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DOC ID: IBC-150
NEW ORLEANS VER: 2.0_5.25.22

KUALI QUICKGUIDE
CREATING AND SUBMITTING IBC PROTOCOLS IN KUALI

This document describes procedures for creating and submitting new and post-approval IBC protocol
applications in Kuali.

A. New Protocol — Initial Submission
B. New Protocol - Resubmission

C. Amendment

D. Renewal

E. Renewal & Amendment

n

Reportable Event

G. Closure
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A. NEW PROTOCOL - INITIAL SUBMISSION

1. Loginto Kuali:

a) LSUHSC Personnel (individuals with an active @Isuhsc.edu email
address): https://Isuhsc.kuali.co/cor/main/#/apps.

b) Non-LSUHSC Personnel (individuals without an active @Isuhsc.edu email
address): https://Isuhsc.kuali.co/auth/kuali.

¢) Please contact the IBC Office (IBCOffice @Isuhsc.edu) if you have any problems logging into
Kuali.

2. Click on the Protocols button.

Kuali

A2

. ] ﬁ A —
= . =
Research Home Conflict of Interest Protocals

3. Next:

a) Onthe Manage Protocols page;

b) Click the + New Protocol button; and

c) SelectIBC.

++ Hida Menu

A3 a () Dashboard A3 b

O inchode all protocol versions  [F* Export to O

1 Manage Protocols
IACUC

Protocols Assigned to Me A3 C

) Q, Swarch Advanced Filler = Saved Filters = IRE Solumng
w Events Assigned 1o Me

Meetings & Agendas
b ’ . submisshon Continuing unresaived Resolve
Tite Number »  PIName  SUDMISSIO Review Type  Status Assignment  HOMIAUING cAfebisiaild BERONVeC
Type ¥ g

4. You will arrive at the General Information page of the IBC Protocol Form. Provide the requested
information and then click Next.
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IBC - General Information

IBC PROTOCOL FORM A4

In Kuali, a research project or sludy application is referred to as a “prolocol.” This protocel medule {form) is used for submitting all new protocols to the IBC for initial review. Detailed step by step
instructions for completing the Protocol Form are found in this i i about this Kuali module may be accessed by placing the pointer on the Help icon ([E) below.

Please identily the proposed research by providing the fellowing information:

Project Title:

Principal Investigator: PI's position:
Starf typing the rinre of the individal and select from the drop down st

5. On the next page, identify the scope of the project and then click Next.

A5 G

Please define the scope of the propesed research by answering all of the follewing questions.

This research project requires....
Al Review and approval by e LEUMSC
B} Review st apprervial By Ife LSUS
£} Reviaw smd 3peravel by Ma LSLHS

rarch participants andior use of their information o Nospecimens)
VIS e EoNAETION, IATANeR, PREPRANON MANIPLIRIAR BF USA AF YT & IEOMBITARS AUPISE Aol olATISE, FACAIBIRRNT mlsabes Anan ATy madifiad SgARGmS, ez, patantialy infsetious

Hissues, apeciment or agents o lfer ds)
AsBer ]
Does this raprasent an initial of & new project oF 3 5-year renewsl of 5 previously approved project?

® Initial submission

(1 Renewal submission

Baes this project require approval by:
* The LEUHSC.-NO Radiation Safety Committee, or
- & Non-LSUHSE compliance commitiee or body?

() Wes

® Mo

This proposed research invelves the use of (salect all that applyy:
* The COC/USDA Nst of select agents and foxins is pubfished here.
+ "ilyer Research Materials” may include experimental drogs, chemical carcinogens, amimal issues, and ofier polential bichasards
* The definilion of Human Gene Transfer is available by plasing the painter over the Help feon (D

Adeno-arscciated vinal (AAV) sapression system

O Leetivival (LNV) arprassion sysbecn

[0 cher viral expression sysbem (non-a8% non-LNV)

6. The core IBC Protocol Form will be displayed including the information entered on the previous
page.

a) The Type and Status of the protocol will be indicated.

b) The right side panel will allow several different actions. The Submit button will be grayed out
(not active) unless the person preparing the submission is the Principal Investigator.
(Submission instructions are provided below starting at Step A9).

c) The left side panel will display the core sections of the Protocol Form.
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Manage Protocols — IBC: #1326 Final Run-through

Protocol  ActivityLog  © Ancillary Review  Pormissions

" IBC: #1326 Final Run-through

1BC PROTOCOL Seleched Version

Vi boem | e Progresa

PRELIMINATY INFORMATI

PROJECT SCOPE

FUNDING SOURCE(S) N A6a

PERSONMNEL

RESEARCH ACTIVIT

PROJECT NARRATIVE
INVENTORY & SHIPMENT

FISH ASSESSMENT/SAFET

SUPPORTING DOCUMENTS| A6C IBC PROTOCOL EORM

tn Kuall, a research project o study application is referred 1o as a “protocol *
compbeting the i this s, P

it used for
30n about his Kisall module may be placing the pois 1D below.

7. Scroll down the Protocol Form and answer the displayed questions. Additional sections of the form
will appear as questions are answered.

Manage Protocols — IBC: #1326 Final Run-through

Protocol  Activity Log Ancillary Review  Permissions

PROJECT SCOPE
Pages A reotify P To Subein
Do this applcats initial project or a S-year renewal of a previowsly approved project? * B Addmin Nobes & Fiies
() el guberessaon | @ Aandon
PRELIMINARY INFORMATI C) Renews! submission E #  Submit
PROJECT SCOPE 5 Prim
Does this project requine approval by:

- The LSUNHSC-NO Radiation Safety Commitie, or

FUNDING SOURCE(S)
= & Hon-LSUHSE compliance committee or body?

PERSONNEL

% ves
RESEARCH ACTIVITY LOC|

7} do
PROIEET NARRATIVE

T agents or actisities involved in Setoct all h D ot check any aptions If none are appicable,
AAV EXPRESSION SYSTEM - The EDCAISDA B3t of sedect agents and fox Wahed fieve. -4
« "Diher Research Materials” may include axperimental drugs, chemical anima hssues, and alhe Biohazards

LENTIVIRAL EXFRESSION { = The definition of Horman Gene Tramsfir is avallabie by placing the pointer over e Melp iecn 1

SYNTHETIC/RECOME NUC
L]

MICROORCANSUEINFED [ Acencansocuted vl (AaV] srpression syaten
TOXING OF BIOLDGICAL 08
B3 Lentiveal (L) expreasion system
HUMAN GENE TRANSFER

[ Otter sl cprsnon Syatern [Aor-AkY, Foer VY]
DILUTION & CONCENTRAT

NVENTORY & SHEPMENT B Emthesc o {BIRY nucheic Bk i wiea ratema)

RISK ASSESSMENT/SAFE B Misrcorganisms fither than viruses generstd using the viel exsresaion sptems hated sbovel

8. Some questions require an answer while others do not. In some, but not all, sections an error
message will display if a required field is left empty.

a) NOTE: In the Research Personnel table, the status of KDS required training automatically will
be displayed for the listed researcher. If training is missing but the submission is otherwise
complete, the protocol will move forward for review. However, all required training must be
complete prior to approval of the protocol.
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PRELIMINARY INFORMATH +  Submit
TABLE: RESEARCH PERSONNEL -
PROJECT SCOPE cic Repeat thi & Fret
FUNDING SOURCE(S)
@ Colunns “+ Add Line
PERSONNEL
BESEARCH ACTIVITY LOGE amMp T oo T AFRIATION = pimussons = acTemies T TmANG INSVETIM =
PROJECT NARRATIVE
P | Fussbar Tayior Bhi Full Access enperiment 3 R PN e e
AAN EXFRESSION SYSTEM,
LENTIVIRAL EXPRESSION !
by —_— . KDS - COUUin Reseanch
SYNTHETIC/RECOME NUC B e
MICROORGANT
KOS - B bigh Rink
TOXING OF BIOLOGICAL OF . I3 A
4 L ] Toa, dencld Phy Full Actess pipette L
HUMAN GENE TRANSFER
KDS - Labaratory Satety
DILUTION & CONCENTRAT D80A/20- 08682
INVENTORY & SHIFMENT KD% - BC Comphance.
DRIAT19- 0124
RISK ASSESSMENT/SAFET
NI GUADELINES SECTION! z

9. Answer all questions or enter all data into fields.

a) The number of required questions remaining to be answered in any given section will be
indicated under the section title.

b) Once the Protocol Form is complete, all supporting documents have been uploaded, click
Next to go to the Protocol Submission page.

