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Objectives

* To understand when an Amendment
application in iStar is required for a ceded
study.

* To understand the IRB of Record’s Approval
letter.

* To understand how to prepare an

Amendment application in iStar.
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Glossary

e Ceded Study: A research study that is deferred to an external IRB for
review and oversight.
= Ceded submissions are NOT reviewed by CHLA IRB and do not
receive CHLA IRB approval.
= Ceded submissions are reviewed by CHLA HSPP Reliance
Administrators for study-specific local considerations/ local
context requirements and receive clearance.

e Local Considerations (aka Local Context Requirements):
Requirements of any applicable state or local laws, regulations,
institutional policies, standards or other local factors, including local
ancillary reviews, relevant to an instance of research.

* External IRB Consent Form Checklist
* NMDP IRB Consent Form Checklist
* NCI CIRB Boilerplate for Consent Forms

¢ CHLA Institutional Profile Information Sheet (CHLA Local Context)
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https://smartirb.org/glossary/

Glossary (cont.)

* External IRB: Any IRB that is not our local CHLA IRB, such
as Advarra IRB, WCG IRB, etc.

* Reviewing IRB: The IRB serving as the IRB of Record for all
participating sites in a multisite research study. A
Reviewing IRB can be a central, commercial, institutional,
or independent IRB.

" Interchangeable terms: the IRB of Record, Central IRB,
sIRB, or single IRB

* Relying IRB: The IRB that is relying on the review of
another IRB, to serve as the IRB of Record for a multisite
research study.
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Why do | need to submit AM
application in iStar for a ceded study?

e The Amendment (AM) application is necessary to maintain the initial
ceded application current. Reliance Administrators review the AM
application to:

= ensure continued compliance with CHLA local context
requirements (e.g., ancillary reviews, HS and GCP certification,
etc.)

= ensure continued compliance with CHLA-required language in
the IRB approved CHLA-specific consent and/or assent forms

Current State
Study

I Approved

* After clearance of the initial ceded application, -Sum
click on “New Amendment” to create an AM

application.

My Activities
General
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When do | need to submit AM
application in iStar for a ceded study?

The AM application in iStar is necessary to obtain CHLA HSPP clearance to use
CHLA-specific IRB-approved documents, such as:
= consent forms ~Summary

Full Title of Application:

= assent forms N Comactrson:
recruitment materials CHLA HSPP cleared IRB-approved

subject-facing documents, etc. ' | RV YL

forms will be accessible to study O -
teams in Approved Document Approved Documents: [View]
(Summary page of initial study '

application).

Review Type:

|
pelel
=2
@
e

An AM application must be submitted in iStar the first time CHLA-specific
documents are approved by the IRB of Record (first approval)*.

*Except for studies reviewed by WCG IRB and NCI IRB, a
draft version of CHLA-specific consent/assent forms

were cleared in the initial ceded study application.
Children’s
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Do | need to submit an AM Application in iStar
every time the IRB issues an Approval Letter?

For the life of the study, an AM application is required in iStar:

 When the IRB of Record approves:
= changes to the study protocol by approving an updated protocol
= changes to CHLA-specific consent and assents forms
= changes to CHLA-specific recruitment materials
= changes to CHLA-specific subject-facing documents
= Non-substantial changes to the protocol/study procedures by
approving a protocol clarification memo, IB, etc.

 When the IRB of Record issues an Approval Letter for a change in the
Enrollment Study Status (or if a memo is issued by the
CRSO/sponsor)
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Do | need to submit an AM Application in iStar every
time the IRB issues an Approval Letter (cont.)?

For the life of the study, when the IRB of record issues the
Continuing Review (CR) approval, if applicable to the study, an
AM application in iStar is required.

* When the IRB of Record issues consent/assent forms stamped with
the updated approval and expiration date, upload them in item 24.7
of the AM application. Reliance Administrators will clear them for
use. Cleared IRB-approved CHLA-specific consent/assent forms will
be accessible to study teams in Approved Document (Summary page
of initial study application).
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NCI CIRB CR Approval

* For the life of the study, when NCI CIRB issues the CR approval,
please upload in item D1.2 a zip file with all documents in the

CR event.

