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DOCID: IBC-160
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KUALI QUICKGUIDE
REVIEWING IBC PROTOCOL APPLICATIONS

This document describes procedures for accessing and reviewing different submission types of IBC
protocols in Kuali.
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A. ACCESSING PROTOCOLS

Each time you are assigned as a reviewer for a protocol submission by the IBC Administrator, you will
receive a system generated email notification of the assignment. The quickest way to access the protocol
is to click on the protocol link in the email notification itself. Alternatively, follow steps 1-4 to access the
protocol.

1. Loginto Kuali:

a) LSUHSC Personnel (individuals with an active @lsuhsc.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.

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

2. On the landing page, click on the Protocols button.

KUALI Kuali

A2

H N =

Research Home Conflict of Interest Protocols

© Fidel, Paul (Impersonated By ...
Stop Impersonate Users
Sign Out

Collapse Menu

3. You will be directed to the Manage Protocols page. On this page click Protocols Assigned to Me.

Hide Menu Protocols
Manage Protocols
[ include all protocol versions [#* Export to CSV + New Protocol

¢ Protocols Assigned to Me A3
ks Events Assigned to Me

Meat & Agend Q sear Advanced Fiter =  Saved Filters = Manage Columns

eetings & Agendas
e - Submission Review o - Continuing
Title Number Pl Name s S Status Assignment L OTRETE

EUTA Test 179 Fidel, Paul Initial Expedited @ Expired August 15, 2020

EUTA Test 179 Fidel, Paul Renew/Amend In Progress
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4. Click on the title of the protocol that you want to review.

a) Note: The Submission Type will vary depending on the application submitted but the status
will always be Submitted for Review.

Hide Menu

Ada

Q || = || savedFilters vA4 ) (ﬁ

Submission Type Review Type Submitted Status Assignment DMR Determination Due Date

AA

@ Manage Protocols

), Protocols Assigned to Me
Jmith, Alison New Full Committee February 11, 2022 @ Submitted for Review B8C

Testing a Review

Load 258t Time

1 of 1 piotoes

Hide Menu

d

a SavedFilters ~

Manage P

Title. Number Type Pl Submission Type Review Type submitted Status Assignment DMR Determination Due Date
; Protocols Assigned to Me

Testing a Review 1340 et Smith, Akson New Full Committee February 11,2022 @ submitted for Review e
L, Ever signed to Me

The Role of an IBC Test 1338 et Smith, Akson Amendment Full Committee February 11,2022 @ Submitted for Review e

Metings & Agendas

2 of 2 protacals \ J \ / Load 255taTime =

Commitiees

Return to Top
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B. REVIEWING INITIAL SUBMISSIONS

For initial submissions, you will be assigned either as a Primary or Secondary Reviewer. Primary
Reviewers are required to enter their comments about the protocol in Kuali (as described below). All
other Committee members are designated as Secondary Reviewers so they can access the protocol.
Secondary Reviewers are NOT required to review the protocol or leave comments but may do so if they
wish to document their evaluations. The Primary Reviewer is responsible for presenting the protocol at
the meeting.

1. After accessing the protocol, the submitted application will be displayed.

a) Basic protocol information, including submission type, will be displayed at the top of the
form.

b) The left side panel displays the individual sections of the protocol form. Please note that the
green checkmarks are no longer exist in the new Kuali IBC template.

c) Theright side panel displays several different actions available to the reviewer.

d) The Primary Reviewer should enter their summary of the protocol in the General Action
Items text box that appears once this button is clicked.

Manage Protocols —» IBC: #1340 Testing a Review

B 1 b Protocol  Activity Log

Action Items Summary

IBC: #1340 Testing a Review B 1 C, d

= [

Admin Notes & Files

I

submit Review

General Action tems

Bla

|

Print

Protocol Information

W Type Status Tierw in Current Stat

Hew Full Committee Submitted for Review Since February 11 - an hour

IBC PROTOCOL FORM

In Kuali,  research project or study application is referred to as a “protocol.” This protocol module (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 document. Additional information about this Kuali module may be accessed by placing the pointer on the Help icon (E) below.

\\H,..w es se
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2. Each question or field of the protocol form is associated with an Action Item button. You will use
these buttons to communicate your specific comments including requested modifications or
clarifications.

Jump to:

PRELIMINARY INFOR.
PROJECT SCOPE
FUNDING SOURCE(S)
PERSONNEL

OTHER REGULATORY
RESEARCH ACTIVITY

PROJECT NARRATIVE

A N SN

Manage Protocols — IBC: #1340 Testing a Review

Protocol  Activity Log

PROJECT SCOPE

Please define the scope of the proposed research by answering all of the following questions.

‘This research project requires...