Manage Protocols - IBC: #1326 Final Run-through

Pratocal  Activity Log ancillary Review  Permissions
NIH GUIDELINES SECTIONS A9
Pages Expand Havig FECURED REMAINSN a A Mty P To Suber
* [ Admin Notes & Files.
IBC PROTOCOL ¥ 8t iy e ‘Codmng” bution 1 select sisdilly of mdFoidus codsmns
© Abandon
@ Colamns + Add Lime
PRELIMINARY INFORMATH +  Submit
TEAr Print

FREOJECT aee SECTION T sussecTiow T susmaT T aron T CAPERINENTIACTIVITY = 8

FUNDING SOURCE(S) T e

PERSONNEL

RESEARCH ACTIVITY LOCY|

PROJECT NARRATIVE SUPPORTING DOCUMENTS

Al EXPRESSION SYSTEMY  Use this table S attached 1o this spplication. You aivo may altach any additiona) d kg any fior this study; that may

assist the 18T in its evaluation of the reseavch
LENTIVIRAL EXPRESSION !
TABLE: SUPPORTING DOCUMENTS

SYNTHE TIC/RECOME NUC If Aeediec] click M “sdd Line” Dutton for additional rows

MICROORGANTSMS/INFEC @ Cobsmny + Add Line

TOAING OF BIOLOGICAL o4 DOCUMENT TYPE T COCUMENT DESCRETION T DOCUMENT FLOAD =

HUMAN GENE TRANSFER + Add info

ILUTION & COMCENTRAT

INVENTORY & SHIFMENT

RISK ASSESSMENT/SAFET .

A9b D
NIH GUNDELINES SECTION PROTOCOL SUBMISSION

10. Only the Pl may submit the initial version of any protocol application.
a) If you are not the PI, the Submit button will be inactive.

b) Click Notify Pl to Submit; then click Send in the pop-up window.
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Manage Protocols — IBC: #1338 The Role of an IBC Test

Protocol  ActivityLog  Permisséons

Yeeis " (Cmmee)|A10Db

& Admin Notes & Files
@ Abandon

R C=_|A10a

techagard gif & Print

PRELIMINARY INFORM
PROJECT SCOPE
FUNDING SOURCE(S)
PERSOMNEL

OTHER REGULATORY A_
PROJECT HARRATIVE
INVENTORY & SHIPMENT

@ View Attachment & Replace

AT W

Notify Pl To Submit

Are you sure you want 1o notify the P that the protocol is ready for them to submit?

A10b

11. The Pl will receive an email notification that the protocol is ready for submission. The Pl can access
the protocol directly from a link in the email.

12. Once the Pl has opened the protocol...

a) He/She/They should click on the down arrow on the Protocol Submission tab and then click

PROTOCOLS kuali B Foreten, Taytor
Manage Protocols -« IBC: #1338 Alan's Test Project
Prowcol  ActvityLog  + Anuillary Ruview  Porminsions
Pages 0
IBC: #1335 Alan's Test Project 0w weoymmoenn
B Adin Motes & Filen

PTELLIMINATEY INF O o SR Y 1 Abandon

PREOINCT SCoP - LR ® St

FURDING SOUNCERD) o

Brint

PERSONNEL - i

OTHER REGULATORY & o Protocol Information

FERSEANCH ACTIVITY L. ol

FROJECT NARRATIVE o, Tea— -

A COREISON SV Yoy Inraorens

LENTIVIRAL EXPRESSL. o

OTVESR VIRAL EXPRES. o

EYNTHETIC/ RECOMEB -

MICRODROAMISMESN . )

TERINS OF BIOLOGICA. o

BELECT/DURC ACENT. ]

VABAARIHON IS o) IBC PROTOCOL FORM

OTHER RESEARCH MA_ ~ .

fisipptpmmptoptlly | [T n v e a “protoce: o pe 5 e It st o

BILLTHON & CONCENT ~

INVENTORY & SHIPMEL.

13. The Pl must:
a) Certify the attestations and then ...

b) Submit the protocol for review.
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SUBMISSION INSTRUCTIONS

Pages « 1 yous are rot tive P, cick thve Matify P1 fo Submit bution i alert he PY that the Profoced i ready for

& gray bae across the bution.

[ Admin Notes & Files
& Submission.

» = 19 °you are the P, pigase go 10 he rext section,

_‘ | A13bC=

PI CERTIFICATION & SUBMISSION

PROTOCOL

SUBMISSION
SUBMISSION INSTRUC. .~
PICERTIFICATION B 5.

Pl Certification

As the Principal reestigator on this project, | ihat
« To the best of my knowdedge, th this mpplication &
* Mo research described in the spplication will be carried out urill f has been the 18C and
s informed of the potertial rigks L ey and wil

g b perform all aciivities sately and proficiently;

* Once approved. the
- This 1 will be conducted in comph
DNA materials,

* AR research personnel, incloding myself, have o currently active snnual C0F disclosure. "Currently sclive” means the been upd
research project; and

A13a[ = | 0 10 the reseach il b mplemented withaut pric eview and g

Do bod Certify

safely, witly the.
h Spction 8.7 of th

the i

4 con Biaiag
dings: At oba ol i b guidelines_oba Wil and where appiicahie, with the Nk réquiements pertaining 1o

iz specific

14. If any required questions or data fields are empty, an error message will appear.
a) Scroll through the application to identify fields with missing data/info.

b) Entries in these fields may be made by the Pl or the person who initially prepared the
protocol, but only the Pl will be able to submit the protocol.

Pages

|BC PROTOCOL ~

FRELIMINAST

FORMATION

PROJECT SCOPE

FUNDING SOURCE(S)

PERSONNEL

OTHER REGULATORY APFRO

RESEARCH ACTIVITY LOCATI

PROJECT NARRATIVE

USE OF ANIMALS

HMUMAN GENE TRANSFER

INVENTORY & SHIFMENT

RISK ASSESSMENT/SAFETY

Protocol  Activity Log Ancillary Review  Parmissions

HUMAN GENE TRANSFER thonshalets %
| AREGUED REMAINING s A Malify Pi To Ssbmin
£ sk have valkdstion ertors
You hawe indicated that B resea [ Admin Notes & Files
Please answer the following guestions. @ Atandon
£ Submi
Driaity Sevcrite S poosoool desige: - & Prim

include, a5 Anpropriate. e of DONUDIS, NG OF ATV, SWWCHoN and numiber of subyects. mumiber of ounds of fhagy Or Study VTS, length of foliow-un wir.

