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Purpose
The goal of this presentation is to: 
• Provide general guidance in completing a new initial iStar 

application for ceded studies. 
• Touch on common contingencies, questions and provide 

clarification on required documentation. 
• Provide resources if you have any questions.

*****

This presentation will not cover:
oReliance Agreements, 
oReliance process or platforms, 
oConsent editing,
oAmendment submissions.
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Definitions
• IRB: An administrative body established to protect the rights and welfare of human research subjects 

recruited to participate in research activities (biomedical research, social behavioral research). Maintains 

oversight of studies conducted at CHLA.

• 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, independent IRB. A Reviewing IRB is chosen 

by the Sponsor, CRO, Foundation, Consortium to review the study and all the sites that will perform the 

study.

• Interchangeable terms: ‘the IRB of Record’, ‘Central IRB’, ‘sIRB’ or ‘single IRB’

• “Single IRB” and “sIRB” are terms used in DHHS regulations and NIH grant policy.

• 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. 

• Ceded Study: a research study that is deferred to an external IRB for review and oversight. 

• CHLA HSPP Clearance to Cede Letter: This is a CHLA HSPP letter that is issued after an initial Ceded Review 

submission is made in iStar, has undergone all necessary ancillary, dept/divisional reviews, and has been 

reviewed by a Reliance Administrator. This letter outlines the responsibilities that the Reviewing IRB and 

the PI must maintain throughout the life of the study.

CLINICAL RESEARCH REGULATORY AFFAIRS | HUMAN SUBJECTS PROTECTION PROGRAM

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/hspp-ceded-review-checklists-and-forms
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CHLA HSPP does not approve ceded studies. 

The initial CHLA HSPP Clearance to Cede letter does not approve 
your PI or site to begin study procedures. 

Study procedures cannot begin until full approval is 
received from the IRB of Record. 

The study team is responsible for submitting the IRB of Record’s 
approval documents (i.e., PI approval letter, stamped consents and 

assents) into iStar as an Amendment for review and clearance.

Reach out to your supervisor if you are unsure of the study status or the next steps.
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General Overview of the Process 
*For the sake of this presentation, we will consider all the back end / administrative reliance processes have been worked on*

1. iStar application is opened and completed by the study team. 

2. Application gets routed to all the Co-Is and Sub-Is for their acknowledgement 
(sign off) of their study participation. 

3. Routed to the PI for their final review, their attestation and the actual submission 
of the application. 

4. Ancillary, departmental and divisional reviews take place. 

5. Once any contingencies have been addressed and cleared, each department will 
document their review which will move the application forward. 

6. Application arrives to the HSPP Office and gets assigned to an IRB Reliance 
Administrator. 

7. Reliance Administrator reviews the application for completeness, ensuring that 
the above reviews have taken place, and that CHLA’s local context language is 
appropriately captured in the consents and assents. 

8. Once all contingencies have been addressed and cleared, Reliance Administrator 
will issue a CHLA HSPP Clearance Letter to Cede to the PI. 

9. Study team is now ready to submit their site application and cleared consents to 
the IRB of Record.
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CHLA study team starts & completes 
the iStar application.

Sub-Is sign

Co-Is sign

PI signs 
& 

submits

Departments

( IT, Pediatrics, Surgery)

Divisions
( Neurology, Dentistry, etc.) 

Committees

(RSC, COIRC, etc.)

Reviews application, consents, applicable recruitment material

Clearance letter issued to PI / study team 

Ancillary reviews take place

Application arrives at the HSPP office where it is assigned to a Reliance Administrator

Study team moves forward with submission to the IRB of Record
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What Do I Need To Complete The Application?
❑IRB approved protocol

▪ The final clean version, in either Word of PDF

❑IRB study approval letter
▪ This should contain the IRB’s determinations for the study

❑IRB Approved Consent Template

❑IRB Approved Assent Template

❑Redlined CHLA Consent
▪ Must include site specific edits

❑Redlined CHLA Assent
▪ Must include site specific edits

❑CHLA created recruitment material (if applicable)
▪ Created by CHLA, for use at CHLA only

❑ Laboratory Letter(s) of Support
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First Steps
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• Open a web browser
• Navigate to istar.usc.edu
• Sign into iStar
• From your Dashboard:

• Click on ‘Create a New IRB Study’

If you need assistance with obtaining an iStar account, signing in, or navigating the website, email: istar@usc.edu 

mailto:istar@usc.edu


9

Project Identification and Abstract

• Screenshot

• Frequently missed items
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Item 1.2 is to match the approved protocol document. 