Conly

Does this application represent an initial submission of a new project or a 5-year renewal of a previously approved project?
Initial submission

Does this project require approval by:
+ The LSUHSC-NO Radiation Safety Committee, or
- A Non-LSUHSC compliance commitiee o body?

« “Other Research Materials” may include experimental drugs, chemical carcinogens, animal tissues, and other potential biohazards

B2

Action tems Summary

= 0

Admin Notes & Files

Submit Review
© Action ltem

m =

General Action Items.

Print

© Actionitem

© Actionltem

© Actiontem

SYNTHETIC/RECOMB . o/ No
MICRODRGANISMS/L. o This proposed research involves the use of (select all that apply):
« The GDC/USDA st of sefect agents and toxins is published bere,
DTN & CoNCENT e COC/USDA list of select age: taxins is published here.
INVENTORY & SHIPM.. o « The definition of Human Gene Transfer is available by placing the pointer over the Help icon (g
Synthetic or recombinant (S/R) nucleic acids (other than those used in viral expression systems)
RISK TS (other than vi ted using the viral listed above)
NIH GUIDELINES SECT.. o/

3. To leave a comment regarding any field entry,

a) Click on the Action Item button associated with the field.

b) A text box will appear on the right hand panel. Enter your comments here. Please enter
comments as if you are requesting the researcher to take an action. At this stage the
comments will be visible only to the IBC Administrator. After you submit the review, the
Administrator will make comments visible to other assigned reviewers and to IBC members
during the meeting. After the meeting, the Administrator will make the comments visible to
the Researcher, unless directed otherwise by you or meeting discussions.

c) Click Post.

dump

PRELIMINARY INFOR
PROJECT SCOPE
FUNDING SOURCE(S)
PERSONNEL

OTHER REGULATORY
RESEARCH ACTIVITY .
PROJECT NARRATIVE
SYNTHETIC/RECOMB
MICROORGANISMS/...
DILUTION & CONCENT.

INVENTORY & SHIPM.

Manage Protocols — IBC: #1340 Testing a Review

Protocol  Activity Log

PROJECT SCOPE

the scope of research by ing al of the following questions.

This research proj

© Actionn

Conly

Does this application represent an initial submission of a new project or a 5-year renewal of a previously approved project?

Initial submission

Does this project require approval by:
« The LSUHSC-NO Radiation Safety Committee, or
+ A Non-LSUHSC compliance commitiee or body?
No

‘This proposed research involves the use of (select all that apply):
* The CDC/USDA list of select agents and toxins is published here
- “Other Research Materials” may include experimenial drugs, chemical carcinogens, animal tissues, and oiher potenital biohazards
+ The definition of Human Gene Transfer is available by placing the pointer over the Help ican (B

B3a

© Actiontem

© Action ltem

© Action ltem

Use of? -

Action ltems

Please clarify what the LD50 s for the agent listed.

Cancel Post

B3b B3c
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4. Your comments will be registered as indicated by numbered orange circles in the specific field and
the relevant section of the protocol form.

a) You have the option to edit or delete the action item by clicking on the ellipses.

Manage Protocols — IBC: #1340 Testing a Review

Protocol  Activity Log

PROJECT SCOPE
Jump to
PRELIMINARY INFOR. B 40-“9 define the scope of the propased research by answering all of the following questions. Action flems © Action ltem
PROJECT SCOPE Zea, Amold (impersonated by .
( j ) This research project requires... © Actionitem Pueskes Tarte 02122 - 329
FUNDING SOURCES) w7 Conly
Please clarfy what the LOSO s for the agent listed...
PERSONNEL v o el B4 a
Does this application represent an initial submission of a new project or a S-year renewal of a previously approved project? Astionfem Agmin
OTHER REGULATORY . PEEn ol project or a S-ye previously app "
Initial submission
RESEARCH ACTIVITY .. o/
i Does this project require approval by:
PROJECT NARRATIVE - The LSUHSC-NO Radiation Safety Committee, or
- ANon- © Actionitem
SYNTHETIC/RECOMB .. o A Non-LSUHSC compliance committee or body?
o
MICROORGANISMS/I_
This proposed research involves the use of (sefect all that apply): B4
DILUTION & CONGENT... o - The COC/USDA list of select agents and loxins is published here.
- “Other Materiais*" may include chemica animal tissues, and other patential biohazards
INVENTORY & SHIPM. d v d
- + The definition of Transfer is placing the pointer over the Help ican (&) B Action It
RISK ASSESSMENT/S_. o/ Synthetic or recombinant (S/R) nuclelc acids (other than those used in viral expression systems)
than using systems listed above)
NIM GUIDELINES SECT__ o

5. Continue adding comments/action items for additional fields. When completed click on the right
arrow to hide the action items and return to the standard right side panel.