* Reliance Administrators will stamp current IRB-approved CHLA-
specific consent and/or assent forms with the new approval
and expiration dates.

 Cleared IRB-approved CHLA-specific consent/assent forms will
be accessible to study teams in Approved Document (Summary
page of initial study application).
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Where can | find cleared IRB-approved
consent and assent forms?

Current IRB-approved CHLA-specific consent and assent forms
cleared by Reliance Administrators will be accessible to study
teams for use in the initial ceded application Summary page:

~Summary

Full Title of Application:

Principal Investigator: Contact Person:

Faculty Advisor: Review Type: Ceded
Review

IRB Administrator: IRB Received Date:

Effective Approval Date: Letter of Approval: View

Expiration Date: Approved Documents: [View]

Enrollment Status: a. Enrolling New Subjects/Data/Specimens

Reviewing IRB:
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Amendments Initiated by CHLA

An AM application in iStar is required for the following before submitting to the IRB of

Record:

Change in the CHLA Principal After CHLA HSPP clearance, the IRB of Record’s

Investigator (Pl) approval will be obtained and submitted in iStar in
a separate AM application, along with revised IRB-
approved CHLA-specific Consent/Assent Form(s).

Change or addition of CHLA Co- For these amendments, contact the IRB of Record
Investigators (Co-l) to find out if IRB approval is required.

Change or addition of CHLA study
personnel who will obtain consent

CHLA-specific recruitment After CHLA HSPP clearance, the IRB of Record’s

material(s) or subject-facing approval will be obtained and submitted in iStar in

documents a separate AM application, with the IRB-approved
document.

Amendments: Pl, Co-l, personnel obtaining consent

* Reliance Administrators will verify human research training requirements are completed for changes in
study personnel

* When applicable, Reliance Administrators will verify that revised consent form contains financial conflict
of interest language, as suggested by CMP.
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IRB of Record Approval Letter

Terms IRBs use to refer to the IRB Approval Letter:

IRB of Record Approval Letter

WCG IRB Certificate of Action

Advarra IRB Approval Notice

UCSF IRB Outcome Letter

NMDP IRB Notice of Action

JCHR IRB Decision Letter

Sterling IRB Approval Notification

BRANY IRB MASTER File Approval Notice

City of Hope IRB Notification of _ Approval
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Understanding the IRB Approval
Letter

The IRB of Record Approval letter may contain

pertinent information for the AM application in iStar,
such as:

* List of IRB approved documents

* IRB approval and expiration date, when applicable
* Re-consent instructions, when applicable

* Regulatory determinations

* Pl Responsibilities, etc.

Children’s
Hospltol
LOS ANGELES:

CLINICAL RESEARCH REGULATORY AFFAIRS, HUMAN SUBJECTS PROTECTION PROGRAM



Example: Advarra IRB

A &100 Merriweather Dr., Suite 600

This letter is approvin ADVARR A Cotumbia, MO 21044

410-884-2900
the PI of the site
(along with _
modlflcatlons tO the PRINCIPAL INVESTIGATOR APPROVAL WITH MODIFICATIONS
SsSUoOImITIE
research). DATE: 16 Apr 2021

TO:
Tells us when the IRB PROTOCOL.
. )
approval expires.
SITE APPROVAL: 8 Feb 2021
SpeCiﬁeS the approved IRB EXPIRATION: 18 Nov 2021
documents. I o _
IRE APPROVED/ACKNOWLEDGED:
Documents that Wi” be Protocol Version(s): ¢ Protocol Version 3.0 (Dated December 2, 2020)
H H Consent Form(s): e Informed Consent Form . (Advarra IRB Approved
Smeltted In AM Version 18 December 2020, Revised 5 Apr 2021) H
H H ini . ¢ Informed Consent Form + (Advarra IRB Approved
ap p Ilcatlon In IStar' Version 18 December 2020, Revised 5 Apr 2021)
_ * Assent To Participate In A Research Study For Subjects Age 7-13
prOtOCOI Version: 1.0. Finalized Date:
03/12/2021)
- Consent and assent +  Assent To Participate In A Research Study For Subjects Age 7-13
Version: 1.0, Finalized Date:
form 03/12/2021) : T
Other Material: « Patient Cloud Quick Reference Card (Dated 25 Febmary 2021)
Children’s
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LOS 'ANGELES: CLINICAL RESEARCH REGULATORY AFFAIRS, HUMAN SUBIJECTS PROTECTION PROGRAM