@ Regquired

Please deseribe the agentis) being used for therapy: *

@ Requied

s this a first-in-human use? *
Ves

15. Once all required fields have entries, the error icons and message will disappear; PI clicks Submit.

Pages . gt
PRELIMINAST SAMATION

PROJEC

FUNDING SOURCE(S)

PERSONNEL

DTHER REGULATORY APPRO

RESEARCH ACTIVITY LOCATI

PROJECT NARRATIVE

USE OF ANIMALS

HUMAN GENE TRANSFER

INVENTORY & SHIFMENT

RISK ASSESSMENT /SAFETY

SUPPORTING DOCUMENTS

Protocol  ActivityLog  © Ancillary Review  Permisaions

HUMAN GENE TRANSFER

A Nolify P To Subenit
Piease answer the Tollewing guestions.
[ Admin Notes. & Files

Briefly describe the protocol design: *

© Abandon
Inciade, as appropriate, yie of controly, mumiber of ses, election sod mambe of pulects, turdes of ionds of thacapy or afudy viga, Smgith of follow-up, efc
o : o A15 Cim ]
Test
ﬁ Priett

Please describe the agentis) being used for therapy: *

Please summarize the safety profile of the agentis) in bumans, thus far. *

Please provide 4 briel summary of the biosadety concerns related to the use of the agentis): *
Addrent 43 apprepriate, pAThageicity 3l aplasl marcasl npecleatich batards. polertal for Sansrresior (horiboreal o vertical) ganerme mtegrafion, advasttious ifacton drd drrcnrental impleafions
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16. The Status of the protocol...
a) Will change to Submitted for Review and...
b) The applicant will have a new option: withdrawing the protocol.

) Admin Notes & Files

g b IBC: #1329 Targeting Melanocortin-4 Receptors To Reduce Pain In U.S. Veterans

- °TAl6b
Protocol Information A 1 6 a

Haw - Suenitted for Review ‘Since January 31 - 2 menths

In K, @ research project or study appScation Is refered 10 a5 a “protocel” This protocol module (form) ks used for submitting all new prodocols te the IBE fer Initial review. Please place your pointer on the
Help icon () bedow o view important information snd instruckions abeut this module.

More detailed instractions for completing the Prote<ol Form are found in this decument

PROJECT IDENTIFICATION

Phease identify the prop

Project Titke:
Taegeting Melanocortin-d Receptors To Redute Pain In U5 Veterans

17. A system generated email will notify the IBC Office of the submission.

18. The IBC Admin will facilitate administrative and Committee review of the protocol.

NOTE: If the protocol is incomplete and requires revisions prior to committee review, it will be
returned with action items. If the protocol is ready for committee review and training is still needed,
you can check to see what is pending by clicking on the “General Action Items” tab to view
administrative pre-review notes.

Return to Top
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B. NEW PROTOCOL - RESUBMISSION

After administrative or committee review, additional information or clarifications may be required before
a final determination can be made. Through a system generated email, the IBC Administrator will notify
the Pl and study personnel when protocol revisions are requested.

1. Access the protocol using the link in the email notification or log into Kuali as described in Section A
and click on the appropriate protocol in the protocols table.

2. Once you have opened the protocol, please note the following:
a) A2"version of the protocol will exist.

b) The status of the new version will be Revisions in Progress. Please make sure you are
working on this version.

c) Atext box labelled Feedback will be visible in this version. This text box will contain general
information or instructions from the IBC Administrator regarding the requested revisions.
Please read any entries.

d) Some form sections will be marked with an Action Item icon (numbered orange circle).
These sections contain one or more action items/issues that you will need to address. Please
disregard green checkmarks; they no longer are used in the most recent version of the Kuali
template.

e) On the right side panel, you can click on the Admin Notes & Files tab to view any additional
information provided by the IBC Administrator. You can also click on Action Items Summary
to view all issues that need to be addressed. The action items’ authors will be anonymous;
the reviewer names will not be identified.

Manage Protocols -+ IBC: #1323 Test 1-26-22 for Guidelines

Protocol  Activity Log Ancillary Review  Permissions Bze

Pages feaiiean1BC: #1323 Test 1-26-22 for Guidelines

B2a

Action Mems Sunl

[ Admin Hotés & F

i
z

%’

B2b

e e e ey - i

B2c
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B3a

Action Iltems Summary for Protocol #1338

~ Collapse All B 2 e

~ IBC PROTOCOL / FUNDING SOURCE(S) / Funding sources List / lem1

A& Anonymous 02/03/22 - 2:55PM

Please provide grant number.

“ IBC PROTOCOL / FUNDING SOURCE(S) / Congruency check?

A Anonymous 02/03/22 - 2:55PM

A check must be done

~ IBC PROTOCOL / OTHER REGULATORY APPROVALS / Other regulatory status / ltem 1

A& Anonymous 02/03/22 - 2:55PM

Please provide document.

“ IBC PROTOCOL / PROJECT NARRATIVE / Registration

A Anonymous 02/03/22 - 2:55PM

Clarification needed.

3. Toview and address the action items:
a) Click on the section with an action item to go to that section of the form.
b) Click Action Item.
c) The right side panel will display the comments from the reviewer.
d) If edits are warranted, edit the field or text, as applicable.
e) Click Reply on the right side panel.

Manage Protocols — IBC: #1338 The Role of an IBC Test

Pratocol  Activity Log  Parmissiens

Pages o N e SOUROERS)
Action ftems.
186 PROTOC0L -
—— i "
T —— T ek shrin. el sedbre i =T T 1 = - - — — - - 02/03/22 - TS5PM
PRELIMINARY INFORM.. o~ P ————— ~ : TR PR pp—— Mmoo 02/ B 3 C
- cn Fiétte srovite grant nures

e - S Adminy | Aaiged Prviewens  Ressarchens

OTHER REGULATORY A 0
e nasmare @y T stallseurces o heing e L
VENTORY & SHIPME. o TABLE: FUNDING DETAILS

Lt e "o AT Lit” Bestton I ity multiphe apcasors ‘ B 3 e

@ Cobmm + AddLine

B3b e
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4, Next:

a) Enter your response to this action item.
b) Click Post.
Manage Protocols — IBC: #1338 The Role of an IBC Test
Protocol  Activity Lo Permissions
Pages L — o
Acton [tems.
Is the g ilable in meodube? P
PRELIMINARY INFORM . o/ y P—— it K P———— e Aactymoie. 2
PROJECT SCOPE N of the dnnier select ‘N Pleasa peovide Qrant numben
FUNDING SOURCEIS) ) ) ves woRTy
e o Ie.: - ATt Atnughed Bevewsrt  Retaacchen
OTHER REGULATORY A_
P s sources) in
PROJECT NARRATIVE )
NVENTORY & SHIFME. »~  TABLE: FUNDING DETAILS
ik e s Live” Sution 19 pater TRyl FonaorE
- - . @ Columns + Add Line
SPONSOR T GHANT STATUS T GRANT MDA T NWARD PEROCD T AWARDP
W actonitems @ B Fewsed Pending 12345
Boes the fundk el ‘ and the 188 B action fiems: @

=

B4b

5. Repeat this procedure for all action items left by the reviewer or IBC Admin.

a) When you post your response to an action item, the action item icon will disappear.

b) When all action items have been addressed, click Resubmit. All study personnel with full

access to the protocol can resubmit a protocol, not just the PI.