Manage Protocols — IBC: #1340 Testing a Review
Protocol ~ Activity Log
- DILUTION & CONCENTRATION
PRELIMINARY INFOR_ /' Action Items €@ Action tem
wiill any listed research materials that are toxins or pathogens be diluted for storage or use? Action lem
PROJECT SCOPE N .
a o Zea, Amold (impersonated by 1o ooy s
Fuselier, Taylor)
FUNDING SOURCE(S)
Does this project involve culturing and/or concentration of cells, viruses or other microorganisms? © Action ltem Please clarify. ..
PERSONNEL v P e
OTHER REGULATORY .. Aamins
RESEARCH ACTIVITY . /'
PROJECT NARRATIVE
SYNTHETIC/RECOME . o/ INVENTORY & SHIPMENT
MICROORGANISMS/IN. .
Research material, including clinical samples, used or in a LSUH: must be listed Y
DILUTIGN & CONCEN... o Enter the date when your inventory was last verified. B Action tems: (@
INVENTORY & SHIPME_. i) e
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6. You can view a summary of all your comments/action items

a)

By clicking the Action Items Summary tab.

b) You can also leave general comments by clicking the General Action Items tab.

Jump to:

PRELIMINARY INFOR

PROJECT SCOPE

s
FUNDING SOURCE(S)
PERSONNEL N
OTHER REGULATORY .. o/
RESEARCH ACTIVITY _ o/

PROJECT NARRATIVE

Protocol  Activity Log

DILUTION & CONCENTRATION

No

Does this project involve culturing and/or concentration of cells, viruses or other microorganisms?
No

INVENTORY & SHIPMENT

B6a

J&  Action ltems Summary
) Admin Notes & Files
© Action ltem 4 Submit Review

B General Action ltems

B6b &+

Manage Protocols — IBC: #1340 Testing a Review

D

DILUTION & CONCEN... o

Enter the date when your inventory was last verified.

Research material, includi used o stored in a LSU y must be listed and the EH&S On-Site Enter the ¥ .
SYNTHETIC/RECOMB . o Inventory was last verified. B Action items: @)
MICROORGANISMS/IN_. () 4z
DILUTION & CONCEN... /'
Do you anti i shipping or specimens © Action ltem
INVENTORY & SHIPME. . No
RISK ASSESSMENT/S... I
Action ltems Summary for Protocol #1340 \ B b
 Collapse All
A IBCPROTOCOL / PROJECT SCOPE / Regular App / Useof?
@) zea. Amold impersonated by Fuselier, Taylor) 02/11/22 - 329PM
Plsass clarify what the LDS0 s for the agent isted
~ IBCPROTOCOL / MICROORGANISMS/INFECTIOUS AGENTS / Select agents (microbes)?
Q) 25, Amold (impersanated by Fuslier, Taylor) 02/11/22 - 331PM
Plaase clarify
# IBC PROTOCOL / INVENTORY & SHIPMENT / Inventory verification date
e Zea, Amold (impersonated by Fuselier, Taylor) 02/11/22 - 331PM
\Pllist clarify.
+ Back anage P 0 B 40 Tes ELE
Protocol  Activity Log B 6 b
i DILUTION & CONCENTRATION
PRELIMINARY INFOR.. Action tems
will any listed research materials that are toxins of pathogens be diluted for storage or use? © Action ltem -
PROJECT seare . to For Committee: What is the current BSL2+ conditions.
FUNDING SOURCE(S) e
Does this i of cells, viruses or other © Action item
PERSONNEL e
No
OTHER REGULATORY _ o/ vty
Admins
RESEARCH ACTIVITY .
cancel | Post
PROJECT NARRATIVE
SYNTHETIC/RECOMB . o/ INVENTORY & SHIPMENT
MICROORGANISMS/IN. .
Research material, including clinical samples, used or ina LSUHS in the EHES Y.

B Action tems: @)
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7. When the review is complete, click Submit Review. A pop-up window will display a summary of all
your comments. Scroll down to view all comments. If no changes are necessary, click Submit Review
in the pop-up window.

Jump to:

Protocol  Activity Log

MICROORGANISMS/INFECTIOUS AGENTS

In the table below, identi il 1o be the

Please include all bacteria, fungus, parasites, prions and viruses excepr those virus ing the  If any. i previous sections.
PRELIMINARY INFOR.. e e "

Columns
PROJECT SCOPE @ @ folu
FUNDING SOURCE(S)
NAME - - - RANGE = - O -

PERSONNEL v

Actionltem @ EcoliK12 ATCC RE-1 Humans Ingestion mice
OTHER REGULATORY .
RESEARCH ACTIVITY .
PROJECT NARRATIVE

Are any of the in the by JSDA list of select agents and toxins? B sction ttems: @
SYNTHETIC, LV

No
MICROORGANISMS/L... ()

Manage Protocols — IBC: #1340 Testing a R W

B Action ltems Summary

|2 General Action items (i)

& Prnt

Protocol  Activity Log

General Comment

YOUR ANONYMOUS COMMENTS:

o Zea, Amold (impersonated by Fuselier, Taylor) 02/11/22 - 3:36PM

For Committee: Whatis the current BSL2+ conditions for Covid-19 research?

