How to Create an Appendix M-Human Gene Therapy and Attach to IRB Protocol

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

Go to Hazmats. Create an Appendix. Click on Dropdown menu to choose Appendix M.

(For Continuations/Modifications that have been previously approved by the IBC, a skeleton Appendix M can be
created. Please email Biosafety@columbia.edu for further instruction)

See tips and instructions below [Starting on Page 5 are instructions on how to attach to IRB protocol.

NOTE: For Human Gene Therapy Trials-DO NOT SUBMIT AN APPENDIX A. Do not email documents to EH&S,
please attach documents to the Appendix M.
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For Appendix M

Tips: If the Sponsor assists in answering the questions, you can click on View Datasheet for an empty PDF to send to the

Sponsor.
Instructions:

1. Fill out Appendix M. Fill out First Section “General”. Click Save.

2. When attaching the required documents, use the Attachments section in the Left hand side.

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

4. Navigate to your IRB protocol to attach the Appendix M.
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APM-AAAADDS2

Status: Creating Use of Recombinant DNA (rDNA) Molecules in Human Gene Transfer (Appendix M)
Appendix Number | 24440052 [ Subject Species | N/A
Title
Personnel Creation Date | 04/15/2018 11:1 Initiator |A-:erami Dosunmu (ad3241)
You are | Adersmi Dosunmu (3d3241) | Appendix Submitted |
Attachments

FrotocclPropos Generalinstructions @ General instructions explain how to fill

1. General Information out appendix appropriately.
Copy Appendix
Delet= Appendiz *Principal Investigator: N/A

*Department Affiliztion: N/A

‘iew History *Project Title:

fizw Datasheet

*Select the recombinant material{s)/product(s) to be administered, and fill in the specific Trade name:

Haz Mats Manu Lenivirus:
Il Adeno-Associated Virus:
[RASCAL Menu]

denovirus:

Herpes Simplex \irus:
Glycoprotein-deleted Rabies Wirus:
Murine Moloney Leukemia Virus:
aceinia:

Plasmid:

Cther:

*Sponsor:

“Company Name:

255
“Contsct Persen and Titke:
“Phone Number:

*|s the recombinant material coming from the Sponsor? | Yes (Mo
*|s this part of a multi-center study? | Yes | No
*If applicable, will the frial be registered with the NIH Office of Science Policy (O5P)? | Yes | No

*How will Safety Data, Serious Adverse Events, incidents, and other unanticipated events be reported and who will be responsible for reporting?

ram
*Will the ing i imitations be applicakle to these who will handle, administer, or otherwise have exposure to the product? (Check all that
apply):
. R i DNA Ir
*Describe briefly the vector/gene insert construct and provide a description of the cells in which it is produced.
1m0
*If the vector is designed to be replication i p t, note how this was accomplished. You may copy or cite the relevant pagefs) from the clinical investgarors”
brochure to provide this informagon.
1m0
*Provide a history of testing for ication p wvirus if i to the product, and if any such testing will be done as part of this project? You may copy or
cite the relevant pagefs) from the clinical invesogarors' brochure 1o provide this informaton.
1m0

“ldentify and summarize any biosafety comcerns for patients administered this therapy. These could be (1) hypothetical concerns based on the nature of the therapy,
(2) concerns based on preclinical data, or (3) anticipated adverse events from past clinical studies.

1m0
*Does data on localization and shedding exist? @)Yes | No
*Will there be any assessment of shedding as part of this project? | Yes | Mo
*What is the expected persistence of recombinant materizl and gene expression in patients?
210
*Will it be necessary for patients to limit their types of personal contacts? | ¥es | No
*What provisions (if amy) will be in effect to isolate patients from susceptible individuals who may be present in clinical areas while viral shedding may be
occurring?
210

iSave] SAVE: Work will be deleted if not
L saved after each section

Fascal Fesearch Admivsiration and Camplance o0




Adding Attachments to Appendix M:

NOTE! Provide 2 printed hard copies of each attached document to the IBC. Package can be dropped off at Biosafety Office
on W168th St. Suite 54.

Required Documents:
e If the Sponsor (not the PI) will be responsible for the reporting requirements, Pl must submit a copy of the letter sent to the NIH
Office of Biotechnology and Activities (OBA) of this delegation.