~— OTHER REGULATORY APPROVALS i B action e
ion Items Summary
Jump to:
BS a Please note: A research project may not be initiated until approved by all applicable compliance commitiees. [ Admin Notes & Files
Rerwewal Progress Report B 5 b
PRELIMINARY INFORMATION In the table below, please indicate the status of the review by other compliance committees (JACUC, IRE, efc.k © Abandon
PROJECT SCOPE @ Columns & Print
FUMNDING SOURCE(S)
COMMITTEE T NOM-LSUWSCOVERSIGHT = STATUS T  STUDYID =
PERSOMMEL
No Action ltems @ IRE Application in Preparation
OTHER REGULATORY APPROVAL
PROJECT NARRATIVE 3
INVENTORY & SHIPMENT
PROJECT NARRATIVE
- a |
Please Note: It is not possible to include flustrations in text felds. If you need to include figures in your profect narrative, enter the figure reference
= (eg. Fig. 1. Fig. 2 etc.} In the text field and attach the figures as a single pd file at the end of this section.
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6. When the protocol is resubmitted:
a) A new version will be created.
b) The status will be updated to Resubmitted.
c) Several options on the right side panel will disappear or be grayed out.

Manage Protocols —« IBC: #1321 Test 1-26-22 V2

Protocol  ActivityLog  © Ancillary Review  Permissions

[ Admin Notes & Files

it IBC: #1321 Test 1-26-22 V2 w]

[ Wahdraw

& Prim

B6b

- Since Febeuary 4 = a few seconds

1m uali, & research project or study application is refiermed 1o as a “protocct” This protiscel module {form s used for submitting all new protocols 1o the BC for initial review. Pleass place your pointer on the
Help icon () below & i rtand inf i and about this module.

7. A system generated email will be sent to the IBC Administrator and PI notifying them of the
resubmission.

8. The IBC Admin will facilitate subsequent administrative and Committee review of the protocol.
9. NOTE: Multiple resubmission-review cycles may be necessary before a final determination is made.

Return to Top
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C. AMENDMENT

Investigators may propose modifications to approved protocols by submitting an amendment application

for IBC review.

1. Log into Kuali as described in Section A and click on the protocol in the protocols table.

2. Click the Amend button on the right side panel.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Protocel Reportable Events  Activity Log  Permissions

Jump to: IBC: #1343 Amendment and Renewal Instructional
PRELIMINARY INFOR... " Selected Version:
PROJECT SCOPE v 11 Initéal | Approved
FUNDING SOURCE(S) "
PERSONMNEL '

OTHER REGULATORY AP Protocol Information

RESEARCH ACTIVITY . -

Approval Date

Feb 16, 2022

hwview Type Status

PROJECT NARRATIVE Full Committee Feb 16, 2023

SYNTHETIC/RECOME . o~

Continuing Review Date

[z =] C2

Renew

~.

Renew & Amend
Action Items Summary

Admin Notes & Files

[c3 B U G

Request Cloge
Shaw Less A
Print

3. Please note:
a. A new version of the protocol will be created.

b. The Submission Type and Status of this version will be Amendment and In Progress,

respectively.

c. Only the Pl can submit the initial version of the amendment application. If the person
preparing the application is the PI, then the Submit button will be active. Otherwise, the
Submit button will be grayed out and the Notify Pl to Submit button will be active.

« Back anage Protocols B f 43 Amendment and Renewa st ona

Protocol  Reportable Events  Activity Log  Permissions

Expand Navig

Pages IBC: #1343 Amendment and Renewal Instructional

PRELIMINARY INFORM i 2| Amendment | in PIOQN‘IS.'.

PROJECT SCOPE wi

FUNDING SOURCE(S) ~

PERSONNEL ol .
s Protocol Information

OTHER REGULATORY APP.

RESEARCH ACTIVITY L. {8 [

PROJECT NARRATIVE
SYNTHETIC/RECOMB .
TOXINS OF BIOLOGICA..
SELECT/DURC AGENT..
DILUTION & CONCENT..
INVENTORY & SHIPME..
RISK ASSESSMENT/SA.. + )

Submission Type St
Amendment In Progress

iinl Rieview Type

Full Committee

Expiration Date Initial Appeoval Date

Feb 16,2022

v
.
v
~

Approval Date Continuing Rieview Date

i Admin Notes & Files

© Abandon

C3c

& Print

Show Less

IBC-150_Creating & Submitting Protocols in Kuali

Page 13 of 26



4. The Amendment Form will appear right below the Protocol Information section. Please read and
follow the instructions.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Pa ges Expand Navig|§

IBC PROTOCOL

PRELIMINARY INFORM.

PROJECT SCOPE >
FUNDING SOURCE(S] @
PERSONNEL ~

OTHER REGULATORY APP. r

RESEARCH ACTIVITY L.
FROJECT NARRATIVE

SYNTHETIC/RECOME ..
TOXINS OF BIOLOGICA.. «
SELECT/DURC AGENT_
DILUTION & CONCENT ..
INVENTORY & SHIPME..

S

s

Protocol  Reportable Events  Activity Log  Permissions

IBC AMENDMENT FORM

Introduction

All modifications to currently approved research must be approved by the 1BC prior to Torequest a o an approved
study you must complete this AMENDMENT FORM AND edit the relevant sections of the currently approved PROTOCOL FORM that foflows the
AMENDMENT FORM.

Please Note: the AMENDMENT FORM may be accessed by clicking the Amend or Renew & Amend action buttens in an approved protocol.

Instructions for completing this form are avallable in the Kuali Creating & IBC Pr
website. Also, when available, please click on the help icon, [l for important guidance.

I in Kuall, located at the |BC.

Amendment Questionnaire

Natify Pl To Submit

Admin Notes & Files

Abandon

- 9 =

Submit
Print

&

5. Inthe Amendment Questionnaire section:
a. Select the type of submission being prepared; Amend only in this case.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Pages Expond Navigh

IBC PROTOCOL i

PRELIMINARY INFORM... o8

PROJECT SCOPE ol

oim

FUNDING SOURCE(S) w8
PERSONNEL i

OTHER REGULATORY APP. |

RESEARCH ACTIVITY L. [

Protocol  Reportable Events  Activity Log  Permissions

Amendment Questionnalre

Please select the option that best the you are
O Amend ONLY

O Renew & Amend C5a

As part of this are you a change in the Pl for this study?

ovw
O N

Notify Pl To Submit
Admin Notes & Files

Abandan

» O =

Submit

Print

6. Answer all remaining questions on the Amendment Form.

7. The description of the proposed modification and its justification are provided on the Amendment

Form.

Manage Protocols —+ IBC: #1343 Amendment and Renewal Instructional

Protocol  Reportable Events  Activity Log  Permissions
Pages Expond Navig § /DE‘“ iption & Justification \ Natify P1 To Submit
) Admin Motes & Files
IBC PROTOCOL Please list each d modification nun ly. Thes ide a detalled f, and for, each ' - © Abandon
A mankmum, an acceptable justification should answer the following questions; Why is if necessary fe modify the approved protacal? If and hew do the
PRELIMINARY INFORM.. proposed modifications impact the goais and objectives of the approved project? Wiy were the specific changes (Pl, matertats. procedures. expeniments, + Submit
1 et ) selected? -
PROJECT SCOFE > A justification s NOT necessary if the anly modifications propased are Change in Personned (atier than Pi} or Change in Funding Source & Print
FUNDING SOURCE(S) 8 .
i SansSerf ¢ Nomal : = B I 8 U AW E= %
PERSONNEL i
OTHER REGULATORY APP. 8
RESEARCH ACTIVITY L. o8 C 7
PROJECT NARRATIVE
SYNTHETIC/RECOMB . i
TOXINS OF BIOLOGICA.. w3
IBC-150_Creating & Submitting Protocols in Kuali Page 14 of 26



8. But you also must revise the actual, active protocol to reflect the proposed modification(s).
a. These revisions are made on the Protocol Form that follows the Amendment Form.
b. To modify the protocol, simply edit the relevant text in a populated field (e.g., change in
the project title shown below) or add new entries into empty fields as appropriate.