IBC PROTOCOL

PROJECT SCOPE

Regular App

Use of?

Synthetic of recombinant (S/R) nucleic acids (other than those used in viral expression systems)
Microorganisms {other than viruses generated using the viral expression systems listed above)

YOUR ANONYMOUS COMMENTS:
ozea‘Amnmumpelsnnmed by Fuselier, Taylor) 02/11/22 - 3:29PM

Please clarify wha the LDSO is for the agent listed.

MICROORGANISMS/INFECTIOUS AGENTS

% Cancel

« Submit Review

8. Once submitted, the Submit Review tab will disappear but, if desired, you can print the review for
your records.

Jump to:

PRELIMINARY INFOR.

PROJECT SCOPE

FUNDING SOURCE(S)

PERSONNEL

OTHER REGULATORY

RESEARCH ACTIVITY

PROJECT NARRATIVE

SYNTHETIC/RECOMB

MICROORGANISMS/I_.

DILUTION & CONCENT.

INVENTORY & SHIPME.

A SRS AN

v

L]
v

Protocol  Activity Log

MICROORGANISMS/INFECTIOUS AGENTS

In the table below, i if il 0 i
Please include all bacteria, fungus, parasites, prions and viruses except those viruses generated using the viral expression systems, if any, described in previous sections.

® Columns BS B General Action Htems (@)

Manage Protocols — IBC: #1340 Testing a Review

B Action items Summary

i Admin Notes & Files

NAME T VENDOR/SOURCE T NHRISKGROUP T INECTIOUSHOSTRANGE T  TRANSMISSION T ADMINISTEREDTO -

No Action items: © EcolKk12 ATCC RG-1 Humans Ingestion mice

. ,
Are any of the in the table above on the CDC/USDA list of select agents and toxins? B action tems: )
No

DILUTION & CONCENTRATION
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9. A notification of review completion will be sent to the IBC Office.

10. In the IBC Office, the Administrator, in preparation for the IBC meeting, will review all Action ltems
and make them visible to all Assigned Reviewers and to members at the Meeting.

Manage Protocols — IBC: #1340 Testing a Review

Protocol  Activity Log  © Ancillary Review  Permissions
Use of? -l
Jump to:
" PROJECT SCOPE
PRELIMINARY INFOR.. /" Action tems. @ Action Item
Please define the scope of the proposed research by answering all of the following questions.
PROJECT SCOPE L ] Zea, Amold (impersonated by N
02/11/22 - 329PM
Fuselies, Taylor)
FUNDING SOURCE(S) 8 . . Action ftem
Thia research ° Please clarify what the LDSO0 is for the agent listed.
PERSONNEL v Conly
B10
OTHER REGULATORY _ o
Does this application represent an initial submission of a mew project or a 5-year renewal of a previously approved project? © Action ltem
PROJECT NARRATIVE
Does this project require approval by.
SYNTHETIC/RECOME _ * The LSUHSC-NO Radiation Safety Committee, or [] Mark as resalved
- A Non-LSUHSC compliance committee or body? © Action ltem
MICROORGANISMS/IN.. () No

Manage Protocols — IBC: #1340 Testing a Review

Protocol  ActivityLog  © Ancillary Review  Permissions

Use of? i

e PROJECT SCOPE

PRELIMINARY INFOR. Action Items Action Item

Please define the scope of the proposed research by answering all of the following questions.
PROJECT SCOPE e Zea, Amold (infpersonated by PR

v
FUNDING SOURCE(S) Fuselier, Taylo
UNDING SOURCE( y .
L This research project requires.. © At tem Please clarlfy what e LDSD Is for the agent listed
PERSONNEL v Conly ‘y
Vismity

OTHER REGULATORY ..

Does this application represent an initial submission of a new project or a 5-year renewal of a previously approved project? © Action ltem ==
RESEARCH ACTIVITY _ \/ Initial submission [ . ]

sssignad Roviewers JCCRUCIIERN Mecting ]

PROJECT NARRATIVE

Does this project require approval by .
SYNTHETIC/RECOMB .. 1/ + The LSUHSC-NO Radiation Safety Committee, or Mark as resolved

* A Non-LSUHSC compliance committee or body? © Action item

MICROORGANISMS/IN. . No

11. Based on decisions at the IBC meeting, the IBC Administrator may edit or delete action items and
make some or all visible to the Researcher who then can appropriately revise the protocol for
subsequent review.

