How to Create Appendices and Attach to an IRB Protocol

Go to RASCAL: www.rascal.columbia.edu. Login with your UNI and password.

Go to Hazmats. Create an Appendix. Click on Dropdown to choose your Appendix.

For Each Appendix, see tips and instructions below. |Starting on Page 1]] are instructions on how to attach to IRB
protocol.

NOTE: For Human Gene Therapy Trials-DO NOT SUBMIT AN APPENDIX A. See separate instructions on
submitting an Appendix M to the IBC.
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For Appendix A

Tips: There are multiple sections to this Appendix. Fill Form in order and always save when section is completed. Each
page must be filled in its entirety to save. If cannot fill out Appendix A in one session, fill out remaining section you are
working on, and return back to the Appendix later to complete the remaining sections.

Instructions:

Fill out Appendix A. Fill out First Section “General”. Click Save.

Fill out Microorganism Section next. Click Save.

Fill out “Human Tissue and Cell Culture” Section. Click Save.

Fill out “Safety Equipment and Practices” Section. Click Save.

If attaching documents, use the Attachments section in the Left hand side.

Do not Add personnel in Appendix, Personnel from your IRB protocol will be imported to the Appendix in the
IRB submission process.

7. Navigate to your IRB protocol to attach the Appendix A.
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RASCAL Hazardous Materials

Logout | Help | Human Subieets | Animel Care | Progosel Tracking | Consent Forms | HIEAA Forms | Hsz Mets | Administrstion | Training Center | Conflict of Intarest | My Rases

APA-AAADB750
Status: Creating

Appendix Content

neral
Microerganism Information

Human Tissue and Cell
Culture Section

Safety Equipment and
Practices

Personnel
Attachments
Protocol/Proposal
Appendix Action
Copy Appendix
Delete Appendix
Appendix View
View History

View Datasheet

Haz Mats
Haz Mats Menu

[RASCAL Menu]

MULTIPLE SECTIONS: Complete in

order safety (Appendix A)
] | Subject Species | N/
Title
Creation Date | 04/09/2015 09.23.33 Initiator | Aderemi Dosunmu (ad3241)
You are | Aderemi Dosunmu (ad3241) Appendix Submitted
ceneratinsctons @ |- General instructions explain how to fill
I. General Information out appendix appropriately.
*The appendix will be: | ~Selsci~ | -

0/258

“Project Title:

“Describe methodologies/manipulations of the work performed. In brief describe the lab’s research goals and the r involved to ish these

goals. If applicable, include any recombinant DNA gene manipulations such as gene editing (e.g., CRISPR, TALENS, zinc fingers):
07500

“Are there any relevant vaccinations or work restrictions/considerations that should be acknowledged in regards to work with the biclogical material? &

[ Hepatitis B Vaccination

["| Rabies Virus Vaccination

D Immunocoempromised Status

[ | Pregnancy

[ Non-Applicable

[Jother: @

“If a lab acquired infection were to occur, what therapy is available?: @
07200

“Il. Collaborations/Procurement @

“Where will the biological materials (viral vector/bacteriaivirus/clinical specimenicell linefother microorganism) be procured from? @
|:| Company/Core Facility/Repository:
[] Collaborator (Name/University)

[]other:

“Will this project be a research collaboration where recombinant DNA or infectious material is shared between different campuses at Columbia?
(O Yes (O No

ill this project be a research collaboration where recombinant DNA or infectious material is shared between different institutions?
Yes (J)No

“Ill. Dual Use Research of Concern (DURC) @

Dual Use Research of Concern (DURC) is defined as: life sciences research that, based on current understanding, can be r icil to provide
information, products, or technologies that could be directly misapplied to pose a significant threat with broad potential consequences to public health and safety,
agricultural crops and other plants, animals, the envirenment, materiel, or national security.

“Does the research in question meet the definition of dual use research of concem?
(OYes (ONo

IV. Lahoratory Location

“Laboratory Locations ()

Campus Building Room Modify | Delete

V. Recombinant DNA

“Is Recombinant DNA being used? @ (_)Yes (()No

S NN SAVE: Work will be deleted if not
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Adding Attachments to Appendix A:

«# Jadta)

Lopout | Help

RASCAL Hazardous Materials

Humzn Subjects | Animal Care | Proposal Tracking | Consent Forms | HIPAA Forme | Haz Msts | Administration | Trsining Center | Confiict of Interest | My Rases

APA-AAADS751
Status: Creating

Appendix Content

General
Microorganism Information
Microorganism in Animals

Microorganism in
Inveriebrates

Human Tissue and Cell
Culture Section

Safety Equipment and
Practices

Personnel

L3

ProtocolProposal

Appendix Action

Copy Appendix

Delete Appendix

Appendix View
Wiew History

“iew Datasheet

Haz Mats Menu

[RASCAL Menu]

Biosafety (Appendix A)

Appendix Number | A4ADETS1 | Subject Species | WA
Title
Creation Date | 04/03/2019 10:40:31 Inifiator | Aderemi Dosunmu (ad3241)

You are

Aderemi Dogunmu (ad3241)

Appendix Submitted

lll. Attachments

*Document ldentifier

*Document Type ~Sel5ct~| -

*File (max file size is 76 MB): | Chocse File | No file chosen

View Document File Name Document Type Date Attached

0 - 0 of O results

Attached By Edit Detach
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—p Attachments

For Appendix D

Tips: Laser Registration is a form provided by the Laser Safety Officer. Approval number is found at the bottom of the
laser registration form. Laser approval number is provided by EH&S. To inquire what the approval number is, contact
lasersafety@columbia.edu.

If Laser registration form is needed, fill out the form in the link and attach in the Attachments Section of the Appendix D.

Instructions:
1. Fill out Appendix D.
2. Save
3. If attaching documents, use the Attachments section in the Left hand side.
4. Do not Add personnel in Appendix, Personnel from your IRB protocol will be imported to the Appendix in the

IRB submission process.
5. Navigate to your IRB protocol to attach the Appendix D.