It is okay to add in other pertinent information that Reliance Administrators should know 
about CHLA’s role in the study. 
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Your PI can confirm their involvement with the study design. 

This question 
pertains to CHLA as 

an institution.

This can be verified with Sponsor/CRO.
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Answer all questions in this section. 

Best resources to help answer this section: 
- Protocol document
- Principal Investigator
- Sponsor/CRO

If CHLA will participate in only a portion of the study, please insert a sentence providing this 
information.

Keep the abstract short, but still touch on these points

DO NOT: 
• copy / paste from the protocol 

• state “see protocol”
• leave this section blank
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Study Personnel & Roles 
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Use this list of agreed upon 

Study Roles: 

- PI, 

- Co-I, 

- Sub-I, 

- Adjunct Co-I

- Faculty Advisor, 

- Study Contact, 

- Regulatory Personnel, 

- Research 

Assistant/Associate,

- Research Coordinator, 

- Data Analyst (Statistician), 

- Research Pharmacist,

- Research Nurse, 

- Repository 

Manager/Gatekeeper,

- QA Personnel
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“FDA regulations require that the investigator obtain the legally effective informed consent of subjects (21 CFR 
50.20, 312.60 and 812.100).  If the investigator delegates this responsibility, FDA expects that the individual to 
whom the responsibility is delegated be qualified by education, training, and experience to perform this activity.  
The individual obtaining informed consent should be knowledgeable about the clinical investigation and have the 
appropriate training and credentials to be able to address any questions or concerns the subject may have about 
the study and/or alternative procedures or courses of treatment, if any, that might be advantageous to the 
subject.

Individuals obtaining consent must be knowledgeable about the protocol. Specifically, they must be able to 
describe the purpose, procedures, benefits, risks, and alternatives to participation in the study. They must be able 
to answer subjects’ questions about the protocol and about risks of the research procedures and alternatives.” 
Food & Drug Administration (2003) Informed Consent, Guidance for IRBs, Clinical Investigators, and Sponsors DOI: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent

Don’t forget to verify that the CITI HS and GCP 
certifications are active, and that all personnel have 
a home department in their iStar profile. 

Consenting privileges in drug or device studies should only be granted to the appropriate personnel who 
hold the appropriate training and credentials. 
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Funding Information 
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If you are unsure how to answer this section  reach out to the Sponsor/CRO.
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The lead investigator is 

not always a CHLA PI. 

Check the protocol or ask 

Sponsor/CRO.  

Ceded studies 

do not need a 

copy of the 

proposal, grant 

or contract. 
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D1. Ceded Review

CLINICAL RESEARCH REGULATORY AFFAIRS | HUMAN SUBJECTS PROTECTION PROGRAM

Confirm with the lead study contact or IRB of Record.  

CHLA does work with the SmartIRB and IREx 

platforms. 

If a hard-copy is being used, please email forms to: 

IRBReliance@chla.usc.edu, and submit EARLY. 

If you are unsure who the IRB of Record is 
reach out to the lead study contact, or 

Sponsor/CRO. 

mailto:IRBReliance@chla.usc.edu
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D1.2 Documents
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Do not include: 
- Redlined protocol
- Generic study material 
- Generic recruitment  
material

The redlined site-
specific  consents 
are to be uploaded 
to D24.7

Don’t forget to 
upload your 
documents!

*If the study uses a two-part consent 
(ex.: Part A = study info, Part B = site 
info) the study info part should be 

uploaded here. 
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D1.3 Study Activities & Who Will Perform Them
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Ensure that the responses in this section 
make sense for the study. 

Reach out to your PI for assistance answering 
if needed. 
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- Reserved for non-subject facing study documents. 
- Don’t forget to upload the documents. 

- Stack like documents.

Be brief. Do not copy/paste the schedule of activities. Use study roles. Only list the 

activities being done AT CHLA. Describe AOM reconsenting process, if appropriate.

This response should match the Funding information in Item 4.1
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Informed Consent & Recruitment Materials
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Upload the redlined consents and 
assents here. 

If the study utilizes a two-part 
consent, only the editable site-

specific part should be uploaded 
here. 
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Material created by CHLA personnel for use at CHLA only. 

Upload the Word version of the redlined consent and assent forms to D24.7. 

It is the study team’s responsibility to edit the consents to include the required local 

context language.

Upload the documents,

Upload to the correct section, 

Stack like documents.

Remember, it is the study team’s responsibility to edit the consents and assents. 

Utilize the checklists found on the HSPP Ceded Review webpage to help with edits.  
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Privacy & Data Confidentiality 
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Sponsor and the IRB of Record are considered a 3rd party for ceded studies

The responses here are typically site specific, depending 
on the type of study. 
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HIPAA Privacy Rule
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Creating or obtaining a limited data set? 