Pratocol  Reportable Events  Activity Log  © Ancillaey Review  Permissiona
Pages P END OF IBC AMENDMENT FORM -
5 Admin Notes & Files.
B PROTOCOL C 8 d & Abandon
INTROOUCTION B & Submit
IBC PROTOCOL FORM i
GENERAL INFORMATION 5 & e
PROJECT SCOPE I R “protacal” is the IBC for Piease place your painter on the Help
seon () Below 10 view impoetant information and instructions about this medude.
FUNDING SOURCE(S)
PERSONSEL @
OTHER REGULATORY AFPY
RESEARCH ACTIVITY LOCS GENERAL INFORMATION
PROJECT NARRATIVE
Project Tithe: *
BIOSAFETY LEVELS =
l Inwestigating Kual \BC I
RESEARCH MATERIALS
SYNTHETIC/RECOME NUC Principal Investigater:* - _ Pfsposition:
AAV EXPHESSION SYSTEW| i '0. e :
LENTIVIRAL EXPRESSION !
_ Prs department: Pris telephone number:
OTHER VIRAL EXPRESSION = o o o g w : -
Srart yping i b capt e il 3wkt frowm Mioe g down har .
USE OF ANIMALS Bocheniaty ©
GENERAL INFORMATION GENERAL INFORMATION I &
PROJECT SCOPE v
Projec Title: *
FUNDING SOURGE(S) G
e — )
PERSONNEL
OTHER REGULATORY APPY) B dilg o Frepont
Tarttygang e o o e dhog Professor s
RESEARCH ACTIVITY LOCE L - ]
PROJECT NARRATIVE i
BIOSAFETY LEVELS P g U et o CIn SOL5555555
Bichemazy @
RESEARCH MATERIALS

PLEASE NOTE: Certain modifications may activate additional questions or fields that previously were
not visible. Please make sure to answer any new questions that become available.

9. Once all modifications have been made to the protocol,

a. If the person preparing the application is the PI, go to Step 11.
b. If notthe PI, click Notify Pl to Submit and then click Send in the pop-up window.

C9b

Notify Pl To Submit

Are you sure you wami 1o notify the Pl that the protocel is reedy for them 1o submit?

C9b (=)

IBC-150_Creating & Submitting Protocols in Kuali Page 15 of 26



10. An email notification will be sent to the Pl to review, certify and submit the amendment application.

a. The quickest way for the Pl to access the amendment application is through the protocol
link in the email itself.

b. Alternatively, the Pl can log into Kuali as described in Section A and access the protocol from
the protocols table on the Manage Protocols page. NOTE: More than one protocol of the
same number will be present on the page. Make sure to open the protocol corresponding to
the amendment in progress.

305 @ Bazan, [T @ Submitted for
Nicolas Aeview
Alar D noer 06,
nvestigating Kuall B¢ | 1301 we o Inittal Exemat @ Exompt sl ]
et 2022
Commitiees
- . lciob |
I Templates 1301 e A Amenamant n Progress o o
IRB Configuration Taylor's Test V2 1297 o s Hew Abardcned
Taylor
7 IACUC Configuration
122 3 sy . Fusselier
Taylar's Test V1 1206 e New
Taylor
& IBC Configuration
1274 1BC  ZeaAmold  New In Progress
Organizations
Mouse model of breast Ochio
sternal Data e e 1260 e _‘9":‘,2 New In Progress

1

[N

. Because the Pl has opened the protocol, the Notify Pl to Submit button will be grayed out and the
Submit button will be active. The Pl should review all the modifications and then...
a. Go to the last section, Certification & Submission, of the Amendment Form.
b. Certify to the attestations, and...
c. Click Submit.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Protocol  Reportable Events  Activity Log  Permissions

) C113 - C11

This Amendment (or Renewal + I may be sub d OMLY by the Principal Investigator. g ‘Admin Notes & Flles
. If ynu are not the PI, :Iick the Na.l'.l‘!ywra S\Mrbmnn to alert the Pl that the application is ready for review, certification and
ifi will be ind i by a gray bar across the button. © Abandon
* If you are the P1, please go to the next step, P1 Certification.
PRELIMINARY INFORM... C 1 1 C
PROJECT SCOPE ‘. e :
S e PI Certification & Prim
" LR As the Principal [nvestigator on this project, | that
PERSONNEL ~ = | am responsible for the overall conduct of the research.
OTHER REGULATORY APP, * To the best of my knewledge, the information included fn this fon is accurate and.
* No research bed in the will b d out wtil it has been approved by the IBC and alf requirements have been met;
RESEARCH ACTIVITY L.. « Alf personne! will be informed of the patential risks associated with this research and will récelve adeqguate training to perform all activities
PROJECT NARRATIVE safely and proficiently;

* Once approved, the research will be carried out safely, in accordance with the approved protocol, and using practices and procedures that
conform to the Biological Safety Level(s) assigned by the IBC;

* This research will be mmdmcwmﬂamm&cﬂm VBT of the NIH

.od. nil.govrdr oba.hitmi and, where with the NIH req P g to shipment

and transfer uf !emnﬂr.w:l ONA rrml?rkl\fs.

* Alf research personnel, inciuding myself, have a currently active annual COI disclosure. “Currently active” means the COI disclosure has
been updated to reffect any CO! acquired as a consequence of this specific research project; and

RISK ASSESSMENT/SA No medifications to the research will be implemented without prier review and approval by the I8C.

NIH GUIDELINES SECTI... @ Cenify Cllb

SUPPORTING DOCUME__ + O DO NOT certify

SYNTHETIC/RECOMB
TOXINS OF BIOLOGICA
SELECT/DURC AGENT
DILUTION & COMCENT.
INVENTORY & SHIPME.

O A T
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12. If any fields are incomplete, an error message will appear.