\@ Columbia University's RASCAL -

& (&} @ https://staging.rascal.columbia.edu/hazmats/appendix/D/AAAAT100/generallnformation

Sl mw RASCAL Hazardous Materials

Lopout | Help Human Subjects | Animal Care | Proposal Tracking | Consent Forms | HIPAA Forms | Haz Masts | Administration | Training Center | Conflict of Interest | My Rascs

APD-AAAAT7100
Status: Creating Laser (Appendix D)

Appendix Content Appendix Number | AAAATI00 | Subject Species | A

General Title

Creation Date | 04/03/2019 09:57:39 Initiator | Aderemi Dozunmu (ad3241)

Personnel

You are | Adsremi Dosunmu (ad3241) Appendix Submitted

Protocol/Proposal General Instructions @ General instructions explain how to fill
I. General Information out aPPENdiX apprOpriately'

Copy Appendix

Delete Appendix “The appendix will be:| Used/Administersd as part of 3 Columbia University IACUC or IRB protocol | =

iew History

01355

View Datasheet
’ Il. Laser Registration Number(s)

List the EH&S Approval number{s) of the Laser System(s) used in relation to this Laser Appendix. If a new regi ion form needs to be created, fill cut the form at
Haz Mats Menu this link and attach to the Appendix, using the Attachments tab: hitps:/finance.columbia.edufiles/gatewayformsi/LazerRegistrationForm.pdf ¥ &
RASCAL M
! 21 Pick laser registration number(s) from the following or enter another below:
o100
To attach
documents to
. lil. Laser Use
Appendix, use
Attachments Tab *Are Laser sy (s) service i performed by an authorized service provider? &
(O)¥es ()Mo
“Add Laser(s) )
Serial Number AL Expectedpg:g:;;.lre Duztioni(hotss Description Medify = Delete

(Save — SAVE: Work will be deleted if not

Contact Us | @ Columbia University 67 o
SR [ AR Ly saved after each section
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Adding Attachments to Appendix D:

»,f Columbia University's RASCAL - X

&« C 8 https://staging.rascal.columbia.edu/hazmats/appendix/D/AAAAT100/attachment

i mm RASCAL Hazardous Materials

Lopout | Help Human Subjects | Animsl Cars | Proposal Tracking | Consent Forms | HIPAA Forms | Haz Mats | Administration | Training Center | Conflict of Interes: | My Rascs

APD-AAAAT7100

Status: Creating Laser (Appendix D)
Appendix Content Appendix Number | AAAAT100 | Subject Species | M/A
General Title | didsa
Perzonnal Creation Date | 04/09/2019 09:57-35 Initiator | Aderemi Dosunmu (ad3241)
You are | Aderemi Dosunmu (ad3241) Appendix Submitted
Aftachments

rotocol L innosal lll. Attachments

+Document dentifier|
Copy Appendix
*Document Type ~Select~ | =
Delete Appendix

“File (max file size is 75 MB): | Choose File |MNo file chosen
Appendix View

\iew Datasheet

| HazMats | View Document File Name Document Type Date Attached Attached By Edit Detach
52 is e No data to display
[RASCAL Menu] 0-0of0 results wel1»m» (B0 v
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For Appendix E

Tips: Do not include isoflurane or formaldehyde; They have been moved to their own Appendix.
You may use the Attachments Section of the Appendix to provide information on Safety Data Sheets (SDS) or chemical

specific SOPs

Under Emergency Response, add information, as applicable for each chemical. For example:

*Acute symptoms of exposure: For Chemical A symptoms are xyz; for Chemical B symptoms are xzy;

Instructions:
1.
2. Save
3.
4,

Fill out Appendix E.

IRB submission process.

5.

«& yasia)

Logout | Help

RASCAL Hazardous M

Human Subjects | Animal Care | Propesal Tracking | Consent Forms | HIPAA Forms | Haz Mats | Administrstion | Training Center | Conflict of Interest

Navigate to your IRB protocol to attach the Appendix E.

aterials

My Rascs

If attaching documents, use the Attachments section in the Left hand side.
Do not Add personnel in Appendix, Personnel from your IRB protocol will be imported to the Appendix in the

APE-AAAG4600
Status: Creating

Appendix Content

Personnel
—> Attachments

ProtocolProposal

Appendix Action
Copy Appendix

Delete Appendix

Appendix View
Wiew History

‘iew Datasheet

Haz Mats Menu

[RASCAL Menu]

To attach
documents to
Appendix, use
Attachments Tab

Hazardous Chemicals (Appendix E)

Appendix Number | AAAG4600

| Subject Species | NiA

Title

Creation Date | 04/05/2019 15:34:44

Iniﬁator| Aderemi Dogunmu (ad3241)

You are | Aderemi Dogsunmu (ad3241)

Appendix

Note: Do not include Izoflurane or Formaldehyde, there is a separate Appendix for each of those substances.

|. General Information

General Instructions &

General instructions explain how to fill
out appendix appropriately.

*The appendix will be:| ~Selsct~| =

*Project Title:

Il. Administration:

*Type of administration: () Animal Use ( Human Subjects

VI. Emergency Response

What are the emergency procedures in the event of personnel exposure?
*Acute symptoms of exposure: &
*Actions taken in event of exposure:

Emergency procedures in the event of a spill {facility or envir
*Location of Spill Kit:
*Actions taken in event of contamination/spill: &

*Methods for detecting

ion of skin, clothing, apparatus, etc.:

“Is a biological toxin used? @ ‘ez @ MNo

“What is the biological 12 life of the administered compounds?
*What is the toxicity (if any) of excreted metabolites?

Describe the excretion pathways and metabolic products of the compounds, if applicable: &

If special waste containers must be used or specific waste instructions are to be given, please email hazmati@columbia.edu.

The OSHA regulation Occupational Exposures to Hazardous Chemicals in Laboratories (28 CFR1910.1450) requires that persons working with chemicsl(s) attend a Laboratory
Safety and Chemical Hygiens Orientation (LSCHO) Session INITIALLY. These sessions are offered twice monthly by EH&S and can be scheduled locally if desired. It is also
important to note that these initial trainings do expire and refresher trainings must be taken online through RASCAL.