Return to Top

IBC-160_Reviewing IBC Protocol Applications in Kuali Page 9 of 21



C. REVIEWING A RESUBMITTED PROTOCOL

Once a revised protocol has been submitted (for instance, after a MRSA determination), the IBC
Administrator will assign the Primary Reviewers of the initial application as the reviewer of the revised
application. No Secondary Reviewers will be assigned in this case. As a reviewer, you will receive an
email notification of this assignment.

1. Access the protocol directly using the link in the notification email or as described in Section A.

a) There now will be another version of the protocol. Please make sure to review the correct
version.

b) Click on the Compare Versions checkbox. All new text will be highlighted in green and
deletions will be highlighted in red (example shown below).

c) If the IBC Administrator has left you any notes or instructions, they will be found in the
Admin Notes & Files tab.

Manage Protocols — IBC: #1340 Testing a Review

Protocol  Activity Log
- Cla

PRELIMINARY INFOR..

IBC: #1340 Testing a Review

Action ltems Summary
D adminNoteseF.. () ' 1C
*  SubmitRe

PROJECT SCOPE

FUNDING SOURCE(S)

B General Action Htems

Protocol Information

v
v
& Print
PERSONNEL v
OTHER REGULATORY _
v

RESEARCH ACTIVITY
Review Type Status

Time in Current Stat
PROJECT

ATIVE Hew Full Committee Resubmitted Since February 11 - 2 minutes

SYNTHETIC/RECOME _ ()
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2. Next:
Click on each action item to...

Review the investigator’s response.

click on Action Item and...

Type your comments in the text box.

the researcher as appropriate.

Manage Protocols — IBC: #1340 Testing a Review

To indicate if the response is acceptable or to request further clarification or modifications,

Click Post, which will become active once text is entered in the text box.

The new action item only will be visible to the IBC Administrator. He/She will make it visible to

Action ltems

Action ltem

Zea, Amold (impersonated by .
Pesctir Rofon) 02/11/22 - 415PM
Please add 3 plasmid map. .

o Visiiity

Admins  Assigned Reviewers  Researchers.

C2b

smith, Alison (impersonated
by Fuselier, Taylor)

Vie added the map

« Hide Replies

0211722 - 417P)

Protocol  Activity Log
PROJECT NARRATIVE -
Jump to:
PRELIMINARY INFOR.. SYNTHETIC/RECOMB NUCLEIC ACIDS
PROJECT SCOPE v
In the table below, enter all synthetic or nucleic acids (s/mA) will be used in this project.
FUNDING SOURCE(S) o DONOT re-enter any plasmids used to produce recombinant viruses already listed in any of the viral expression system tables above.
PERSONNEL v © Columns
OTHER REGULATORY _
NA NAME T waTvee = ewour T PRODUCT/TARGET T SOURCE SPECIES
RESEARCH ACTIVITY .. o/
Action ltem Plasmid (recombinant Control Receptor Human
PROJECT NARRATIVE @ e |- ! !
“ v
SYNTHETIC/RECOME .. ()
Does any s/NA (including viral expression plasmids) used in this study encode for an oncoprotein or otherwise produce a product that may be toxic to
MICROORGANISMS/|. cells, animals, or humans? B Acton tems: @
No
DILUTION & CONCENT... o
INVENTORY & SHIPM.. "
HIsE v ECTIOUS AGENTS

Manage Protocols — IBC: #1340 Testing a Review

Protocol  Activity Log
PROJECT NARRATIVE ]
Jump to:
PRELIMINARY INFOR.. / SYNTHETIC/RECOMB NUCLEIC ACIDS
PROJECT SCOPE v
n the table below, enter leic acids (s/rNA) that will be used in this project.
FUNDING SOURCE(S) DONOT re-enter any d to prod ready listed in any of the r system tables above.
PERSONNEL 4 © Columns
OTHER REGULATORY .. /'
NANAME T wamee = onowe = PRODUCT/TARGET T SOURCE SPECIES
RESEARCH ACTIVITY .. o/
Action It Pl; binar Rec Hu
PROJECTN TIVE © Action ltem ® pc lasmid (recombinant) Control ceptor uman
‘ B
SYNTHETIC/RECOME . @
Does any s/MNA (including viral expression plasmids) used in this study encode for an oncoprotein or otherwise produce a product that may be toxic to
MICROORGANISMS/L. / cells, animals, o humans?

B Action ttems: @ I

Action ftems © Action fte

ozn, Amold (impersonated by .