Example:

Specifies approved

documents:

Documents that will be

submitted in AM

application in iStar:

- Protocol letter

- Protocol

- Consent and assent
form

Special notes
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WCG IRB

\’l Certificate of
ch h Action

jnvestigator Name: . Board Action Date: 09/26/2024

Investigator Address: 4650 Sunset Blvd., MS#034
Los Angeles, CA 90027, United States

Approval Expires: 07/11/2025
Continuing Review Frequency: Annually

Sponsor: Mezzion Tharia oo, Lid. Sponsor Prowcol mamoers me-uaenafl-05

Institution Tracking Number: - _ . _. __._. Amended Sponsor Protocol Number:

Study Number: "~ IRB Tracking Number:

Work Order Number:

Protocol Title: .

THE FOLLOWING ITEMS ARE APPROVED:

Advertisement — Phone Script - If speaking with the subjects #39814834.1 - As Submitted (source: 6.0 mz udenafil
05_phone script_vm added_v3_30may24_clean)

Advertisement — Telephone Visit Script - If speaking with the subjects #39814832 1 - As Submitted (source: 5.0 mz
udenafil 05_telephone visit script_v2_10apr2024_clean)

eCOA Participant Guide #37804935 1 - As Submitted (source: 11.0 mz udenafil 05_participant
guide_v3.0_27jun2024_clean)

Priapism Talking Foints Guide #41444712.0 - As Submitted (source: 8.0 mz udenafil 05_priapism talking
points_w1.0_31may2024)

Protocol Letter (08-19-2024) Final Dose of Study Drug (source: 3.0 mz udenafil 05_protocol administrative letter_
2_19aug2024)

Revised Protocol (07-23-2024) Version 4.0 (source: 1.0 mz udenafil 05_protocol_amendment 3_v4.0_23jul24_clean)
Assent Form - Ages 12-17 [IN1-0]

Consent Form [IN3-0]

Please note the following information:

Please have all pariicipants completing study visits, and all participants who are able to become pregnant and completed
the study within the past 90 days, and all future participants sign the Consent Form(s) specified in this approval. This
includes those completing remate visits, but not those whao are in follow up only.

THE IRB HAS APPROVED THE FOLLOWING LOCATIONS TO BE USED IN THE RESEARCH:
Children's Hospital Los Angeles, 4650 Sunset Blvd., Los Angeles, California 90027

ALL IRB APPROVED INVESTIGATORS MUST COMPLY WITH THE FOLLOWING:

As a requirement of IRB approwval, the investigators conducting this research will:

Comply with all requirements and determinations of the IRB.

Protect the rights, safety, and welfare of subjects involved in the research.

Personally conduct or supervise the research.

Conduct the research in accordance with the relevant current protocol approved by the IRB.
Ensure that there are adequate resources to camy out the research safely.
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Example: UCSF IRB
UCsF

e Approval letter can be nivrsty of Caoria
Iengthy. In this irb.ucsf.edu
exam p|e page 4 Human Research Protection Program
U

Institutional Review Board (IRB)