Reach out to Contract@chla.usc.edu for assistance 

mailto:Contract@chla.usc.edu
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HIPAA Analysis
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If selecting ‘other’, 

provide an appropriate  

response to the prompt.
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Conflict of Interest Information
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CHLA policy requires all study team members to have a 
current COI disclosure in DiSClose. 
If a study team member has not completed a disclosure 
form it has expired, a new disclosure must be submitted in 
DiSClose. 
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Required Approvals

CLINICAL RESEARCH REGULATORY AFFAIRS | HUMAN SUBJECTS PROTECTION PROGRAM

This list is automatically 
generated, but you are 

able to add in additional 

departments/divisions. 

If you are unsure of how to answer these questions, reach out to your PI.
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If you are unsure of how to answer these questions, reach out to your PI.
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Be sure to provide the correct information and links for 
IT Security to review. 

If you are unsure of the appropriate response, reach out to 
Sponsor/CRO. 
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Submission
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Only the PI can submit the 
complete application
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Common Contingencies
• Upload ALL of your documents!

• Provide the final, clean version of the protocol. Redlined versions are not needed. 

• Investigator’s Brochures, Pharmacy Manuals, and Device Manuals are not needed in ceded 
applications. 

• Do not delete documents unless you are instructed to do so.

• The IRB Administrators, Reliance Administrators and Regulatory Specialists do not have any executive 
or managerial capabilities in iStar. Please reach out to iStar if technical help is needed.

• Answer all questions, in all sections. 

• The study team is responsible for editing the consents and assents to incorporate CHLA local context 
language.

• Upload the redlined site-specific consents, assents, parental forms, and information sheets. 

• Verify that the CITI GCP and HS certificates are up to date for all study personnel.

• Verify that all study personnel have a current disclosure statement on file.

• Do not wait until the last minute to start the application. 

• Remember to submit the application! 

• Do not use Outlook or Teams to submit study documents to the 
Reliance Administrators.

• If you would like someone to review your application, including redlined consents, prior to 
submitting in iStar, request assistance from a study team member or your supervisor first. 

CLINICAL RESEARCH REGULATORY AFFAIRS | HUMAN SUBJECTS PROTECTION PROGRAM

Use Your Tools!
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Resources 

➢HSPP website

➢HSPP Ceded Review web page

➢HSPP Education & Training web page 

➢CHLA Share Point 

➢IRB/Regulatory Support Teams Channel

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

➢Liz Stefani, Reliance Administrator (estefani@chla.usc.edu)  

➢Veronica Jimenez, Reliance Administrator (vjimenez@chla.usc.edu) 

➢Regulatory Affairs (regulatoryaffairs@chla.usc.edu) 

➢HSPP / CHLA IRB Inbox (hspp@chla.usc.edu) 
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https://www.chla.org/research/human-subjects-protection-program-hspp-and-institutional-review-board-irb/chla
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-education-and-training-sessions
https://chla.sharepoint.com/_layouts/15/sharepoint.aspx
https://teams.microsoft.com/l/team/19%3af930fabc03154136ad27e24c3adc4450%40thread.tacv2/conversations?groupId=cccf1d4b-299a-4c64-9ced-3eb49305c062&tenantId=ce62531d-b665-4aae-a175-0ab5141c19da
mailto:IRBReliance@chla.usc.edu
mailto:estefani@chla.usc.edu
mailto:vjimenez@chla.usc.edu
mailto:regulatoryaffairs@chla.usc.edu
mailto:hspp@chla.usc.edu
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Resources

• NIH’s Definition of a Clinical Trial 

• FDA’s Informed Consent Guidance Document 

• Contracts & Clinical Research Admin

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

• CHLA Reliance on Another IRB for Review and Oversight 

• iStar – istar@usc.edu or 323-276-2238

• iStar User Reference Guide 
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https://grants.nih.gov/policy/clinical-trials/definition.htm
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent
https://www.chla.org/research/contracts-and-clinical-research
https://www.chla.org/sites/default/files/atoms/files/instructions_for_submitting_to_a_central_IRB_060122.pdf
https://www.chla.org/sites/default/files/atoms/files/instructions_for_submitting_to_a_central_IRB_060122.pdf
https://www.chla.org/sites/default/files/atoms/files/reliance_on_another_IRB_for_review_and_oversight_06152022.pdf
mailto:istar@usc.edu
https://www.chla.org/sites/default/files/atoms/files/iStar%20User%20Reference%20Guide%20-%20ver011020.pdf


Thank You for Your Time 
and Attention
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