SAVE: Work will be

Save

Contact Us | & Columbia Universiy &7

deleted if not

saved after each section

raion and Comgliance Application




Adding Attachments to Appendix E:

»,,f Columbia University's RASCAL - X

&« c & https://staging.rascal.columbia.edu/hazmats/appendix/E/AAAG4600/attachment

i mu’ RASCAL Hazardous Materials

Hurnzn Subjects | Anima! Cars | Proposal Tracking | Consant Forms | HIPAA Forms | Haz Mats | Administratien | Training Cantar | Confiict of (nterest | My Rascsl

Lopout | Help

APE-AAAG4600

Status: Creating Hazardous Chemicals (Appendix E)
Appendix Content Appendix Number | A4AG4500 | Subject Species | NiA
General Title
Perzonns! Creation Date | 04/09/2019 16:34:44 Initiator | Aderemi Dosunmu (ad3241)
You are | Aderemi Dosunmu (ad3241) Appendix Submitted

Attachments

e lll. Attachments

Appendix Action
D Identifier |

Copy Appendix
*Document Type -~Sslect~ | =

Delete Appendix
“File (max file size is 75 MB): | Choose File |No file chosen

Appendix View

\iew History -

iew Datasheet

| HazMats | View Document File Name Documert Type Date Attached Attached By Edit Detach
ez Mats e No data to display
[RASCAL Menu] 0-00f 0 resulis waedyn |60 v
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For Appendix E1

Tips: This Appendix is for Isoflurane. As long as there are no modifications to the Appendix or personnel changes, the
Appendix remains approved for the life of the IRB protocol.

Instructions:
1. Fill out Appendix E1.
2. Save
3. Do not Add personnel in Appendix, Personnel from your IRB protocol will be imported to the Appendix in the
IRB submission process.
4. Navigate to your IRB protocol to attach the Appendix E1.

b mm RASCAL Hazardous Materials

Logout | Help Human Subjsets | Animal Cars | Froposal Tracking | Consent Forms | HIPAS Forme | Haz Msts | Administration | Trzining Canter | Confict of Interest | My Rasca

APE1-AAAA0050
Status: Creating Isoflurane (Appendix E1)

[ — Appendix Number | ASAAIDSD ‘ subject Species | A

Bersonns! Creation Date | 04/09/2019 17:10:37 Initiator | Aderemi Dosunmu (ad3241)
You are | Aderemi Dosunmu (ad3241) Appendix Submitted

Attachments

Brotocol/Proposal General Instructions @

General instructions explain how to fill
Isoflurane is a hazardous chemical with a reg y permissible exposure limit establishe: he Oc out appendix appropriately

this dix, the Principal | tigatorinitiator confirms awareness of the haz LS nati

Copy Appendix

Delete Appendix

Wiew History

. General Information

*The appendix will be:| ~Select~| =

\iew Datashest “Project Title:

Haz Mats Menu

Il. Amount and Equipment:
[RASCAL Menu]

“Isoflurane Amount: ~Select~ |

“LiMin of Oxygen:

“Please specify ownership of isoflurane vaporizer: @

(") Laboratory Owned () Animal Quarters Owned () Laboratory Ownedinimal Quarters Managed

lll. Laboratory Location

“Laboratory Locations ()

Campus Building Room Modify Delete

IV. Hazard Control

*The laboratory is ufilizing at least one of the i il trols listed while working with isofl (Check all that apply):
Certified Chemical Fume Hood
| Ducted Biclogical Safety Cabinet (Class II, Type B1 or B2)
Active Engineering Control (Vacuum Pump w/Charcoal Canister)
Passive Engineering Control (Charccal Canister)
| Laboratery works on sn open bench top without any engineering controls and has been assessed by Environmentsl Health and Safety (7]
Cther:

*The lab v will be i ing one or all of the below administrative controls during work with isoflurane. (Check all that apply):
Utilization of a digital vaporizer

| Lab will calibrate their isofiurane vaporizer from an outside vendor
Canisters will be weighed and the weights recorded before and after each use

| Follow time limit guidelines as recommended by EH&S to minimize isoflurane exposure. @
Lab will imit ordering and on-site storage to amounts used
Canisters will be disposed of a5 hazardous waste

*The laboratory will be utilizing the appropriate personal pr quip i ing nitrile gloves, lab coat, and safety glasses or goggles:
Lab Coat

*Disposable Gloves: || Mitrile || Latex|[ | Vinyl

[ ] Safety GlassesiGoggles
[ | Respirator @

i [
e _ SAVE: Work will be deleted if not
L=t |

saved after ea@ section




For Appendix E2

Tips: This Appendix is for Formaldehyde/Formalin/Paraformaldehyde. As long as there are no modifications to the
Appendix or personnel changes, the Appendix remains approved for the life of the IRB protocol.

Instructions:

1. Fill out Appendix E2.

2. Save

Do not Add personnel in Appendix, Personnel from your IRB protocol will be imported to the Appendix in the
IRB submission process.

4. Navigate to your IRB protocol to attach the Appendix E2.

w

&
g

ia) RASCAL Hazardous Materials

Logout | Help Humsn Subjects | Animsl Care | Proposal Tracking | Consent Forms | HIPAA Forms | Haz Mats | Administrstien | Training Center | Confiict of Interest | My Rascs
APE2-AAAAD050 Formaldehyde (Appendlx E2]
Status: Creating = = =
Appendix Number | ASAATDSD | Subject Species | /A
Appendix Content Title
Creation Date | 04/02/2012 17.31:05 Initiator | Aderemi Dosunmu (ad3241)
Personnel You are | Aderemi Dosunmu (ad3241) Appendix Submitted
Attachments G I Ingtructi H i H 1
eneral Instructions @ General instructions explain how to fill
Protocol/Proposal . N N - B " . .
Formaldehyde is a hazardous chemical with a Y per P limit, hed by the| out a endlx a ro rlatel
ing this dix, the Principal | igatorfinitiator confirms awareness of th ardous natul pp pp p y'
Appendix Action
Copy Appendix I. General Information
Delete Appendix

“The appendix will be: ~Selsct~| =

Appendix View

arz:
Dy “Project Titles
\iew Datasheet
I — Il. Chemical Used For:
[RASCAL Menu] Human Subject Research @ ' Animal Subject Research U In vitro Research

IIl. Type of Formalin/Formaldehyde:

["] Formalin/Formaldehyde
[ ] Paraformaldehyde (PFA)

IV. Laboratory Location

*Laboratory Locations o

V. Hazard Control

“The laboratory is utilizing at least one of the engineering controls listed while working with formaldehyde. (Check all that apply):
Certified Chemical Fume Hood

| | Glove Box

[ ] Downdraft Table

| | Ducted Biclogical Safety Cabinet (Class |1, Type B1 or B2)