contains four of the
15 IRB approved
CHLA-specific Consent

Full Committee Approval

Principal Investigator

Type of Submission: Continuing Review Submission Form

FormS Study Title:
. Som e I R BS Wi I I stam p Study Status: sIRB Active Full Board
IRB #:
Consent and assent Reference #:
. Reviewing Committee:
forms W|th new Study Risk Assignment:
Approval Date: 05/14/2024 _ Expiration Date: 05/13/2025
approval and
. . Regulatory Determinations Pertaining to This Approval:
eXp' ration d ates at C R . [HMH_PNOC022 CC 200821_Tx_ ICF_Cohort 4 MP_30Jan2024 [Version 1.1 |01/30/2024 |Approved
Linai i maiAmana ~m AnAAAd T A A A A A AR AAAA | IRV YR Y- Y B P
RN O 0022 0020000 4= T O = Coliont At =2 0danal 4 ersion it 20/2024 Appraved
CHLA PNOCO022 CC 200821_ ICF_Cohort_5 MP_30Jan2024. Version 1.1 [01/30/2024 |Approved
L4 SO me a p p rova | |ette r CHLA_PNOC022 CC 200821_ ICF_Cohort_5 AA_30Jan2024 Version 1.1 [01/30/2024 |Approved
. .. CHLA_PNOC022 CC 200821_Tx_ ICF_Cohort 4 MP_30Jan2024 Version 1.1 [01/30/2024 |Approved
(o0) nta INS MINIMa | CHLA _PNOC022 CC 200821_Tx_ ICF_Cohort 4 AA_30Jan2024 Version 1.1 |01/30/2024 |Approved
. . WUSTL_PNOC022 CC 200821_ ICF_Cohort_5 MP_30Jan2024 Version 1.1 |01/30/2024 |Approved
| nfO rmation. WUSTL_PNOC022 CC 200821_ ICF_Cohort_5 AA_30Jan2024 Version 1.1 [01/30/2024 |Approved
WUSTL_PNOC022 CC 200821_Tx_ ICF_Cohort 4 MP_30Jan2024 Version 1.1 [01/30/2024 |Approved
WUSTL_PNOCO022 CC 200821_Tx_ ICF_Cohort 4 AA_30Jan2024 Version 1.1 [01/30/2024 |Approved
UCSD-RCHSD_PNOC022 CC 200821_ ICF_Cohort_5 MP_30Jan202  [Version 1.1 [01/30/2024 |Approved
Children’s
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Example: NMDP IRB

NATIONAL ll 1

R BE 2% THE MATCH :|| nmdp

i National Marrow I NN?ILORNOAV'V- National Marrow Donor Program® In . Pl
Institutional R OO IRB Registration: IRB00001253  Ag Notice of Action

Sl NMDP*¥ Institutional Review Board . Slte PI and Relylng
Notice of A( IR8 Registration: IRB00001253  Assurance: FWA0000044 . .
Institution

IRB Registration: IRBO0001253 PROGRAM®

Notice of Action Specific

Date: September 16, 2024

Date: February 10, 2023 M Date: e 1 Meeting Date: Expedited Review 45 CFR 46. o Type of review
ate: December 21. 2023 { Research .
Meeting Date: Expedited Review- ha
2 - '.‘n_ngl I“’ . Re:'e“ ;:mu cl g Meeting Date: December 21, 2023 2 Principal Investigator: DOCU ments recelved
rincipal Investigator at ving Institution: . Lo I _ o o g
i g ving Principal Investigator: Relying Institution: Children's Hospital of Lo . S p ecla | instructions
Relying Institution: Children's Hospital of Los Ang et Study Title: |
Study Title: . :
Study Title: » _ . IRB Approval
- Protocol Version: Research Repository vi3 (] . .
e 3 Number of participants approved: Unlimited| EXpl rat|0n date
Protocol Version: v1.6: 25 Apnl 2023
Protocol ID: ... . B TYPE OF REVIEW:
3 Protocol ID: TransIT AMENDMENT. Documents received are i
VIEW: Number of "tici roved: 23
" ! participants approved: 234 Recipients
Initial Review

. Minor-Assent-Form-Ages-7-13.doc (Assent Form)
” . 2 4 . 1ult Consent-Parent-Assent 14-17
TYPE OF REVIEW: _05.16.24 (TC).doc (Assent Form)

Documents received are listed below: Continuing Review: Open to accrual

4 STATUS:

o Adult Screening ICF Template v1.4 CHL APEROED

(Consent Form) STATLUS:
e Adult Treatment ICF Template vi4 _CH

- APPROVED Stipulations have been met_ Study may be initiated/continued
(Consent Form) H