The scientific abstract. The abstract from the grant proposal may be used.
A copy of the Clinical Investigator’s Brochure.

e The Informed Consent Document that is currently (or will be) under consideration by the University’s Institutional Review
Board (IRB).

Suggested Documents (the NIH no longer requires some documents below, so disregard submission of NIH documents if not
available):
e (Applicable only if there is RAC review) If the aforementioned response, ‘Outcome of the Initial Review by the Recombinant
DNA Activities Committee’, indicates comments by RAC members, this must be attached.

e Annual Safety Report/Information on Serious Adverse Events/Unanticipated Events (only required upon renewal)
The Sponsor’s NIH submittal as per Appendix M of the rDNA Guidelines, Considerations for Human Gene Therapy.
A copy of the NIH’s response to the Sponsor’s Appendix M submittal.

m’ RASCAL Hazardous Materials

é
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Logout | Help Hurnn Subjects | Animsl Care | Proposal Tracking | Consent Forms | HIPAS Forms | Haz Msts | Administrstion | Training Center | Confict of Interest | My Rascs
APM-AAAAD052 Use of Recombinant DNA (rDNA) Molecules in Human Gene Transfer (Appendix M)
Status: Creating
Appendix Number | A2AA0032 Subject Species | N&
Title
General N p— -
Creation Date | 04/15/2019 11:12:03 Inifiator | Aderemi Dosunmu (ad3241)
Personnel You are | Aderemi Dosunmu (ad3241) Appendix Submitted
lll. Attachments

ProtocolPropoesal

NOTE! Provide 2 printed hard copies of each attached document to the IBC. Package can be dropped off at Biosafety Office on W168th St. Suite 54.

Appendix Action
Copy Appendix Required Documents:
= [fthe Sponsor (not the PI) will be responsible for the reporting requirements, Pl must submit a copy of the letter sent to the NIH Office of Bictechnology and Activities (OB4) of
this delegation
« The scientific abstract. The abstract from the grant proposal may be used.

Delste Appendix

« A copy of the Clinical Investigator's Brochure.
“iew History « The Informed Consent Document that is currently (or will be) under considerstion by the University's Institutional Review Beard (IRB).
View Datashest Suggested Documents:
= (Applicable only if there is RAC review) If the aforementioned response, ‘Outcome of the Initial Review by the Recombinant DMNA Activities Committee’, indicat by
RAC members, this must be attached.
Haz Mats Menu « Annual Safety Reportiinformation on Sericus Adverse Events/Unanticipated Events (only required upon renewal)
» The Sponsor's NIH submitial as per Appendix M of the rDMA Guidelines, Consi i for Human Gene Therapy.
[RASCAL Menu] «  Acopy of the MIH's response to the Sponsor's Appendix M submittal.
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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 Appendix M 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. If Clinical Staff will be trained by PI, please provide documentation attesting to this within the
attachments section of the Appendix M.

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 are
to take Safety trainings and 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.
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Flease contact the Human Ressarch Protection Cffice if you have guestions sbout submitting to the IRB, or whether this study requires review.
CUMG Camnpus:

(212) 305-55283 | irboffice@columbis_edu

CU-MS and LDEC Campus:

(212) 351-7040 | askirb@columbia.edu
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Logout |Help|  [MEPRYSME®E® | Animal Care | Progossl Tracking | Consent Forms | HIPAA Forms | Hez Msts | Adminssirstion | Trsining Center | Confict of Interest | My Rescs
IRB-AAAR9905 Abbreviated title | dfsdfdisaf Protocol Number | AAARSGD5

Status: Creating Originating Department | EHS Envircn Health Sci Rsch (3211402) Protocol Initiater | Aderemi Dosunmu (303241)

Protocol Content Protocol Year | 1 Modification 00 Date Created | 07/11/2012 12:19°58

General Information Principal Investigator | Aderemi Dosunmu (ad3241) You are | Aderemi Dosunmu (ad3241)