[ :Laboratory works on an cpen bench top without any engineering controls and has contacted Envirenmental Health and Safety st sccusafety@columbis.edu
Cther:

“The lab v will be i ing one or all of the below administrative controls during work with formaldehyde. (Check all that apply):
| | Lab will imit ordering and on-site storage to amounts used

: :Proper storage and labeling of chemicals and hazardous waste &

[ ] work on an open bench top with amounts smaller than 0.1 mL

: | Work on an open bench top with amounts larger than 0.1 mL and have contacted Environmental Health and Safety at occusafety@columbia_edu

“The laboratory will be utilizing the appropriate personal protective equipment including:
Lab Coat

*Disposable Gloves: [ | Mifrile [ | Latex| | Vinyl

[ ] Safety Glasses/Goggles
|| Respiator @

SAVE: Work will be deleted if not
[Save | — saved after each section

Contact Us | & Calurmbia Universiy B9
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How to Attach to IRB protocol

Instructions:

1.

Go to the Human Subjects Section in Rascal. Either “Create a Protocol” for a new Protocol or find existing
protocol under “My Protocols” (May also find your protocols under “My RASCAL”)

Under Attachments, Go to HazMats on the left hand side.

Based on title and/or Appendix Number, find the relevant Appendices you want to attach to IRB protocol and
click “Attach”

A pop up box will appear in order to add personnel. If personnel will handle hazardous material, they are to be
selected.

a. Note: All "included" protocol staff must complete or renew all required training before Appendix approval.
Note that incomplete or expired training will result in a "Hold" and may prolong the approval process.
Please ensure all training records are up to date before attachment and submission to expedite timely
review.

b. Once you have attached the protocol, you can view the Appendix to view that the personnel tab is
populated. Click The Appendix Number and a new tab will open to show the datasheet. If personnel have
expired training (Expired) or never had training (incomplete), this datasheet can be printed out or emailed
to the relevant personnel so they can expediently update their required safety trainings.

Under Protocol Action, Go to Notify Approvers. Click to Notify Approvers. The Pl will be notified to sign the
Attestation Piece

After the Protocol has been approved by the Pl and the other approvers if necessary, Submit the Protocol.
Under Protocol Action, click submit. If there is anything missing from the IRB protocol or the Appendix, the
validation check occurs here. If there is a problem, follow the instructions on the screen to navigate back to the
problem areas. If there are no problems proceed with IRB protocol submission.

11



To find
existing or
in progress
protocols

«& yasia)

Logout | Help |

= Create Protocol

[RASCAL Menu]

« Retrieve a Protocol: IRB -

[IRE Menu]

My _Protocols
« IRB Protocol Search
« Search for a Protocol
« Search for a Protocol (Admin/Chair only)

RASCAL Human Subjects

EIEETEIE e | Animal Care | Progosal Tracking | Consent Forms | HIPA& Forms | Hez Mats | Administration | Training Center | Conflict of Intarest | My Rascs

For new protocols

Submit Can also use “My Rascal”

to find existing protocols

« Notification Queue
« Approve Protocols
« Agenda/Minute Builder

= Reports
« Helpful IRB Information

« Consent Form Templates &

« Helpful HIPAA Information

» HRPO Homepage &

« Edit Personal Information

Contact Us | @ Columbiz L.riu'ersiryll‘;"

Flease contact the Human Research Protection Office if you have questions about submitting to the IRB. or whether th

CUMC Campus:

(212) 305-5882

rbofficei@columibiaedu

CU-MS and LDED Campus:
(212) 251-7040 | askirb@ecolumbia.edu

& yasia)

Legeut | Heln |

= study requires review.

RASCAL Human Subjects

EIIETETEE | Anmal Gare | rogossl Tracking | Consent Forms | HIPAA Sorms | ez Mats | A sirtion | Trsining Genter | Gonfiot of ntersst | My Rasos

IRB-AAAR9905
Status: Creating

Protocol Content
General Information

Atfributes
Funding
Parsonnel
Departmental Approvers

Research Aims & Abstracts

Hazmats
HIPAA Forms
Documents
Consent Form
Notify Approvers
Submit Protocel
Capy Protocol
Delete Protocel
Print Menu
View Datasheet
View History

[ Humen Subjects_____|
Protocal Overview

Abbreviated title

dfsdfdfsat Protocol Number | AAARZ203

Originating Department

EHS Environ Health Sci Rsch (8211402) Protocol Initiator | Aderemi Dosunmu (ad3241)

Protocol Year

1 Modification 00 Date Created | 07/11/2018 12:19:56

Principal Investigator

Aderemi Dosunmu (ad3241) You are | Aderemi Dosunmu (ad3241)

General Information

General Instructions

Enter information in ach section and be sure to SAVE your work

This symbol @ means help information

This symbol () means lookup/add information

Dotted underiine means that hovering the cursor over the text will show a definition

“Red asterisks indicate required questions

No data on a page is saved unfil you receive the green save confirmation message. Please remember to save often!

Following successful ‘Save' of a page, review left hand menu for additional Pages to be completed

While each individual page may be considered "complete” upon save, at the time of submission the system may identify additional areas where the information is inconsistent or
incomplete between pages.

o= =R S

Please contact the Human Research Protection Office if you have questions about submitting to the IRB, or whether this study requires review.