Fuselier, Taylor)
Please add a plasmid map
Visibaty
Asming  Assigned Reviewers  Researchers

~ Show Replies (1 replies)

Manage Protocols — IBC: #1340 Testing a Review

Protocol  Activity Log

PROJECT NARRATIVE
dump ta:

PRELIMINARY INFOR... SYNTHETIC/RECOMB NUCLEIC ACIDS
PROJECT SCOPE v
1n the table below, enter all i (s/mA) (both control and will be used in this project.
FUNDING SOURCE(S) DO NOT re-enter any plasmids used to produce recombinant viruses aiready listed In any of the viral expression system tables above.
PERSONNEL o @ Columns
OTHER REGULATORY _ /' » Visioty
N NAME T NATPE = cRoup = PRODUCT/TARGET = SOURCE SPECIES =
RESEARCH ACTIVITY _ /" ,
cancel| ¢
Action tem o Plasmid (recombinar control Receptor Human
PROJECT NARRATIVE L @ B ¢ ) "
“ v
P———— C2e
Does any §/NA expression p this study encode for an oncoprotein of otherwise produce a product that may be toxic to i
MICROORGANISMS/L. o/ cells, animals, or humans? B action tems: @) I
Mo
Ol UTION & CONCENT

IBC-160_Reviewing IBC Protocol Applications in Kuali
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3. Instead of commenting on each individual Action ltem response/revision by the researcher,
especially if all the revisions are acceptable, you may simply...

a. Click on the General Action Items tab and...

b. Leave asingle note for the IBC Admin.

Manage Protocols — IBC: #1340 Testing a Review

Protocol  Activity Log
'OTHER REGULATORY APPROVALS
Jump to & Action ltems Summary
Admin Notes & F..
e Please note: A research projict may not be initiated until approved by ail appiicable compliance commitiees. [ EEES e
Q s sum

FPROJECTSCOPE i In the table below, please indicate the status of the review by other compliance committees (JACUC, IR, efc. ).
FUNDING SOURCE(S) @ Columns
PERSONNEL v
OTHER REGULATORY . . coMMITTEE T NON-LSUHSE OVERSIGHT = smns = swove T CERTIFICATEOF APPROVAL =
RESEARCH ACTIITY .. @ Action item @  lacuc Application in Preparation
PROJECT NARRATIVE
SYNTHE @
MICROORGANISMS/1..

RESEARCH ACTIVITY LOCATIONS
DILUTION & CONCENT_

Manage Protocols — IBC: #1340 Testing a Review

Protocol  Activity Log

Jump to:

OTHER REGULATORY APPROVALS
act
PRELIMINARY INFOR.. o/ clion ltems © Action item
PROJECT SCOPE v Please nole: A research project may not be initiated until approved by all applicable compiiance commiltiees. P —r
¥ Fuselier, Taylor) . N

FUNDING SOURCE(S)

In the table below, please indicate the status of the review by other compliance committees (IACUC, IRB, efc. ) For Commmtee Wit = the curent B5L2+ condfons for Conid.
PERSONNEL v 19 research?

© Columns
Visibity
OTHER REGULATORY .. o/
aaming
RESEARCH ACTIVITY = ¥ = = = d
‘/ COMMITTEE NON-LSUHSC OVERSIGHT STATUS STUDY ID CERTIFICATE OF APPROVAL

PROJECT NARRATIVE §

© Actionttem @  lACUC Application in Preparation
SYNTHETIC/RECOMS .. @) 5 Zea.gmold (impersonated by C211/22 - 40PM §

. R Fuselier, Taylor)
MICROORGANISMS/1.. +/ Al ssues have been comected. Plesse spprove the spplication.
DILUTION & CONCENT.. o/

RESEARCH ACTIVITY LOCATIONS Visibility
INVENTORY & SHIPM... Admins
RISK ASSESSMENT/S.. o In the table below, enter all LSUHSC-NO and external locations where research activities will be conducted and/or research materials stored.
NIH GUIDELINES SECT... o ® Columns
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4. When finished, submit the review then click the Submit Review in the pop-up window.

Manage Protocols — IBC: #1340 Testing a Review
Protocol  Activity Log

OTHER REGULATORY APPROVALS

Jump to: B3  Action items Summary
LM 0 Please note: A research project may not be initiated until approved by all applicable compliance committees. [ Admin Notes &F.
PROJECTSCOPE v Inthe table below, please indicate the status of the review by other compliance commitiees (JACUC, IRE, efc.) : I B Genera nction eme @
FUNDING SOURCE(S)

@ columns & Print
L]
PERSONNEL v
OTHER REGULATORY - coMMITTEE = HON-LSUHSC OVERSIGHT = smats = swovn = CERTICATEOFAPPROVAL =
RESEARCHACTIMITY — @ Action tem ® acuc Application in Preparation
PROJECT NARRATIVE
SYNTHETIC/RECOME .. @
MICROORGANISMS/L.. v
RESEARCH ACTIVITY LOCATIONS

DILUTION & CONCENT... o

Protocol  Activity Log

SYNTHETIC/RECOMB NUCLEIC ACIDS

Oncogenic/toxic?

YOUR ANONYMOUS COMMENTS:

o Zea, amold (impersonated by Fuselier, Taylor) 02/11/22 - 415PM

Please add a plasmid map.