Attribute .
rioutes General Information

Funding

Personnel General Instructions

Departmental Approvers 1. Enter information in each section and be sure to SAVE your work
= A & Absract 2 This symbol @ means help information
esearch Ams & Apstracts 3 This symbol () means loskup/add information
4 e means hat hovering the cursor over the text will show a definition
5. ndicate required guestions
Hazmats 6. No data on a page is saved uniil you receive the green save confirmation message. Please remember fo save often!
7. Following successful 'Save’ of a page, review left hand menu for additional Pages 1o be completed
FIREARELE & While each individual page may be considered 'complets” upon save, at the time of submission the system may identify additional areas wnere the information is inconsistent or
BEEETS incomplete between pages.
Consent Form Please contact the Human Research Protection Office if you have questions about submitting to the IRB, of whether this Study requires review.
Protocol Actions CUMC Campus: (212) 305-5383 irboffice@columbia.edu hitp:/fwww.cume columbia.eduldeptfir &
CU-MS and LDEC Campus: (212) 851-7040 umbia.edu htip:/iwww columbia edu/cufirb &
Notify Approvers
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Print Menu “Abbreviated Title (maximum 60 characters) @ dfedfdfsal

View Datasheet

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

View History O)Yes @No
Protocol Overview Is the purpose of this submission to obtain a "Not Human Subjects Research” determination? @
- ()Yes @No
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Complete HazMats
Attestation before
protocol submission

Information Message

Because this profocol has indic

the use of human materials or other potentially infectious materials, the PI must complete an attestation of cor

npliance to proper pros Please com; e aftestation by

king on the]

Appendix Attestation:

Appendix D :

Lisser Safely Signs will be posted on the entrance door to 1
Appropriste Lzser S gles/Glasses wil
Written Standard Opersting Procedur
+ Users are trained on the laser system s

aser use room.

Please Confirm o
GContac &
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]|| OK
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Status: Still Creating...

HazMats Attestion «’ HazMats Attestation is now complete

Gareral Hazhlabs sliestabon Fos been compieled

Continue on to Protocol Submission. Data
Validation checks are completed here. If there
are problems with either the Protocol or the
Appendix, the follow the instructions on the
screen to navigate back to the problem areas.
Otherwise, you will be allowed to proceed with
IACUC protocol submission.
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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 Carrespondence for APD-AAAA4250 attached to IRB-AAARIGOD - Message (Pla

File Message Adobe PDF Tell me what o
& Ignore x E ﬂ (E a E A 7. Meeting x Permanently de... P Stewardship 7o Manager “ < Rules - E E\} ==
€ - EJ Team Email v Done =] Reply & Delete OneMote -
Delet Reply Reply F d M Assi Mark Cat:
Junk~ Delete eply Reply Forward [T pore - - ove . ign Mark Categ
& All & # Create New ~  [EPActions™ | pglicy~ Unread  +
Delete Respond Quick Steps ] Move Tags

Fri 4/12/2019 3:42 PM

= = |@columbia.edu>

Follow link e for AP, 4250 attached to IRB-AAAR9600
1o ad323Ti@columbia. ean

THIS I5 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/AAARSE00/193650/ 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 Comrespondence for APD-AAAA4250 attached to IRB-AAARSE00

Hello,

€8s has reviewed and returned your appendix. Please respond to the following concerns, and if mecessary, make the requested changes to the
appendix in Rascal.

Notes/Message:add another laser
uhen resubmitting the appendix through Rascal, please also use the “correspondence” function in Rascal to send EHES a message indicating the
specific changes made or comments/questions/clarifications for the Safety officer to review.

For Exls questions, including questions about this correspondence, please contact EHis at 212-3e5-6782 and ask for the safety Officer who
reviewed the specific appendix.

Thank you,
columbia University Environmental ealth & safety office
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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)
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8 °
~—!  Human Gene Transfer(Appendix M)
| Use of Hazardous Chemicals in APE-AAAGETET 06/10/2019 Aderemi Dosunmu (ad3241)
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=) Use of Hazardous Chemicals in APE-AAAG5H202 05/13/2019 Aderemi Dosunmu (ad3241)
L= Animals(Appendix E)
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(Protocol Status)
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Appendix Action
Copy Appendix
Delete Appendix
Appendix View
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Haz Mats Menu
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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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After editing the
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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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