CUMC Campus: (212) 305-5833 irbofice@columbia.edu hitpi//www.cume columbia.edu/deptfirh &
CU-MS and LDEC Campus: (212) 851-7040 ymbia.edu hitp: fiwww columbia.edu/cufirb i

“Originating Department Code @

“From what Columbia campus does this research originate? @

“Title (maximum 500 characters) @

Protocol Version # @

“Abbreviated Title (maximum 60 characters) @

8211402
Medical Center | =

EHS3 Environ Health Sci Rsch

rascal 1

dfscifdfsal

“Was this protocol previously assigned a number by an IRB? @

()Yes

“Is the purpose of this submission to obtain a "Not Human Subjects Researt

()Yes @No

" determination? @

12
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RASCAL Human Subjects

Logoul tiely|  (EESERFREENER | drwy Do | Brocuayl T L 12T
IRB-AAARSSDS - Abbreyisted tithe | dfsdidtsat Protocol Number | AAARSG0E
Status: Creating e e 1
w Date Created | 0711172013 12:12.52
ey You are | Aderemi Dosunme {ad221)
ety . Find Appendix relevant to
wh-l
s = Appama mmees Do s s * Protocol and click “attach”
L L Lo N d t .t d | rotocol and click “attac
All released 1o which you have access and are nat cu snached 103 ol
Attach | Titke Number Date Created = | Initastor
g LesenAgpend: oy femi 123 APD-AAMATID0 G122010 Agerami Dosonmu (a81241)
Molity Approvies . Used E} o) Niche Factns  APE-AAAGA4ED 03272018 Aderemi Dosonmu (863241}
L amang intestnal S:em Cel Pocls
9 w  Ushof Hazataus Chemcals i ARman(Aopend £) AFE-AAAGITE [ERr= AGhO Dasnmy (33247)
Copy Protocal —-
o IWechous Agents[Appendi ) AFBAAAETSE oz Adeam Dogunmu (303341}
Debule Protocol e
o U of pencix £} APE-AAAGITIT 21201 Agerams Dosunmu (903241}
e 5 e s e o BT
Print e [0
View Datzaness Y Wit E} ot APEARAGINE [T Aderer Disonmu (03241
View History |/ Recombmant NAACOeNTN AT) APAT-AAADETOS arnRee Acernmi Dosunimuy (agi2en)
m | S8 ofHazarsous Chenicals n AsmuasiAppenc E) AFF ARG a0 Asprami Daguniy (303341}
Protcol Ovenview 4y LaserAnpend o APD-AMAAS1TH G420t Agesemi Dosunmu (30341}
il mm RASCAL Human Subjects
Loogat | Ha | IEITENNEY | Anctm caw | PTG INRDS | CLOME S ARE NN | ASTOERIEN | Dimtind S |
TRB-AAARDDOS Abbrevisted title | afaifctaar Frotocol Number | 44486607
CE ML Erahi Originating Department | £+S Emmn Hasth S¢ Rstn (5211402 Protocol initiator | Aderemy Dosunmu (383241)
Prodocol Yoear | 1 Moafic ation 00 Date Creabed | 0771120108 1. 5
General Irformation HABCIpA] INVesTRQaton  Adwedmi Dodunmu (333241) You are | Adenssy Dosunm (A1)
e Hazmats
Futang Helphul fnformetion: &
Biasafety (Appendiz Al &
Personnst Laser (Appendix O @
- Harzardoas Chamicals (Appenaix Ej: [
L e e s Formaldehyds (Appantis E21 @
Riaasen Ama & Abbacs Radiation Sububy {kppandix H= I Materials Appendix Staff Check-Off
Uss of Recamuinam ONA (rDNA) Motscubes in Human|
e Check stf 10 be included In appendix APD-AARAT100
Tyoe i [ T o | ARG Letter Action St Replace with 8 copy
HIPAA Fceme [~ Aneremi Dosunmu (333241) Freipal Investgate |
Decumanty
e AN rsbeased Appendices bo which yos have gcoess anl I § R
AlLsch Ty Date Croated - Inuitiatoe
.| LasewAcosods 0) Aitecemi Domuremu (ad3241)
NOUEy ADOIvers o Useof Hazaroous Chemicols m AsmasiAopendes ) - Difle s AT Adromi Degurmy (aa¥32]
- ot . among imestnal Slem
i A U 0 Hazarsout CRamcals n AsmasiAnpends k) AFE-AAAGAT T Ak Dok PEETTT
‘Cogy-Praiocol
i Infgctious AgenssiAnpanci 6] APB-AAAETIES Agerami Dosurmy (adl241)
Owinin Protocol
Use of Hazardous Chemais i Anman{ ADDend: APE-AAAGITI?
] " Use of Hazargous Chemsh i Anme(Aopenax £ APEARATIS
Print Mgna
AL - ay  Use of Hazondous Chemecdls i Amais(Append: AP AAATIHE
Vi MBI Recomanant DNAIASCandic AT} APAY-AMDETOE ORI
rr % Ut of HAZIE0US Chamcals i ANmad(Anpenax B} AFT-AAMAGIGN Agdcam Dol [aa32an)
Protocct Ovanaew o  LaseriAnsends D) APD-AAAAGTO (2] Agsemi Dosunmu (32411
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< Jasta) RASCAL Human Subjects

s w=emesitl To view the Appendix datasheet,
Abbreviated tive | fsararsar H H H
e e with the imported personnel, click |
Proaccol Year | 1 Mocficaion 00 H H
[ — Principal Investigator | Adereml Cosunm (323241) on the Appendlx' This can be b241)
Asies Hazmats provided to staff to inform them of
Funding Halghul Infarmation: g
) Bicsatety (Appendix Al: @ ini i
i e training requirements to prevent
Hazardous Chemicals (Appendix E): @
Dupanmental Agprovrs Farmaidetye [Appondic E7): @
e e | ]| it S . delay of the approval process.
T e e
LaseriAgperdn O et 123 APLARAATIG DanzEaNe Adarem Dovurmi (s3241) NA % | W @
HIPAA Forms 2
Oocumeres
Consent Form I Wormber 1L Date Created Inisgior
[ rcstacions | ] o Infectous AgentsiAppencc: &) s APE-ARAEE GHaEa06 ‘Agecem Dosanm (203241)
Moty Aporovaes i 5 USe of Flazarmous Cremcals m Anmas|Appenac £ APEARAFBRTT Tazwz0e ‘Aceram: Dasonmi (803241)
‘Submit Protocol o Mfectious AgentslAspend: BY Determination of Cancer Denebcs in Tg Mice APB-AAAEDIEE D4RTO8 Agerers Dosunmu (add241)
Copy Protacal g s of Mizaous Chemicals i Armuas(Apoencs ) sdafsat ABE-AAAFII6) onae Auorirs Disunmy (a03241)
Daivte Protoco! @ Imectaus AgentiAgpencic i) wasead AFRAAAR 19 MNOENE ASerems Dosonmy (adigel)
M g Recomoinant DNAACCendic A1) Test Project APRIAAADI00 DI Agersmi Dosunmu (ad3241)
THE Heenc 5 Recomonant DNA[Appendic A1) EMmarNT APAT-AAADIIET D42016 Ageremi Dosunmu (803241)
View Datashest
5. Tircombnant DNAACoedi ATH APAT-AARDIO0S t4w010 Acarerms Dosonmu (803241
Wi Hisaany -
| g infoctious ApentsiAnponco &) AFB-AAAET1SY a2 Asecnmi Dosunmu (ad3241)
Frotcct O ) Ust of HATarddus Chemicals it Anmas{Append £)  dstasal APE AAAG GG 0a20t8 At Dasenmu (ad32e1)