« ShowReplies (1 replies)

0 Zea, Amold (impersanated by Fuselier, Taylor) 02/11/22 - 4.28PM

This was addressed

MICROORGANISMS/INFECTIQOUS AGENTS

Select agents (microbes)?

No
YOUR ANONYMOUS COMMENTS.

0 Zea, amold (impersonated by Fuselier, Taylor) 02/11/22 - 231PM

5. Once submitted, the Submit Review tab will no longer be available.

Manage Protocols — IBC: #1340 Testing a Review

Protocol  Activity Log

OTHER REGULATORY APPROVALS
Sump o: Action items Summary
Z Admin Notes &F.

PRELIMINARY INFOR.. /' 2 A rch proje not be wed by all applicable compl ()
General Action items @)

PROIERTICONE il In the table below, please indicate the status of the review by other compliance committees (IACUC, IR, efc.): o

FUNDING SOURCE(S) -

PERSONNEL v C 5

OTHER REGULATORY .. /' COMMITTEE T NON-LSUHSC OVERSIGHT T STATUS = sTuovio T CERTIFICATE OF APPROVAL A

v

RESEARCH ACTIVITY

No Action items. @ lacuc Application in Preparation
PROJECT NARRATIVE

SYNTHETIC/RECOMB .. @

6. An email notification of review completion will be sent to the IBC Office. Please Note: Additional
cycles of resubmission and review may be necessary before a final determination is made.

Return to Top
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D. REVIEWING AMENDMENTS

Investigators submit proposed modifications to an approved protocol in Kuali by a two-step process: first
by completing a short Amendment Form indicating the type(s) of modification(s) requested and the
rationale for each modification; and then by directly modifying (editing) relevant sections of the most
recently approved version of the Protocol Form. As a reviewer, you will need to evaluate changes
described in both the Amendment and Protocol Forms.

1. After accessing the protocol as described in Section A, please note the following:

a. You have access to multiple versions of the protocol; make sure you are reviewing the

appropriate version.

b. As with resubmitted protocols (Section C), check Compare Versions to view ‘track changes

text. Once this field is checked, the version being compared to is listed

’

c. Using the left side panel, you can jump to the Amendment Form or to different sections of

the Protocol Form.

Manage Protocols — IBC: #1354 test 3.2.22 amended title

Protocol  Reportable Events  Activity Log

IBC: #1354 test 3.2.22 amended title

= Dic
/ PRELIMINARY INFORMATION \

PROJECT SCOPE

Selected Version:

4| Amendment | Submitted for Review

D1la

4| Amendment | Submitted for Review
FUNDING SOURCE(S) 3] Amended | Approved

PERSONNEL v

21 Amendment | Merged Amendment

OTHER REGULATORY APPROV| 11Initial | Superseded Review Type

d Member Review

RESEARCH ACTIVITY LOCATIC

PROJECT NARRATIVE

Approval Date Continuing Review Date

USE OF ANIMALS Mar 01,2023

INVENTORY & SHIPMENT

RISK ASSESSMENT/SAFETY P

Initial Review Type

Full Committee

D1b

Compare a Version:

3| Amended | Approved

Submitted for Review

Expiration Date

Mar 01,2027

D 1 b Compare Versions

Show Less A

Time in Current Status

Since March 3 - a month

Initial Approval Date

Mar 02, 2022

= @

> 0O =

Action Items Summary
Admin Notes & Files
Submit Review
General Action Items

Print

2. Scroll through both the Amendment Form and the Protocol Form to identify modifications

a. New text will be in green font; original text, if any, will be in red font and crossed out.

Manage Protocols — IBC: #1354 test 3.2.22 amended title

Protocol  Reportable Events  Activity Log

Description & Justification

Jump to; B Action Items Summary
Please list each proposed modification numerically. Then provide a detalled description of, and justification for, each ) AdminNotes & Files
Amendment modificatian. © Action ltem + s even
PRELIMINARY INFORMATION testiE] m
B General Action Items
PROJECT SCOPE & Print
FUNDING SOURCE(S) Protocol Form Instructions
PERSONNEL
IBC-160_Reviewing IBC Protocol Applications in Kuali Page 14 of 21



3. The review process for amendments is similar to that of full protocols. Follow the instructions
outlined in sections B2 - B11.

4. One key difference is that, unlike full protocols, amendments typically are not sent to the full
committee for review. Rather, decisions on amendments are made by the IBC Chair taking into
consideration comments by the reviewer and the IBC Administrator.

Return to Top
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E. REVIEWING RENEWALS

Continuing Review (Annual Renewal) applications will be reviewed, and status determined, by the IBC
Admin in consultation with the IBC Chair.

