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Understanding Reliance



Topics to Cover

Basics of reliance

Site onboarding/IBIS walkthrough

Tips to strengthen your application

UM as the single IRB for other sites



The basics

https://www.washington.edu

Single IRB (sIRB)
• IRB of one site provides IRB oversight for all 

relying sites

Reviewing IRB (IRB of record)
• Accepts the responsibility of research oversight
• Usually identified by the federal department 

supporting the research

Relying IRB
• An IRB that agrees to rely on the Reviewing IRB 

and comply with their requirements

Reliance agreement (IRB Authorization Agreement-
IAA)
• Allows an IRB to rely on another IRB as the IRB of 

record
• Outlines specific provisions and responsibilities 

for each of the parties entering the agreement



Responsibilities of Each 
Institution

Shared Responsibilities

o Sign an IRB Authorization Agreement (IAA).

o Establish a plan for sharing of information between the site 
and the IRB. A crucial one is as establishing a Coordinating 
Center or Coordinating Center Liaison.

Reviewing Institution (Serves as IRB of record)

o Making IRB determinations for all types of review (initial, 
amendments, continuing, reportable events, etc.) 

o Review of findings and actions related to reportable issues 
(unanticipated problems, serious or continuing 
noncompliance, suspension or termination, subjects’ 
complaints)

o Report to federal, state or funding agencies.

o Audits (Investigating and determining potential corrective 
and preventive actions in the event of non-compliance)

Relying Institution (Cedes review to another IRB)

o Provide local context (applicable state or local laws, 
regulations, institutional policies, local factors, etc.)

o Provide study documents with the 
local/institutionally required language 
(compensation for injury, payment, etc.)

o Perform ancillary reviews such as conflict of interest 
review.

o Review study personnel’s education, training and 
qualifications.

o Comply with the determinations of the Reviewing 
IRB.

o Notify the Reviewing IRB of unanticipated problems, 
potential noncompliance, suspension or restriction, 
significant subject complaints.

o Submit any change in research in a timely manner



UM as the Single IRB

Coordinating Center

o The UM PI will serve as the Coordinating Center for the 
research or designate a Coordinating Center Liaison.

o The Coordinating Center will be responsible for 
coordinating the submissions from each site and 
submitting information into the UM HSRO’s electronic 
system, IBISResearch.

Exemptions

o International sites

o Exempt studies

o The federal department supporting the research 
determines that sIRB review is not appropriate. 

o Prohibited by tribal or state laws so some sites may not be 
required to comply.

Requirements

o Study is federally funded 

o Relying site must be engaged in the human subject 
research

o The Lead PI is a UM PI or study is conducted in 
collaboration with a UM PI.

o The engaged site does not have an IRB.

o The relying site must be domestic.



Set up a reliance consultation with the HSRO to discuss the study plan, expectations,  how many sites 
site eligibility, coordinating center responsibilities, etc…

Submit the study through IBIS.
 •UM site must always be approved first
 •Submit as multi-site where all sites are relying on the UM IRB

Include an external site application form HRP-217:
 •UM’s role in the research
 •Relying site’s role in the research

A reliance agreement must be in place with each of the relying sites

Each relying site must complete the Relying site Information 
Questionnaire form HRP-218:
 •Research personnel involved in the research at the site
 •Role of the site in the research
 •Confirmation that all ancillary reviews, training and financial disclosures
          have been completed
 •Local context/site’s requirements for consent

UM as the sIRB



UM as the sIRB





Local Study Team Members
• List all UM staff who will be “engaged” in the study. 
https://www.hhs.gov/ohrp/regulations-and-
policy/guidance/determining-when-institutions-are-engaged-in-
research/index.html
• It is the PI’s responsibility to ensure that all study team members 

are CITI Certified and keep a record of expiration dates.  The HSRO 
no longer reviews training.

• If a member does not appear in IBIS, they do not have an IBIS 
account.  Study team must contact OVPRShelpdesk@miami.edu to 
troubleshoot any issues.

• Any individual added in this section will be required to also 
complete the COI Disclosure through udisclose@miami.edu.
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Parent study (UM) is approved first



Reliance agreement is executed IRB Submission

 The HSRO reliance coordinator will create the site 
submission for the relying site in the IBIS system 
upon completion of the reliance agreement.

 The Coordinating Center will submit all site materials 
including signed HRP-217, completed HRP-218 and  
relying site’s local language documentation.

 The relying site must provide a version of the 
consent document(s) that includes the relying site’s 
institutionally required language and meets their 
institutional and local requirements. 