Notify Approvers

¥ Jadia) RASCAL Human Subjects

Leoass tiwle  IESEUNECNER sccm Cay | Sxeoss Tocens | Corsscs fam | 10 Formy | LMD | AQTaiNe * SMDCd Caony ¢ oot of el | MU SAIGK
TRE-AAARSEO0 s rrse———— | Protoc! Number | ALAASEG

Status: Creating —= —rr = = i = i
[ Protocet conters | Protacol Year | 1 Moafesson 07 Dote Created | 0412201 143421

Ganors! infamasen | : ) Vou e | Acdermes Do (33241)

Motify Approvers

Baigroung Chek o crw of e butons. bekow i oy Approven
Laemet g Lgedied Mty &
Funang

Bermtact Un | 8 Eciioetin Lowvwraiy &

- Ramaac Promcnioe oy ¢ o obee ataions Bt wemimng e i or e Py iy ey e

e e s

Privecy & Oata Securey
Procedunes
Fincrament And Corment
Resesrch dirts & Abatracty

Fisks, Danatis & Menganng

Sueme Protscal
Coy Protocal
Deasts Broteset
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& yasia) RASCAL Human Subjects

Aved tiy|  SESISEMSSER | Ay | Bryesasl e Senpnes Epem {E0RA Py | g it | Ao | oy St | it o vomny | My Brneg

IHB-AAARIGO0 - P ———— Protocol Numbrer | ASARINOD
Status: Croating e ! i e
[  Protocel Year | MoaBtatin 00 ) Date Creasea | GANZR0TE 143431

You are | Adecers Dosune (893241

Approve Protocol

L]
Bt o Espocind e Here T Aggrove Pri
Funging

Trtat | @ Coets U

Deparmeresl toproiery
Provacy b Deta Securey
Fraceoues
Reenuemess 2rg Corsnt
fisenth dia 5 Abairacts

Fotka, Banatts & Mentorng

%Ei

HiRkA Py

Consent Form

& Jrasia) RASCAL Human Subjects

Complete HazMats
Information Message Attestation before
Because this protocol has indicated the use of human materials or other potentially infectious materials, the Pl must complete an att p rotoco I S u b m issio n

ation of cempliance to proper p

Please com

attestation by clicking on the]

Appendix Attestation:

Appendix D :

- Laser Safety Signs will
+ Appropriste Laser Safety G

fitten Standard Operating Prace
Users are trained on the [sser system speciic SOF.

Hit CERTIFY button only ONCE to compl

Cancel || CERTIF

Please Confirm [}

Read the attestation carefully. Also, make sure all of the Hazardous Materials appendix information has been completed. If any changes are made to the attached appendices after this attestation, the protocol will need to be approved again.

Cancel|| | 0K
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Status: Still Creating...
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Appandix Amsstation:
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Status: Still Creating...

HazMats Attestion ﬁ HazMats Attestation is now complete

Gonesal HATHALS FHDBEIITON MK 88N COMpRed
Funang

Pain Calpgonzation
Faesonnel
Lecatens

[rerpray omer——

Swicn Russah Asmvpinison g Sompiane Aspicason
Canumi Uity imraten Tehediegy
415

Brgs

Obecives

Aramai Lise

Surpery

Encoaint Critera

Hazamous haterials

Stanciard Procenurs Descriptions
ARaCh Documents

Pret Mgnd

Viow Datashiont

R Continue on to Protocol Submission.

it Data Validation checks are completed

P
e— here. If there are problems with either
Subeit Protocol

e Proect the Protocol or the Appendix, the

Proiocol Overview
HACUC Menu
Provicus List
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Researcher Profile Page: Information can be auto-populated to your Appendix.

Instructions: On the HazMats Page click on “Researcher Profile.

A new page will open where Lab locations, Assets (Biosafety Cabinets, Fume Hoods, and Lasers), RAM permit Number,
and Controlled Substance License can be added. When creating a new Appendix this information will auto-populate to
the form.

Note: Researcher is responsible to occasionally check-in and update this information. So if the lab moves or obtains new
engineering control certification dates, go into the Research Profile Page to update the information here so information
in the Appendix will be accurate.

gl mw.’ RASCAL Hazardous Materials

Logout|Help|  Humsan Subieats | Animal Care | Propossl Tracking | Consent Forms | HIPAA Fomms | Haz Mats | Administration | Trsining Center | Confiict of Interest | My Rascs

READ AND PRINT GENERAL INSTRUCTIONS e

Haz Mats Menu « Create an Appendix: ~Select~ | ~ Create

Researcher Profile _

Hepatitis B Vaccine Notification Form

[RASCAL Menu]

Human Subjects - JRSC Application
Human Subjects - RDRC Application

Retrieve an Appendix AP | ~Select~ v Retrieve
Search for an Appendix

Hazmats Reports

Notification Queue

Edit Personal Information

Safety Officer Approval Queue

Radiation Safety - Preliminary Review Queue
Radiation Safety - Assign Primary Reviewer Queue
Radiation Safety - Approval Queuse

Radiation Safety - Committee Queue

« IRB Human Materials Attestation Search

Centact Us | @ Columbia University B

Rascal, Research Administration and Complisnce Agplication
Cotumbia University Infarmation Technalogy
&1 Floor

i mtﬁ’ RASCAL Hazardous Materials

Logout | Help Humsn Subjects | Animsl Care | Proposal Tracking | Consent Forms | HIPAA Forms | Haz Mats | Administration | Trsining Center | Conféct of Interest | My Rascs
| HozMats | The Researcher Profils pags centralizes various items of demographic information and other data points for transfer and sutomated input into Haz Mats Appendices. Ressarchers can

experisnce expedited and accurate Appendix completion by including as much information in this profile s possible. Once complats, information will be added into any new
Appendices that are crested. Fislds that have more than one entry wil be available for selection when complefing an Appendix, and updated information will be available for input into
[RASGAL Menu] new Appendices when the information is changed in the Profile page.

