to download a file.

e Substantive areas outside of my expertise

 Too much jargon used at meetings that can make
understanding the process challenging.

* Dual monitors and moving application / review documents
around the screen / opening multiple documents tips



@_ Additional Recommendations from Boards:

* Distinguish IRB template language from research entered data
into the consent form templates

* Eliminate redundancies in IRB application

* Topic specific review checklist templates (e.g. drug study,
interventional study, study involving minors)

* Include SRC Reviews and responses, including changes to
study

* Integrate Reviewer Checklist into the IRB Application



Feature Development currently in progress:

Distinguish IRB template language from research entere

into the consent form templates

o T
& 5L [BETAJ: These are the tags lhat are embedded into the Adult Consent Form
o] Tnggered Tags e Non-Tnggerd Tags
Resuling Text Trigger
T B T T p—— Trigger Question Answer
Funong Ganars! intorm stion AL
Soute Funding Soucee
1GHI Funding Source andior Sponsor: Is thia preject funded (er propesad fo ke funded) by & cantract or grant frem on
Ups [FUNDINGSOURCE] rgan EXTERIAL o - Chepel 17
1GHI
Upinz
1GHI
Lslea
IGH! Dok Dort Cursions Comman 1o 41 Sruties [
Usles I;zfmdw!g_nmm be = me;udu or \e;‘ung lh:;'mu:"‘;' TETT
el ot = o il ot a7ect you elatonship - e =
the ressarchar,your health ars providst, ar e Do
Uploz Unircty of oy Corclin. gl Hol iyouarsa | | biomedical o clinical research i wous induce butnotbe miedto
\aHl potient mh an fines, you o ok e 1o be e | | 918WIn3 DG, Deroanin b ess o igogil monirn, canduzling e ylesl exams.
= e mimiaering thuge, o condecte » el 1
1GHI
Uplos
IGH s E——— [
Uplos Atotal of approimately number pecple. g Quesions
=) ot number nsbiuicns vl take par n s study, 7% S BocEonL, SrOSIVZAUGHS, GRS, TGS O IBCAUGAS I BGKHGDN 12 UNG-
including approxmalely nUMBaE people fiom tis Chopel R rvlved i resesech (9. Ik o . e sty o doss i sharaioe
Uploz institution mucive losations outsade UNG-CH, Including foreign locafions)? Vo sheuld also cick:
ol T 104 o oSG rakencE On 1 SHIBMSl IRE. af et UNG'S IR cover snamer
160 e o eal Sem e
Uplea ==
1GH]
Uploz
T em | meenz . Ealé Gusdlom Somnan oAl Sulice [
Uplos Choose or mosify CNE of the falowing groups of A5 Banefis b subjects anclor society
santances as appropiiate 1o the spacific study: DOES N MUY NOYE ME DOEATIES FOF GINECT DEREN 10 MAKIOUEI SUDICCTS I IS SIUTKT
IGHL Researchis designed to benefit saciety by
Uploa gaining new knwiedge. There islitts chance
ol you wil sl from bsing n his ressarch study.
Upios Ressaranis designed s bansft socisty by
T ining new knawledge. The benefits to you from
i baing in this study may ba M
Eo 2t Qusciors Conoon 08 Siles e
1G] Pregnaney tesis wil be done on al femals who A2 Inelaoniss hen onlats
Usle= might e 2ble 1o g=t pregnant ot the stan of the Wil peegoed e o womes who become pregnant be exchuded?
o] study. Be sure to indicate who vall pay for the
== pregnancy lests
IGHL 4
[ R —
|GHID 11813 Swahil Phase B Assent sges 6-14 v2 0 2018-09-12 docx Foraign Language Cansent Fam
i N T

d data



@L Feature Development currently in progress:

* Eliminate redundancies in IRB application

Create a New Study

Create a New Stuc

Use the choices below to begin the process of creating your New Study. Several time saving options have been provided to help streamline the
creation of your New Study.

JITI118 NHSR Exempt Full Form Multi-Site Rely On
Just In Time/ 118, for | My study does not My study shoud be Iy study is not Idy study has Iy study will hawve
NIH funding constitute research evaluated for a JITI18, NHSR, personnel reliance on an External
apportunities only. invalving human possible exemption. Exempt, Multi-site, or | arganizations ar IRB.
zubjercts. Rely on Incations in addition to

LUNG-Chapel Hill and
aversight is provided
by the UNMCG IRB.

[ Groose T Choose J%[ Ghoose I Ghoose TP[ Choose R Ghoose I

NHSR
The study does not constitute ressarch involving human subyects, and therefore does not require IRB approval.
This could be because the project does not meet the definion of research (e.g. Internal Quality Improvement Projects, Case Study) and/ar
because there are no human subjects (e.g secondary data analysis of fully de-identified data).
L Also use this application for Expanded Access Drug or Device applications, as well as Humanitarian Use Device applications.
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1IN Who to contact for questions:

* Please provide any IRBIS issues, complaints,
recommendations to:

IRBIS@Qunc.edu

e Please visit IRBMember.web.unc.edu
Member Orientation, 4. IRBIS System Orientation



mailto:IRBIS@unc.edu
https://irbmember.web.unc.edu/what-you-will-find-here/member-orientation/irbis/
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