Manage Protocols — IBC: #1343

endment and Renewal Instructional

Protocel  Reportable Events  Activity Log  Permissions

! Incomplete 4 i Natify P iy
Pages Bpandbavia | |BC: #1343| © P §  Motify Pl To Submit
A field has validation errors. & Files
OTOCOL J Saluciad Ve
ect: i
ufl raion. O Aband

2 Amendment | in Progress -
PRELIMINARY INFORM... o, &+ Submit
PROJECT SCOPE .

& Print
FUNDING SOURCE(S)  «8
PERSONNMEL ~
Protocol Information ShowLess A

OTHER REGLILATORY APP, I
RESEARCH ACTIVITY L. » | |

Subenission T: Slat A vl Dats Corminuing Review Dat
PR A I ubenission Type us ol Datee wirg Review Dite

Amendment In Progress - -
SYNTHETIC/RECOMB _ |
TOXINS OF BIOLOGICA...
SELECT/DURC AGENT... + Exgiration Data Tritial Approval Date nitial Rieview Type
DILUTION & CONCENT.., - Feb 16, 2022 Full Committee
INVENTORY & SHIPME.. &
RISK ASSFSSMFNT/SA o 00

13. Correct all errors until the error message disappears, and then click Submit again.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Protocol  Reportable Events  Activity Log  Permissions

1
| As part of this arey achange in the PI for this study?
Pages Expand Navig O Ve Hatiy P1 To Submit
il 5

| [ ] Admin Notes & Files
| IBC PROTOCOL E @ Mo i 8
| @ Abandon

PRELIMINARY INFORM... \.r"

PROUJECT SCOPE ..F C 1 3
FUNDING SOURCE(S) il Description & Justification A et

PERSOMNMNEL \,,tf

OTHER REGULATORY APP. Please list each proposed modification numerically, Then provide a detailed d f, and for, each

RESEARCH ACTIVITY L. vr .ﬂ! ;'nlmml.al.n.aﬂ act;en.twe |us:ll‘|caii.lon.a;l;|;la.ans‘u‘ue‘r n;e.loll.owmu.uwa“ons: mﬂs;‘r.w.o;ssar_»" 1o M.me a;opmv.\-dnr&w.cd’}fmnowm the

PROJECT NARRATIVE mﬂﬂc«ms impact the goals and objectives of the approved project? Why were the spectfic changes (), matenials, procedures, expeniments,

SYNTHETIC/RECOME ... .8 A justification is NOT necessary if the only modifications propased are Change m Pérsonnel {other than Pl or Change in Funding Source

TOXINS OF BIOLOGICA.. 2 SansSerit ¢ MNomal ¢ = B I S U AW EE @

DILUTION & CONCENT.. + This ks what was changed

INVENTORY & SHIPME.. Vfi
RISK ASSESSMENT/SA

Al GIUNE) INEC GErT) B

i
g
SELECT/DURC AGENT.. ‘.é

14. The status of the application will change to Submitted for Review and the Submit button will
disappear.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Protocol  Reportable Events  Activity Leog  Permissions
Selecied Version -
Jump to: 2 | Amendment | Submated for Review - |.: Admin Notes & Files
B withdraw
Amendment '
& Print
PRELIMINARY INFOR.. .
v Protocol Information C 14 ShawLess A
PROJECT SCOPE v C 1 4
Si n L L Stala Time in Curent St
FUNDING SOURCE(S] k. sl ahm ime in Current Statiss
Amendment - Submitted for Review Since February 16 - a few
PERSONMEL e seconds
OTHER REGULATORY APP._
Approval Date Corinuing Redew Date Expiration Date tnitial Appreveal Date
RESEARCH ACTIVITY .. &/ o Feb 16,2023 Feb 16, 2027 Feb 16, 2022
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15. A system-generated email will be sent notifying the IBC Office of the submission.

16. The IBC Admin will facilitate administrative and Chairperson/Committee review of the amendment
application.

17. Additional information or revisions may be requested before a final determination is made on the
amendment application. Submission of additional information or revisions will follow the same
process as that for resubmission of new protocols (described in Section B).

Return to Top
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D. RENEWAL

IBC protocols are approved for five (5) years. Institutional policy, however, requires continuing review of
approved protocols on at least an annual basis. Use the Renewal Form to submit protocols for continuing
review. You will receive several email notifications starting 30 days before the continuing review

deadline.

1. Access the protocol using the link in the email notification or log into Kuali as described in Section A
and click on the protocol title in the protocols table. After opening the most recently approved
version of the protocol, click Renew.

Jump to:

Amendment

PRELIMINARY INFOR...

PROJECT SCOPE

FUNDING SOURCE(S)

LN TR T T Y

PERSOMNEL

OTHER REGULATORY APP.

RESEARCH ACTIVITY .. "

PROJECT NARRATIVE

SYNTHETIC/RECOMB ... »*

TOXING OF BIOLOGIC.. o

€ Back anage Pro

OCOIS H i 43 Amendment and Kenewa 5 llona

Protocol  Reportable Events  Activity Log Ancillary Review  Permissions

IBC: #1343 Amendment and Renewal Instructional
il ed Version
D1

Protocol Information

Review Type Statun Approval Date
Full Committee Approved Feb 16, 2022
Expiration Date Iritial Approval Date Initial Review Type

Feb 16, 2027 Feb 16, 2022 Full Committes

#  Amend

(e=~]D1
B

O Compase Viersions

Renew & Amend
B  Action Items Summary
[y Admin Notes & Files

&% Review Assignments
Show Less A

#  Approval Update
Continuing Review Date © suspend
Feb 16, 2023 ¥ Close
5] Request Close
& Print

2. A new version of the protocol will be created.
a. Only the Pl can submit the initial version of a renewal application. If the person preparing

the application is not the PI, the submit button will be grayed out; Notify Pl to Submit will

be active.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Jump to:

Renewal Progress Report
PRELIMINARY INFOR..
PROJECT SCOPE v
FUNDING SOURCE(S) "
PERSONNEL s
OTHER REGULATORY APP,
RESEARCH ACTIVITY .

PROJECT NARRATIVE

SYNTHETIC/RECOME ..

Protocol Reportable Events  Aclivity Log  Permissions

IBC: #1343 Amendment and Renewal Instructional
Sefected Version
D2

Protocol Information

Submission Type Statios Appraval Date
Renewal In Progress -
Expiration Date nitial Approval Date nitial Review Type

.D2a

| Admin Notes & Files

@ Abandon

(_=~)D2a

& Prim
Show Less /A

Cantiruing Review Date

IBC-150_Creating & Submitting Protocols in Kuali
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3. Scroll down to the Renewal Form; then...
a. Read the instructions,
b. Complete the questionnaire, and
c. Click Notify Pl to Submit and then Send.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Protocol  Reportable Events  Activity Log  Permissions

D3a IBC ANNUAL RENEWAL FORM <

Nttt I & Notify PI To Submit
0 Admin Notes & Files
Renewal Progress Rep.. +* Introdustion \
© Abendon
PRELIMINARY INFOR..
Please complete this RENEWAL FORM to request annual re-approval of research previously approved by the IBC. If you are submitting a Renew + Submit
PROJECT SCOPE ok Amend please ol plete the IT FORM that follows the RENEWAL FORM.
& Prnt
FUNDING SOURCE(S) Unl specified, reported in this form should primarily reflect activities having occurred since the most recent review of the
study (which may be the initial review of an annual continuing review).
PERSONNEL ~
for this ferm are available in the Kuali Creating & 16C in Kuall located at the |BC website.
OTHER REGULATORY APP,, Where available, please click on the help icon, |l for important guidance.
-9
RESEARCH ACTIVITY _ o /
PROJECT NARRATIVE

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Protocel  Reportable Events  Activity Log  Permissions D 3 b D 3
ich post-approval application are you submitting?
Jump to: @ Renew ONLY & Notify PiTa Submit
| [ AdminNotes & Files
Renewal Progress Rep.. « O Renew & Amend -
€ Abandon

PRELIMNARY $FOR.. i Are you aware of any incldents or events (which may have compromised the blosafety status of experiments or the study) that have occurred during e
PROJECT SCOPE i the current annual approval period but have NOT been reported to the IBC?

QO ves & Print
FUNDING SOURCE(S) "

@& No
PERSONNEL v
OTHER REGULATORY APP. During the current annual approval period, did you make any modifications 1o the research (change in personnel, addition of research materials,

etc.) WITHOUT first an to the IBC for review and i
RESEARCH ACTIVITY . o O Yes
PROJECT NARRATIVE @ Mo
SYNTHETIC/RECOME ..