Haz Mats Menu

I. Lab Location(s)

Laboratory Locations ()

Campus Building Room Modify | Delete
Il. Asset(s)
Assets J
Asset Certification Date Registration Number Modify | Delete
lll. RAM Permit
RAM Permit Number: Save RAM Permit Number

IV. Controlled Substances License(s)
Deocument Identifier:
Document Type: Controlled Substances License

File (max file size is 75 MB): | Choose File  No file chosen

Save Cancel
View Document File Name Document Type Date Created Edit Detach
0 - 0 of D results 50 v
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EH&S Review & Correspondence

EH&S will review. If the Safety Officer has comments, this will be communicated when the protocol is returned by IRB.
An Email notice will also go out via the Correspondence feature within RASCAL. The email sent via RASCAL will direct you
to a link within RASCAL. Follow the link which will return you to the Protocol History. Open View your Correspondence
under Safety Officer Hazmats Correspondence.

If there is a training deficiency and it is remedied, RASCAL will automatically update the training table. For other
changes that need to be completed by editing the Appendix: Under Hazmats, click on the Appendix link in blue under
"Attached Appendices" A new tab will open with the appendix. Make changes where relevant and select “Save” at the
bottom of the form. Once the form has been saved successfully, the changes are synced to the IRB protocol. The tab
can be closed.The Attestation will also need to be re-certified by the PI.

Rascal Haz Mats Correspondence for APD-AAAAL2S0 attached to IRE-AAARIGO0 - Message (Pla

Tell me w C...
¥ - -
%Ignore x E ﬂ (E (i E ea [52 Meeting x Permanently de.. Stewardship EE)Tc» Manager ;‘ = Rules \% {} ==
Bt oo Gt G f E7 Team Email v Done Q- Reply 8 Delete o .@ OneMate et Nl (B
Junk~ Delete eply Reply Forward [Fg \ore - = ove ign arl ateg
& Al & # Create New - [EPActions~  policy- Unread -

Delete Respond Quick Steps [ Move Tags

n Fri 4/12/2018 3:42 PM
Raccal <na-renlv-rascal@columbia.edus

Follow link or APD-AAAA4250 attached to IRB-AAARI600

TG aos 2T Igeommons. eo

THIS IS ATEST OF RASCAL. PLEASE DISREGARD.
Dear Aderemi Dosunmu,

A correspondence has been sent to you in Rascal from Environmental Health and Safety in regards to your appendix.
To view this correspondence, please click on the following link: https://test.rascal.columbia.edu/irb/protocol/AAAR9600/193650/history

If you have any questions, please contact the Rascal Help Line at 212.851.0213 or rascal@columbia.edu.
Please do not "reply” to this email.

Research Administration System
Columbia University

View Correspondence

From Aderemi Dosunmu (ad3241)

To | Aderemi Dosunmu (ad3241)

* Subject = Rascal HazMats Comespondence for APD-AAAA4250 attached to IRB-AAARSED0

Hello,

EH8S has reviewed and returned your appendix. Flease respond to the following concerns, and if necessary, make the requested changes to the
appendix in Rascal.

Notes/Message:Add another laser

when resubnitting the appendix through Rascal, please also use the "correspondence” function in Rascal to send EMds a message indicating the
specific changes made or comments/questions/clarifications for the safety officer to revies.

For EH&S questions, including questions about this correspondence, please contact EHES at 212-385-6739 and ask for the Safety Officer who
reviewsd the specific Appendix.

Thank you,
Columbia University Envirommental Health & Safety Office
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o Columbia University's RASCAL

<« c

«i yaia)

Logout | Help|

@ httpsy//www.rascal.columbia.edu/irb/protoccl/AAAI

| Animal Care | Proposal Tracking | Consent Forms | HIPAA Fomms | Haz Mats

+

60/269440/hazmats

RASCAL Human Subjects

| Trsining Center | Confiict of Intevest | My Rascal

IRB-AAAR5960
Status: Creating

Protocol Content

General Information
Attributes
Background
Exempt and Expedited
Funding
Locations
Personnel

Departmental Approvers
Privacy & Data Security
Procedures

Biological Specimens

Drugs/Biologics

Existing Data
Recruitment And Consent
Research Aims & Abstracts
Risks, Benefits & Monitering

Subjects

Documents

Consent Form

Abbreviated title | tes Protocol Number | AAAR5S360

Originating Department | EHS Research (521140X) Protocol Initiator | Aderemi Dosunmu (ad3241)

Protocol Year | 1 Modifi 00

Date Created | 09/21/2017 11:34:18

Principal Investigator You are | Aderemi Dosunmu (ad3241)

Select the link to
Hazmats
Helpful Information: @

directly edit the
Biosafety (Appendix A): @ .
Laser (Appendix D): @ appendlx

Hazardous Chemicals (Appendix E): @
Formaldehyde (Appendix E2): @
Radiation Safety (Appendix H): @

Use of R DNA (rDNA) in Human Transfer (Appendix M): @
Attached Appendices
Type Title Appendix Number Date Created Initiator Approval Letter Action | Staff Replace with a copy
Recombinant DNA (rDNA) APM-AAAAG050 06/19/2019 ‘Aderemi Dosunmu (ad3241) NiA X =) * ]
Molecules in Human Gene Ead Bl
Transfer(Appendix M)
All released Appendices to which you have access and are not currently attached to a protocol.
Attach Type Title Number Date Created Initiator
2 Use of Hazardous Chemicals in APE-AAAG5127 05/10/2019 Aderemi Dosunmu (ad3241)
8 .
=1 Animals(Appendix E)
(=) Biosafety(Appendix A) APA-AAVAZTES 05/2412019 Aderemi Dosunmu (ad3241)
@ Recombinant DNA (rDNA) Molecules in APM-AAAATOSD 06/06/2019 Aderemi Dosunmu (ad3241)
8 °
~—!  Human Gene Transfer(Appendix M)
| Use of Hazardous Chemicals in APE-AAAGETET 06/10/2019 Aderemi Dosunmu (ad3241)
8 .
=1 Animals(Appendix E)
|  Biosafety(Appendix A) APA-AADD3757 05/0112019 Aderemi Dosunmu (ad3241)
g| Formaldehyde(Appendix E2) APE2-AAAB2073 06/13/2019 Aderemi Dosunmu (ad3241)
g| Formaldehyde(Appendix E2) APE2-AAAB2055 06/1012019 Aderemi Dosunmu (ad3241)
=) Use of Hazardous Chemicals in APE-AAAG5H202 05/13/2019 Aderemi Dosunmu (ad3241)
L= Animals(Appendix E)