Amendment Approved as of: September 13, 2024

. >_CITIHS_Exp_12.5.24/ Term of Approval: December 21, 2023 through Def
» ( onsent Approval_2.7.23.msg (Misc/Oth All projects must be reviewed for continuation of work. No modification may be
e [AA with CHLA for v1.0 01-19- »  All projects must be reviewed for continuation of made in the protocol or in the wording of the IRB approved consent(s) without the
o Parental Screening and Assent ICF Temp the protocol or in the wording of the IRB approw prior approval of the IRB. ) - )
Redlined 2223 2823 docx (Cons the IRB - f NI‘_v'IDP donors are re_search _Subjects on the study, additional IRB/Ethics
] - - g e . Review approval from international donor centers may be required.
o Parental Treatment and Assent ICF Temy » If NMDP donors are research subjects on the stud - NMDP IRB-approved donor/recipient consent forms are attached, if applicable.
Redlined 2223 2823 docx (Conse approval from international donor centers may b{ + The Principal Investigator is responsible for reviewing the information in the email
. Screening Assent Form (Age 7-1 «  NMDP IRB-approved donor/recipient consent fa that accompanies this Notice of Action.
(Consent Form) +  The Principal Investigator is responsible for revid 5 Reconsent (if applicable): The NMDP IRB determined that re-consent of study

. Treatment Assent (Age 7-13) vl

accompanies this Notice of Action subjects is NOT required.
Redline 1523 . docx (Consent Form)

The continuing review approval for the study includes the re-approval of each participating
study site currently relying on the NMDP IRB for the study.

STATLUS:
APPROVED

Approval Date: February 10, 2023

Children's
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Creating an AM application in iStar

From the initial study

IRB > example application, click on New © relp
Current State - Amendment to start an AM
Study: exampll CHLA-24-00002
| Approved | application.
~Summary
Full Title pplication: example
pal Investigator: Veronica Jimenez Contact Person:
Faculty Advisor: Review Type: Ceded
New Reportable Event Review
e IRB Administrator: System Administrator IRB Received Date:
s Effective Approval Date: 10/16/2024 Letter of Approval: View
My Activities -
Expiration Date: Approved Documents: [View]
General ) ) ) )
£ Send Message to IRB Enroliment Status: a. Enrolling New Subjects/Data/Specimens
Reviewing IRB:
& Send Request to Publish Study
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Type of Amendment

AM1.1. ~ ldentifier for this Amendment:

[ e Common type of amendments
for ceded applications.

- * The response to item AM1.2

brug or Devce usually depends on the IRB
Enolmen Staus Change Approval letter.

Funding

AM1.2. * Type of Amendment(s) (check all that apply}):
Type

Informed Consent and/or Addenda

Change in study personnel is
typically initiated by CHLA.

Investigator's Brochure / Package Insert
Locations

Number of Subjects

Procedures andfor Protocol
Recruitment Materials

Risks/Harms

Study Personnel

Subject Population

0000 o0oOoooooooob

Subject Reimbursement / Compensation

O

Other

AM1.3. Will the changes you are making affect the accuracy of the study abstract?

(O Yes (O Mo Clear
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IRB Approval Letter determines response to AM1.2

AM1.2. ~ Type of Amendment(s) (check all that apply):

Tvpe IRB APPROVED:
B Example #1
(] Editorial e Protocol (Version 5.0, Dated 15 Apr 2024)
[] Drug or Device
e Informed Consent and Assent Form (Ages 14-17) (Advarra IRB
[ Enrcliment Status Change Approved Version 18 Jun 2024)
e Assent Form (Ages 7-13) (Advarra IRB Approved Version 25 Jun
[ Funding 2024)
E] Informed Consent and/or Addenda
[] Investigator's Brochure / Package Insert
[] Locations AM1.2. * Type of Amendment(s) (check all that apply):
Type

[] Mumber of Subjects

[] Editorial
E] Procedures and/or Protocol

[] Drug or Device

IRB APPROVED: Example #2 [] Enroliment Status Change
e Investigator's Brochure for . y (I - 1120) (Version 21, [J Funding
Dated 05 Apr 2024)
D Informed Consent and/or Addenda

e Main Informed Consent and Assent Form Ages 14-17 (Advarra IRB
Approved Version 29 Jul 2024) ] Investigator's Brochure / Package Inseft

Children’s
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AMS5. Informed Consent and/or Addenda

AMS. Informed Consent and/or Addenda
This screen is reguired if you indicated this amendment involves Consent Form or Consent Fon D ocume nts nee d e d .

AM1.2) .
AMS5.1. Please summarize each change to the Informed Consent process, forms, and/or d y In Item D12 upload the IRB
for the change: approval letter for the approved
consent/assent forms described
here (AM5.1).