Have all biologleal and laboratory activities been completed?
TOXING OF BIOLOGIC " ”

o
s
O Yes
SELECT/DURC AGENT.. &
No
DILUTION & CONCENT. o/

Notify Pl To Submit

Are you sure you want 16 notify the Pl that the protocol is ready for them 1o submit?

4. The Pl will receive an email notification to submit the Renewal application.

5. After opening the protocol, the Pl should...

a. Review the entries on the form,
b. Certify and agree to the attestations, and
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c. Submit the application.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Jump to:

Renewal Progress Rep... «
PRELIMINARY INFOR_
PROJECT SCOPE o
FUNDING SOURCE(S) o
PERSONNEL v
OTHER REGULATORY APP._
RESEARCH ACTIVITY .
PROJECT NARRATIVE

SYNTHETIC/RECOME

TOXINS OF BIOLOGIC..

DILUTION & CONCENT .

o
e
SELECT/DURC AGENT..
«/
v

INVENTORY & SHIPM.

Protocol  Reportable Events  Activity Log  Permissions

Submission
Thiz Renewal i may be i ONLY by the Principal Investigator.
* If you are nat the P1, click the Notify Pl fo Submif butten. An emall will be sent natifying the PI that the Renewal application is ready for review
and submission.

* If you are the PI, please go to the next step, P1 certification.

Pl Certification
As the Principal Investigator on this project, | that:
+ To the best of my knowledge, the information included in this application is accurate and complete.
- No h described in the appll will be carrled out until it has been approved by the IBC and all requirernents have been met.
+ AN personmel will be infarmed of the potential risks associated with this research and will recelve adequate training to perform all activities
safely and proficlently.
+ Once approved, the research will be carried out safely, in accordance with the approved protocol, and using practices and procedures that
conform to the Biolegical Safety Level(s) assigned by the IBC.
= Mo mouifiethons 0o the el Yol ba hplavrented Withais, peloé reitass st appacl by tha JEC.

E==_JD5b

0 Donat cenify

Submit for Review
Click *Submit® for the application to be sent to the IBC Office for review. A member of the IBC Office staff will contact KR if additional

MNotiy P1 To Submit
B Admin Notes & Files

© Abandon

(¢ =~ ])D5c

6. The status of the application will change to Submitted for Review and the Submit button will

disappear.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Jump te:

Renewal Progress Rep... »
PRELIMINARY INFOR., +*
PROJECT SCOPE v
FUNDING SOURCE(S)
PERSONNEL v
OTHER REGULATORY APP.
RESEARCH ACTIVITY . o
PROJECT NARRATIVE
SYNTHETIC/RECOME .

TOXINS OF BIOLOGIC.

DILUTION & CONCENT

W
W
SELECT/DURC AGENT.. +*
v
v

L INVENTORY & SHIPR

Protocol  Reportable Events  Activity Log  Permissions

IBC: #1343 Amendment and Renewal Instructional [ compare Versians

Selected Version:

4 | Renowal | Submitted for Review D 6 -

Protocol Information Show Less »

Submissian Type Review Type Time in Curresn Status
Renewal Since February 16 - a few
seconds
Appeoval Date Continging Review Date Expiration Date initiad Approvsl Date
- Feb 16, 2022

Initsal Feview Type

Full Committee

] Admin Notes & Files

B Withdraw
& Print

7. A system generated email will notify the IBC Office of the submission.

8. The IBC Admin will facilitate administrative and Chairperson/Committee review of the renewal
application. Additional information or revisions may be necessary before a final determination is
made. Submission of additional information or revisions will follow the same process as that for
resubmission of new protocols (as described in Section B).

IBC-150_Creating & Submitting Protocols in Kuali
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E. RENEWAL & AMENDMENT

Investigators have the option to submit an amendment application concurrent with the continuing
review application in Kuali. You will receive several email notifications starting 30 days before the
renewal deadline.

1. Access the protocol using the link in the email notification or log into Kuali as described in Section A
and click on the protocol title in the protocols table.
2. After opening the most recently approved version of the protocol, click the Renew & Amend

button on the right side panel. A new version of the protocol will be created.

Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Protocol  Reportable Events  Activity Log  Permissions

Jump to: IBC: #1343 Amendment and Renewal Instructional [ compare versians

'

(i
N

o1

R val Proge Rep... i
el o8 v Selected Version:

§
i

B  Action ltems Summary
PROJECT SCOPE w
) Admin Notes & Files
FUNDING SOURCE(S]
: 5]  Request Close
PERSONNEL e Protocol Information Sl Lkss
& Print
OTHER REGULATORY APP.
Review Typs Satus Agppecrvsl Dae Continuing Mevew Dste
RESEARCH ACTIVITY .. o Full Committee & Approved Feb 16,2022
PROJECT NARRATIVE
SYNTHETIC/RECOMS .. o Expiration Dite Intisl Agprensl Dote iniial Review Type
J Feb 16, 2022 Full Committee

TOXINS OF BIOLOGIC..

Manage Protocols — 1BC: #1343 Amerdment and Renewal Instructional

Pratccol  Reportable Events  Activity Log  © Ancillary Review  Permissians

Moty PY To Submin

Pages fomdne | |BC: #1343 A d and R I Instructional
B Admin Nobes & Files

.
B
) +

E2
PRELIMINARY INFORMATH e
PROJECT SCOP & Frn
FUNDING SOURCE(S) Protocol Information ShowLess A
PERSONNEL

Sunmason T
OTHER REGULATORY APFY BaATAmnd i Progress

RESEARCH ACTIVITY LOCE

PROJECT NARRATIVE Evron Dase vt Aggrovl Date T
Feb 18, 2022 Full Commitise
SELECT/DURC AGENTS & 1
IBC ANNUAL RENEWAL FORM
IMVENTORY & SHIFMENT Iitrodisction
FISH ASSESSMENT SAFET
Plesse complete this RENEWAL FORM 1o request | re-appeeval of ch y appraved by the C.of g 8 Renew + Amend application, please alun complete the AMENDMENT
NIH GUDELINE FORM that foliows the RENEWAL FORM,
SUPPORTING DOCUMENT: Unbess  information " reflect g teview of the shudy Teview of an

review).

3. The forms will display in the following order: Renewal > Amendment > Protocol. Complete the
forms and edit the protocol as described in Section C and Section D.
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Ll Manage Protocols — IBC: #1343 Amendment and Renewal Instructional