“§f Columbia University's RASCAL -

c

< yagia)

Logout | Help |

& hitps//www.rascal.columbia.edu/hazmats/appendix/M/;

Human Subjects | Animal Gare | Proposal Tracking | Gonsent Forms | HIPAA Forms | Haz Mats

x \,é' Columbia University's RASCAL - X

0/generalinformation

appendix
will openin
a new tab

RASCAL Hazardous

APM-AAAA9050
Status: Creating
(Protocol Status)

General

Personnel
Attachments
Protocol/Proposal
Appendix Action
Copy Appendix
Delete Appendix
Appendix View
View History
View Datasheet
View Correspandence
Haz Mats Menu

[RASCAL Menu]

Use of Recombinant DNA (rDNA) Molecules in Human Gene Transfer (Appendix M)

Appendix Number | AAAASOSD ‘ Subject Species ‘ NIA

Title

Creation Date | 06/19/2019 16:22:24 ‘

Aderemi Dosunmu (2d3241) ‘

Initiator ‘ Aderemi Dosunmu (ad3241)
Appendix Submitted ‘ NIA

You are

General Instructions @

. General Information

“Principal Investigator: N/A
“Department Affiliation: N/A

“IRB Number: AAAR596D
fect Ti 41255
Project Title: i
“Select the to be and fill in the specific Trade name:
[ ] Lentivirus:
|#] Adeno-Associated Virus: YE]

|| Adenovirus

| Herpes Simplex Virus:

[ Glycoprotein-deleted Rabies Virus
[ Murine Moloney Leukemia Virus
[ ]Vaccinia

[ Plasmid:

[ ]Other:
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Colombia Unbversity's RASCAL

fwwwrascalcelumbia.edu, b

! & hm

i mw RASCAL Hazardous Materials

Logout | Help|  Humen Subjests | Animad Gare | Evecces Traching | Gonsert Foema | HiEAs Eonms | Haz Maty | Agmisisratien | IIaiies, Censer | Conthet of inorat | My Bacal
LT r———————————————
APM-AAAADDL0D 4300
Status: Creating Test

{Protocol Status)

“How will the material be prepared for administration?

Appandix Conten at i
C
B “Describe the procedures in the event of spill: & -
£ 4
test
Atiachments
ProtocolPreposal
ll. Recombinant DNA Information
Appendix Action
Copy Appendix “Describe briefly the insert and provide & iption of the cells in which it is produced. s
Delete Appendix Test
Appendix View “H the vector Is designed to ba replication incompatant. note how this was Copy relevant from " brochure here. i
View History test
View Datashost “Provide a history of testing for wirus jf 1o the product, and if any such testing will be done as part of this project? You may copy or
cite the relevant page(s) from the clinical investigators” brochure to provide this information. Lo
View Correspondence Eagt =
m “identify and summarize any biosafety concerns for patients administered this therapy. These could be (1) hypothetical concems based on the nature of the therapy,
Haz Mats Menu () based on inical data, or (3 a ts from past clinical studies, fi
e
[RASCAL Menu| =83

After editing the
appendix, “Save” the

I form and close the tab.
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EH&S Approval and Correspondence

When EH&S has approved the Appendix, a notification will also be sent via IRB notification. If an approval letter is
desired, please ask EH&S Safety Officer. A letter can be generated within RASCAL and a correspondence will be sent
from RASCAL. to the Pl and the initiator in an email sent via RASCAL. Follow the Link in the email to view your
correspondence. DO NOT REPLY to email, this will not go to EH&S.

If EH&S generated an approval letter, you will also receive an email with a link to the letter.

HazMats Approval Letter Finalized for Appendix Laser(Appendix D) - Message (P14

Q Tell me what you want to do...
% Ignare x E:\/1 E:ﬂ [i;\a [E2 Meeting > Permanently de... [’ Stewardship Q-) To Manager ; <7 Rules - E |_P¢
o - Ie 5 -)d - =1 Team Email v Done 9(- Reply 8 Delete o _@DnaNote = o
Junk~ Delete eply Reply Forward [ pore ~ - ove i ign arl
3@ All e # Create New b 2A‘t'°”5' Palicy = Unrea
Delete Respond Quick Steps ] Move 1

Thu 4/11/2019 5:41 PM
Rascal <no-reply-rascal@columbia.edu>
HazMats Approval Letter Finalized for Appendix Laser(Appendix D)

To ad3241@columbia.edu

Obtain Approval letter
by following Link b.

To: Aderemi Dosunmu and Aderemi Dosunmu

Subject: Rascal Haz Mats Appendix 3150 Approval Letter

Hello,

EH&S has generated an approval letter for your ous Materials appendix.
To view the approval letter, please click on the following link: https://test.rascal.columbia.edu/hazmats/appendix/D/AAAA3150/approvalLetter/pdf

Thank you,
Columbia University Environmental Health & Safety Office

Approval letter

COLUMBIA UNIVERSITY

IN THE CITY OF NEW YORK

ENVIRONMENTAL HEALTH AND SAFETY

Apnl 11,2019
TO:  Aderemi Dosunmu
FROM: Environmental Health and Safety
RE: APD-AAAA3150
Protocol Title: test 123
Approval Date: 04/11/2019

Expiration Date: 04/09/2021

Thank you for your submission of D for using hazardous materials for research work. Please accept this letter as an
indication of approval by Columbia University’s Environmental Health and Safety.

As a remunder, the laboratory must comply with Columbia University Policy and all applicable regulations conceming
laboratory safety and handling of hazardous materials. This includes, but is not limited to, EPA, OSHA. DEA, New York
State and City regulations

Thank you,

Aderemi Dosunmu

Recording Secretary
Environmental Health & Safetv
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