• The Coordinating Center will act as liaison to ensure 
any pending items are addressed to secure IRB 
approval for the relying site.

• IRB will conduct its review and provide approval 
letter for each onboarded site.

• Coordinating Center will distribute IRB approval 
letter and documents to the relying site.

 Complete HRP-217 (External site 
application)

 Obtain reliance decision from Reliance 
Analyst (signed HRP-217)

 Complete HRP-218 (Relying site 
information questionnaire)

#1 #2 #3

Process for Onboarding Relying Sites





Reliance agreement

https://hsro.uresearch.miami.edu/submit-to-the-irb/single-irb-and-
reliances/index.html
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After parent study is approved- how to create 
site pages (HSRO only)

STUDY TEAM DOES NOT EXECUTE THE “ADD PARTICIPATING 
SITES” ACTIVITY- ONLY THE HSRO WILL PERFORM THIS FUNCTION



HSRO Analyst creates site page





SITES



Site modification



Continuing Reviews



Continuing Reviews



Continuing Reviews



CR site activity reporting



Site RNIs



Reducing Your Burden for Onboarding Relying Sites

Ensure that the relying site completes the HRP-218 Relying site 
Information Questionnaire in coordination with their local IRB.

• This document lists research personnel involved in the research 
at the site, the role of the site in the research, confirmation 
that all ancillary reviews, training and financial disclosures have 
been completed, and important local context.

• The local study team alone will likely not be able to complete 
this without assistance from their local IRB.

Ensure that the relying site(s) provides a documentation of their 
institutionally required language and local requirements before 
submitting to the IRB for review.

• This documentation from the relying site must be 
provided to validate that the revisions made to the 
consent documents are consistent with their institutional 
requirements.

• If the documents submitted deviate from the relying site’s 
language requirements, we will send the submission back 
for confirmation.

Develop a protocol that clearly defines the responsibilities of 
each participating institution including data collection, subject 
recruitment, adverse event reporting, and communication with 
the reviewing IRB.

• Ensure that the core elements in the study protocol are 
included as they pertain the UM and the relying sites in 
general or specific terms as applicable.

• This will reduce the need for revision, and, after study 
approval, this will help ensure that review of site 
submissions and modifications are not delayed until the 
protocol can be adequately revised.

Develop Template versions of Consent Documents and 
Recruitment Materials.

• Templates for these essential documents will help 
streamline the review process for the relying sites by 
significantly simplifying the document localization process.



Reducing Your Burden for Onboarding Community Centers as 
Relying Sites

Consider if they have an administrative body to identify and manage conflicts of interest.
• The HRP-218 will indicate if the Community Partner does or does not have an administrative body 

to identify and manage conflicts of interest.
• If the relying site does not have an administrative body to identify and manage conflicts of 

interest, the UM’s office of Disclosures & Scholarly Activities Management (DSAM) will need to 
conduct these reviews on their behalf.

• This is a manual process where each individual team member will need to disclose to DSAM via 
Qualtrics.

Consider the community partner’s access to CITI training.

• If the community center does not have access to CITI training, the relying study team will need to 
complete Miami CTSI’s Community Involvement in Research Training course. (CIRTification)

• https://miamictsi.org/community/cirtification/

https://miamictsi.org/community/cirtification/
https://miamictsi.org/community/cirtification/


Tips for efficient reliance/review

Plan ahead and initiate discussions early
 Engage with collaborating institutions and with the UM reliance 

team
 Be aware of the extra responsibilities on the UM PI/Coordinating 

Center liason
 Develop a protocol that clearly defines the responsibilities of each 

participating institution, including data collection, subject 
recruitment, adverse event reporting, and communication with the 
reviewing IRB 

 Develop template consent documents
Provide training to all research team members involved in the 

reliance process, including investigators, coordinators, and IRB 
staff at each site

Maintain regular communication with sIRB



HSRO Helpful Links & Resources
• FAQs
https://hsro.uresearch.miami.edu/resources-and-guidance/hsro-education-
exchange/index.html

• Investigator’s Manual & SOPs

https://hsro.uresearch.miami.edu/resources-and-guidance/policies-procedures-and-
regulations/index.html

• Single IRB and Reliances
https://hsro.uresearch.miami.edu/submit-to-the-irb/single-irb-and-
reliances/index.html

• Committee review dates
https://hsro.uresearch.miami.edu/institutional-review-boards/irb-meeting-
dates/index.html
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