The corresponding IRB-
approved CHLA-specific

consent/assent forms will be

AMS5.2. Have you ever enrolled anyone in this study?

@ ves O No Clear uploaded in item 24.7.
AMB.3. S;Oli;;isenomlﬁg [ﬁ:}vinusly enrolled subjects be informed of the changes? ITEM AM53 ReVieW the IRB
AMA5.3.1. How do you plan to inform them? (check all that apply) approval Ietter tO ensure the

O Verbal Disclosure response to item AM5.3 is
[J Script/ Information Shest compliant with IRB of Record’s

[J Addendum Informed Consent / Mew (additional) Infermed Consent dete rmination.

D Revised Informed Consent / Information Sheet

AMA.3.2. Explain who will do this and when it will be done;

Children’s
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AMS5.1 — First Approval

* |If submitting IRB approved consent and/or assent forms for the first time,
indicate as such.

Examples:

- “Submitting site approval and IRB-approved consent forms.”

- “The study protocol (v4.0 which supersedes v3.4) has been updated
to include an observational cohort. The English and Spanish consent
form for the observational cohort has been approved and is being
submitted. ”

- “Parent/Youth Assent is being added to the study for a new arm of
the study”.

- “The sub-study consent form is being added to the study as CHLA is
now participating in this arm of the study.”

Children’s
Hospltol
LOS ANGELES:

CLINICAL RESEARCH REGULATORY AFFAIRS, HUMAN SUBJECTS PROTECTION PROGRAM




AMS5.1 — Revised IRB Approved CHLA-
specific Consent and/or Assent Forms

* |If submitting current revised CHLA IRB-approved consent and/or assent
forms:
- Please briefly summarize the major IRB-approved changes
- Include rationale for changes (e.g., due to protocol change, IB, etc.)
- Do not provide a detailed description changes
- Do not state “see summary of changes/ tracked changes document”

These are consent forms previously cleared for use that have been revised, and
revisions have approved by the IRB of record.

Examples:

=  “The study is being modified to remove x, y procedures. The consent form is
being revised to reflect these protocol changes. Additionally, the ICF is being
modified to correct for previous typos and for clarity.”

=  “Edits were made to the parent ICF and assent form.”
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AMS8. Procedures and/or Protocol

AMS. Procedures and/or Protocol

This screen is required if you indicated this amendment involves changes fo Procedures and/or the
Protocol (Question AM1.2.)

AMS8. Please describe the nature and rationale for changes to the protocol, procedures or
methods:

“

addition to the changes
ive), please remember
otocol (5.2). If you have
ding the sponsor's

You must make your changes in the body of the main study application. In

Documents Needed in item D1.2:

 The IRB approval letter for the
approved protocol described
here (AMS8)

Provide a summary of the major
changes (i.e., added study
procedures, new software/data
storage location, added
guestionnaires, etc.)

Include rationale for changes (e.g.,

due IB, etc.)

Do not copy and paste from the
summary of changes.

Do not state "see summary of
changes/redlined
document/protocol/etc."

* The corresponding IRB Example response: Protocol amendment v6.0 has recently

approved protocol
Protocol Summary of Change,

been approved. The amendment includes both administrative
and non-administrative changes. Notably, the exclusion for
acute SARS-CoV-2 infection has been removed, while the

r ey :
if it’s not in the protocol (or exclusion for any active respiratory infection causing
redlined copy of the protocol) significant deterioration in respiratory function has been

further codified. There is no revised ICF associated with

protocol amendment v6.0.
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AMBG6. Investigator’s Brochure (IB)

AMBS6. Investigator's Brochure / Package Insert DO NOT submit the IB.
Refer to the

AM6.1. Has the risk/benefit ratio for this study changed? Am en d me nt

O Yes @ No Clear

This screen is required if you indicated this amendment involves Investigator's Brochure / Package
Insert(Question AM1.2.)

application submitted
to the IRB of Record to
AM6.2. Does the protocol require modification? ' g
® ot 5 No Cloo provide applicable

AM&6.3. Does the informed consent require modification? res po nse to Ite m A M 6 :
. Yes O No Clear

AM6.4. Do previously enrolled subjects need to be informed of these changes?