Protocol  Reponiable Events Activity Log  Parmissions
Pages Expard Novigals
( 1BC ANNUAL RENEWALFORM |E3 | .
© Abandon
PRELIVINARY INFORM _ »  Introduction & s
PROJECT SCOPE s
FUNDING SOURCELS) o Please complete this RENEWAL | re-approval of v BC. 1 o Amend application, plesse alsa complete the AMENDMENT - Bl
—" o FORM that follows the RENEWAL FORM
OTHER REGULATORY APP Unless othermise specfied. S i ince th an anvus!
RESEARCH ACTIVITY L. o continuing review),
FONCMRETE WA Istnsstions for compbeting 1his form ace available in the ide, Creating & w fe it Kl bocated o th Where available, please click on the help icon, [, for
SYNTHETIC/ARECOME _ Important quidance.
TOKINS OF BIOLOGICA.. o
SELECT/DURC AGENT. o
DILUTION & CONCENT . /7
INVENTORY & SHIPME . o
RISK ASSESSMENT/SA.. o Tiich p ppication
NIH GUNDELINES SECTIL. o () Fenew ONLY
SUPPORTING DOCUME . ./ ‘L
+ I ¢
R [ 1BC AMENDMENT FORM JE3
Manage Protocols — IBC: #1343 Amendment and Renewal Instructional
Protocol  Reportable Events  Activity Log  Permissions
o Please select the option that best describes the application you are preparing: TR
Pages Espand Navigat = datity P2 T Sul
(1 Amend OHLY B Admin Files.
Holes &
1B PROTOCOL ~ () Renew & Amerd
@ abwndon
PRELIMINARY BNFORM.. 7 As part of this Tor this study? [L X “ubma.
PROJECT SCOPE v =
T oYes & Priet
FUNDING SOURCE(S) o
PERSONNEL By Zi Mo
OTHER REGLLATORY AFP
RESEARCH ACTIVITY L o
PROJECT NARRATIVE
SYNTHETIC/RECOMB ..
TOXING OF BI0LOGKCA..
SELECT/DURC AGENT. o v
DILUTICN 8 CONCENT.. o E3
A [ I1BCPROTOCOL FORM )
RISK ASSESSMENT/SA_ ) .
in Kal o udy applicati a4 4 “prefocol~ fosmi 10 the WC for Oetalled s1ep by
NIH GUIDELINES SECTL. o pmpisting the Protocol Form document. his may be aceessed by placing the pointer on the Help icon () betaw.
SUPPORTING DOCUME . o7 @
———
Project Tle:

4. Only the Pl can submit the initial Renew & Amend application. Follow the procedures for Pl
notification, certification and submission described in the previous sections. The Pl certification is
found in the Amendment Form.

Return to Top
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F. REPORTABLE EVENT

Study team members who become aware of any incidents or non-compliance associated with a specific
IBC-approved protocol must promptly report the incident to the IBC using the Reportable Event Form.

1. Loginto Kuali as described in Section A and click on the protocol title in the protocols table.

2. Click the Reportable Events tab.

Manage Protocols —- 1BC; #1338 The Role of an IBC Test
Aclivity Leg ~ Permissions

Reportable Evenls

Pages P vt |BC: #1338 The Role of an IBC Test

Prolocal

B Ademin Motes & Files

Selected Version

@ Abandon
PRELIMINARY INFORM... e 1 Suberst
PROJECT SCOPE o & b
t
FUNDING SOURCE(S) "
PERSOMMEL v’
TR PR AT A Protocol Information Show Less A~
PROJECT NARRATIVE  +
Strreasion Type Frama Approval Dte: Corsirnsinng Review Ooe
INVENTORY & SHIPME o
Renaw/ Amend In Progress
Expaten Date irssial diperecal Dt B
Feb 04, 2022 Full Committes

3. Click Report an Event.

Manage Protocols — IBC: #1338 The Role of an IBC Test

Protocol  Reportable Events  Activity Lo Permissions

Reportable Events F 3

Q| = SwvedFilters -

Event Type Description Status Event Date Recorded Date +

0 of 0 reportsble events Load 25ataTieme =

4. The Reportable Event Form will display. Follow directions and answer all questions.

Peorane e REPORTABLE EVENT FORM * e
= Dalete
Intreduction B Activity Log

B view Protocol

State and LEUHSE policies require reporting of all incidents and accidents o5 by the Dep of Envi Health and Safety.
& Prim
Use this Reportable Event Form ONLY to submit reports of events associated with a research study subject to BT oversight. Reportable events include not
only inci i pose indivi o BC fals including. but not limited b, recombinant or synthetic nuckic acids, infectious
agents and toxing, but also with the NIt Guidal poll andsor IBC policies or the approved protoced,

Please refer to the IBC website or contact the 18C Office (IBCOfficed@lsuhsc.edu) if you have any questions about this form or the events that need to be
reparted wsing this fomn
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5. Unlike the protocol applications (forms), entries are not saved automatically. Click Save periodically
until you are ready to submit.

a. Once the form is complete, click Submit for Review.

Report Event for Protocol

- ==
— REPORTABLE EVENT FORM I | BT
* Dalete
Intreduction B Activity Log
B View Protocul
State and LSUHSC policies require reporting of sl incidents and sccidents as by the Deps ol B Health and Safety.

& Print
Lisir this Reportable Event Farm ONLY to submit reports of events assaciated with a research study subject 1o 18€ oversight. Repartable events include nat
only incidents that potentially expose individuals 1o 1BC-regulsted matesials including, but nat limited to, recombinant or synthetic nuclele ackds, infectious
agents and toadns, but alse nor with the NIH Guidel i gol and/or IBC pelicies or the approved protocol.

Please refer to the IBC website or contact the IBC Office (IBCOffice@isuhsc.edu) if you have any questions about this form or the events that need to be
reported using this form.

b. NOTE: Any study team member with access to the protocol in Kuali, not just the Pl, may
submit a reportable event.

6. The IBC Admin will facilitate administrative and Committee review of the event. Additional
information or revisions may be necessary before the event may be resolved. Requests for, and
submission of, additional information or revisions will follow the same general process as that
described in previous sections of this document.

Return to Top
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G. CLOSURE

IBC protocols are approved for a maximum of 5 years with intermittent (typically annual) reviews. An

investigator, however, may request closure of the study prior to the 5-year expiration date.

1. Log into Kuali as described in Section A and click on the protocol title in the protocols table.

2. Click Request Close.

Jumg 1o
Renevwal Progress Rep
PRELIMINARY INFOR
PROJECT SCOPE
FUNDING SOURCE(S)
PERSONNEL
OTHER REGULATORY
PROJECT HARRATIVE

INVENTORY & SHIPME.

e R R R K X

Pratocal  Repartable Events

IBC: #1338 The Role of an IBC Test

Heleotod Viersion

11 Renewed | Aporovea

Protocol Information

P Tyt

Full Committee

Eagiration Dave.

Activity Log  Permissions

[0 Compare Versns

Show Less A

hatas Appctvad Date Contirang Review Date
approved Feb 07, 2022

inftal Agoroval Dete Inftisl Rerview Type

Feb 04, 2022 Full Committee

Manage Protocols — IBC: #1338 The Role of an IBC Test

& Amend

B Renew

B Renew & Amend

B action tems Summary

B Admin Hotas & Files

& Print Gz

3. Follow instructions to complete the Closure Request Form.

IEEE] Vanage Protocols —» IBC; #1338 The Role of an IBC Test

Jumg 1o

Close Raquest

PRELIMINARY INFOR

PROJECT SCOPE

FUNDING SOURCE(S)

PERSONNEL

OTHER REGULATORY

PROJECT NARRATIVE

INVENTORY & SHIFME

L B B VIR WL W

Prolocol

Reportable Events

Activily Log  Permissions

IBC: #1338 The Role of an IBC Test

Selected Versaon:
14 Cicse Recquatt | In Progress

Protocol Information

IBC CLOSURE REQUEST FORM
Introduction

AllBC protocals are approved for 3 maximum of five (5) years and expire at the end of that period. The PI, however, may request termination of 8 study prior to the expiration
date by compheting and submitting this CLOSURE REQUEST FORM.

Admin Motes & Files

.. g a., |

[ ]

Prirt

G3

4. Only the Pl can submit the initial Request Close application. Follow the procedures for Pl
notification, certification and submission described in the previous sections.
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