Return to Top
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F. REVIEWING RENEWAL & AMENDMENTS

Investigators have the option to submit an amendment application concurrent with the continuing
review application in Kuali. The Amendment and Renewal applications will be reviewed by the
procedures described in Sections D and E, respectively. Annual renewal will not be granted until the
amendment has been approved. If an amendment cannot be approved, the IBC Admin will notify the Pl
to submit a Renewal application ONLY.

Return to Top
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G. REVIEWING REPORTABLE EVENTS

Once a reportable event has been submitted, the IBC Administrator, in consultation with the Chair, will
assign reviewers as described for Initial Submission (Section B). You will receive an email notification of
this assignment.

1. You can access the reportable event in one of two ways (a or b below):

a. Click on the protocol link in the reviewer assignment email.

i.  Onthe protocol page, click Reportable Events.

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

Protocol | Reportable Events| ActivityLog ~Permissions

dump to: IBC: #1338 The Role of an IBC Test O Compase Versions

Renewal P 53 Rep
SrEnE e - Selected Version:
PRELIMINARY INFOR... 1| Renswed | Approved
& Action ltems Summary
PROJECT SCOPE s
) Admin Notes & Files
FUNDING SOURCE(S) +/
PERSONNEL ~ Protocol Information Show Less A
& Print
OTHER REGULATORY _ o
P— St Approva Dt S —
PROJECT NARRATIVE o/ Full Commitiee Approved Feb 07, 2022
INVENTORY & SHIPM.. /'
Full Commitiee
ii. On the next page, click on the event.
Manage Protocols — IBC: #1338 The Role of an IBC Test
Protocol  Reportable Events  ActivityLog  Permissions
Reportable Events © ReportanEvent
Q| = Saved Filters ~
1 of 1 reportable events Load 25 ataTime -

b. Loginto Kuali as described in Section A.

i. Click on the Protocols button.

- A =
N e G1bi

Research Home Conflict of Interest Protocols

ii. Click Events Assigned to Me.
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Hide Menu

anage Protocols

[ Include all protocol versions  [F* Export to CSV

Protocols Assigned to Me

Assigned to Me I G 1 b i i

Q, Search Advanced Filter = Saved Filters ~ Manage Columns
Meetings & Agendas
Title Number v PiName Submission Review Type Status Assignment  Continuing Review
Type Date
of Ga entin as an Analgesi Birke, In
1247 Leslie Hew Progress

i. Click the event.

Q= SavedFilters ~

Protocols Assigned to Me

cexme QLTI osersme s - Peoridtae «
Events Assigned to Me

A probiem occured Submittea Feoruary 14,2022
Meetings & Agendas
7 0f 1 protocols Load25ataTime

2. The Reportable Events Form will display.
a. Review the information provided by the researcher.
b. If necessary, you may view the protocol.

c. Click Submit Review.

Report Event for Protocol
Introduction
o G2c
State and LSUHSC policies require reporting of all incidents and accidents as described here by the Department of Environmental Health and Safety.
Reportable Event B Activity Log
Use this Reportable Event Form ONLY to submit reports of events associated with a research study subject to IBC oversight. Reportable events include not only incidents that potentially
expose Individuals to IBC-regulated materials including, but not limited to, recombinant or synthetic nucleic acids, Infectious agents and toxins, but also non-compliance with the NIH G 2 b
Guidelines, institutional policies and/or IBC policies or the approved protocol.
& Print
Please refer 1o the IBC website or contact the 1BC Office edu) if you have any 1 bout this form or the events that need 1o be reported using this form.

/ Event Identification \

Please identify the event by completing the table below:
© Columns
DATE T tocaTion T evenTrvPe = aceNTTYRE = SPECIFICAGENT =
Infectious agent
©  February 1,2022 Lions Eye 489 Personnel exposure s 20 Ricin and Adenovirus

G 2 a Blological toxin

Event Description

In this section, you will provide a brief overview/summary of the event and then answer specific follow-up questions. The summary and responses to the subsequent questions should be

sufficiently detailed to aliow the IBC to fully comprehend the nature and consequences of the event

Al ields must have text entries. If a question is not appiicable to the event please enter "N/A" or ‘None” before proceeding (o the next question.

3. NOTE: Unlike for review of the protocol itself, review of reportable events does not provide the
option for entering individual action items.
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a. Enter all your comments, including any additional information you may require from the
researcher, in the Submit Review text box that appears after Step 2c. Once you have
entered all your comments, click Submit on the pop-up box.

L/
Submit Review

Comment

X Cancel + Submit

4. Once the review is submitted, the IBC Admin will facilitate any requested revisions from the
researcher and also place the event on the agenda for the next IBC meeting.

Return to Top
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H. REVIEWING CLOSURES

Closure Requests will be reviewed and approved, if appropriate, by the IBC Admin in consultation with
the IBC Chair.

Return to Top
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