@ Yes O No Clear

Based on your review of this updated or revised Investigator's Brochure / Package Insert:

Documents Needed:

AMS.5. If you checked "Yes" to any of the above questions, please describe: - IRB approval letter for
IB, and if listed on IRB
approval letter revised
consent/assent form and
protocol

You must upload the updated document(s) in the correct place in the main study application. If
revisions require changing any other information, including the Protocol or Informed Consent,
please revise the requisite information in the main study application. If you selected "yes" to any of
the above questions, at a minimum the requisite items (items 27 and 28 for Risks/Harms, 4.2 for the
protocol, and 24 for Informed Consent and Addenda) must be altered to reflect the change.
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AM1.2.1 New Enrollment Status

AM1.2.1. New Enrollment Status:

. Enrolling New Subjects/Data/Specimens
Document Needed:

O Enrollment temporarily halted consistent with the IRB approved protocol/study design A U p|Oad the en rOI I ment

O Enroliment Permanently Closed - Study Treatment or Study Intervention Continues status Ch a nge memo

O Enroliment Permanently Closed - Collecting Data Only or |RB approval Ietter
in item D1.2.

O Data Analysis Only

Clear

Indicate whether any

AM1.2.2. Please indicate the reasons for altering the enroliment status. Especially in cases wher
enroliment was thought to be permanently closed and enroliment is opening again, a conse nt an d/o r asse nt

justification is required.
forms in Approved
Documents should
remain active (.e.g., main
ICF for reconsent at AOM,
etc.).
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AM15. Other

AM15. Other

This screen is required if you indicated this amendment involves other changes not included on the M ®elaglggfe]g |y usedtoCR a pprova |
AM1.2.)

Document Needed:

AM15. Please describe each of the changes you wish to make to the previously approved st .
for the change: gesy P yapp * Initem D1.2 upload the CR

IRB approval letter
If the IRB of Record stamps

consent/assent forms with
IRB approval and expiration
date, upload them in item
24.7

You must make your changes in the body of the main study application.
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Uploading Documents

* Item D1.2 is reserved for:
= Correspondences from the reviewing IRB, such as IRB approval
letters, acknowledgements, memos, notifications, signed reliance
documents, etc.
= Protocols
= Consent from templates
These are study devel documents you receive from your sponsor,
reviewing IRB, lead site, etc.

* Item 24.7 is reserved for finalized, IRB-approved CHLA-specific:
consent forms

assent forms

parental permission forms

information sheets
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Stacking Documents

When uploading revised documents in items D1.2 and 24.7, please
upload them over current documents.

24.7. Please attach any informed consent, assent or parental permi ' . .
Y : PR PR | ocate the document being revised.

A 1. Click on the ellipsis (...)
Name . versionModifiec 2. Click on Upload Revision
Main Consent Form V.4(0.01)  »== 0. sos20 3. In Submit Document window update Title
& Download Copy 4. Choose File.
1‘, Upload Revision >. CIICkkOk'
D View History Submit a Document © Help
€ Delete
Title: Main Consent Form V.1

If not provided, the name of the file will be used

* File: n Choose File

figy
Wiew

Show Advanced Options
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Example of Stacked Documents

D1.2. Provide the following as they apply to the study:

. P I .
. Consent Formi(s) Stacking keeps
« Approval letter (if available)

« other documents from the reviewing IRB (e.,g. agreement) documents

organized

NOTE: When approval from the reviewing IRB is received, submit an amendment to
submit the approved protocol, consent forms, and any other appreved documents.

editable - editable|
Classify the documents based on document type as you upload them. v
. Document Modified
Name Version Type Date
: B/22/2024
E Advarra Approval Letters{0.04) == (0.04 11-58 AM
e Protocol v.4 with Tracked e 003 71212024
Changes{0.03) : 11:50 AM
e . . e 4/4/2024
E Continuing Review 2023(0.02) 0.02 5132 PM
ey - IRB 4/4/2024
E Advarra Approval Letter - New PI{0.11) 011 Approval 516 PM
. e 71212024
:_EI Protocol (0.07) 0.07  Protocol 11-07 AM
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Inconsistent Naming Convention

When the file name of consent/assent forms uploaded in item 24.7 are
not consistent with documents listed on the IRB approval letter, please
provide naming clarification.

24.7. Please attach any informed consent, assent or parental permission decuments, including informati
that you intend to use.

Name

IRB APPROVED: [ F Adults and Subjects Reaching AOM ICF Pro00.. Jun1224 docx(0.03)

e Main Informed Consent Form (Advarra IRB Approved Version 12
Jun 2024, Revised 12 Jun 2024)

Parent and 14-17 Assent Optional Tumor Specimen ICF Pro00C 3 Jul1924 docx(0.02)

[ ]
i

.. Parent Legal Guardian ICF and 14 -17 Assent Pro00C ™ Jul1924 . docx(0.05)

[ |
.

IRB APPROVED:

e Parent/Legal Guardian Main Informed Consent Form and Assent Form
Ages 14-17 (Advarra IRB Approved Version 12 Jun 2024, Revised 19 Jul
2024)
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RESO u rces HSPP Ceded Review Checklists and
Forms

The information below is for relying on an external IRB. There is information, guidance and checklists that

[ )
h tt p S 0 //WWW. C h I a . O r must be used to customize sponsor template or lead site consent forms so that they include CHLA

specific language.

g/resea rC h/h u m a n' Ceded Review Workflow
SuU bIeCtS—prOtectlon_ Relying on a Central IRB

» Instructions for Making a Submission to a Central IRB for Industry Sponsored Multi-Center Clinical
Trials

p ro g ra m B h S p p B a n d B * Template Document: Key Information Summary Section for Consent Forms
i n St i t u t i O n a I _ re V i e W _ + Template Document: Disclosure of Financial Conflicts of Interest Statement for Consent Forms

» Reference Document: Advarra IRE Getting Started Guide

b 0 a rd - i r b/ h S p p - + Reference Document: WCG IRB Getting Started Guide

» Reference Document: Sterling IRB SilverlLink Getting Started Guide

L]
C e d e d - re V I e W - « Presentation: New Connexus Overview for WCG IRB

« Presentation: Initial Review Submissions to WCG IRB

L]
C h e C k | I St S - a n d - » Presentation: Managing Studies Approved by WCG IRB
Advarra IRB Resources
forms

.

* WCG IRB Resources

Sterling IRB Resources

Relying on Other External IRBs
» Reliance on Another IRB for Review and Oversight
» External IRB Consent Ferm Checklist
« NMDP IRB Consent Form Checklist
* NCICIRB Boilerplate for Consent Forms

+ CHLA Institutional Profile Information Sheet (CHLA Local Context)
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https://www.chla.org/research/human-subjects-protection-program-hspp-and-institutional-review-board-irb/hspp-ceded-review-checklists-and-forms
https://www.chla.org/research/human-subjects-protection-program-hspp-and-institutional-review-board-irb/hspp-ceded-review-checklists-and-forms
https://www.chla.org/research/human-subjects-protection-program-hspp-and-institutional-review-board-irb/hspp-ceded-review-checklists-and-forms
https://www.chla.org/research/human-subjects-protection-program-hspp-and-institutional-review-board-irb/hspp-ceded-review-checklists-and-forms
https://www.chla.org/research/human-subjects-protection-program-hspp-and-institutional-review-board-irb/hspp-ceded-review-checklists-and-forms
https://www.chla.org/research/human-subjects-protection-program-hspp-and-institutional-review-board-irb/hspp-ceded-review-checklists-and-forms
https://www.chla.org/research/human-subjects-protection-program-hspp-and-institutional-review-board-irb/hspp-ceded-review-checklists-and-forms
https://www.chla.org/research/human-subjects-protection-program-hspp-and-institutional-review-board-irb/hspp-ceded-review-checklists-and-forms
https://www.chla.org/research/human-subjects-protection-program-hspp-and-institutional-review-board-irb/hspp-ceded-review-checklists-and-forms

Contact Us

* IRB Reliance Inbox (IRBReliance@chla.usc.edu)

* \leronica Jimenez, Reliance Administrator
(viimenez@chla.usc.edu)

» Liz Stefani, Reliance Administrator (estefani@chla.usc.edu)
* Regulatory Affairs (requlatoryaffairs@chla.usc.edu)
* HSPP / CHLA IRB Inbox (hspp@chla.usc.edu)
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Questions?
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