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sIRB = Single IRB (aka Reviewing IRB) is the “IRB of record” to which 
authority for IRB review and oversight has been ceded by another institution.

HRPP / HRPO / HRPA = Human Research Protection Program | Office | Administrator

The organization’s department, office, or person responsible for ensuring the 
organization complies with all applicable human subjects regulations and policies. 

Relying Sites = the institutions relying on the sIRB (aka 
Participating Site, Study Site, Local Site)

Federal Wide Assurance # (FWA) = a unique identifier 
assigned by the Office for Human Research Protections (OHRPP)



A reliance agreement 
used to outline the 

responsibilities of the sIRB 
vs. relying sites

An online tool to manage 
the sIRB requirements and 

streamline communications 
for any multisite study (2+ 

sites)
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For single site studies, 
ONE organization coordinates 

all of these reviews.
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Relying Site’s review 
responsibilities when 
using an sIRB (“local 

considerations”) 

sIRB’s review 
responsibilities 



Pre-award

Identify and 
budget for study 

sIRB
Finalize Protocol

Submit lead 
site/protocol to 

sIRB

Onboard sites 
to sIRB 

infrastructure

sIRB approval of 
Lead 

Site/Protocol

Relying site local 
submission, 

HRPP review, & 
documentation

Relying site sIRB 
submission, 

review, & 
approval

Post-award

Prior to lead site/protocol approval After lead site/protocol 
approval



AKA IREx Study Manager



https://smartirb.org/assets/files/PI_checklist.pdf 

In conclusion, WFU successfully implemented a single IRB model for 
APOLLO, consistent and compliant with its determinations, and maintained 
reasonable timelines for approval. Communication and collaboration 
between multiple groups was pivotal. We recommend identifying an IREx 
Study Manager with sufficient effort dedicated to the study. Without the 
coordination, support, and resources available from researchers, staff, and 
collaborators, these processes would have been more burdensome, 
onerous, and time-consuming.

https://smartirb.org/assets/files/PI_checklist.pdf


Communicate process & requirements with relying 
sites

Disseminate lead site approval documents to 
relying sites

Track relying site documentation

Submit relying site documentation to the sIRB

Share approvals with relying sites
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To streamline the SIRB review process, the 
use of electronic systems to coordinate 
the flow of information and the timing of 
actions is often key… The platform TIN 
SIRBs use to document reliance is the IRB 
Reliance Exchange system, or IREx. This 
platform connects institutions’ IRBs, 
HRPPs, and study teams; enables 
documentation of reliance relationships in 
a central location; and captures local 
review and institutional profiles.”

In conclusion, WFU successfully implemented a 
single IRB model for APOLLO, consistent and 
compliant with its determinations, and maintained 
reasonable timelines for approval. Communication 
and collaboration between multiple groups was 
pivotal. We recommend identifying an IREx Study 
Manager with sufficient effort dedicated to the 
study. Without the coordination, support, and 
resources available from researchers, staff, and 
collaborators, these processes would have been 
more burdensome, onerous, and time-consuming.



Relying HRPP Use of IREx





• Training
• Special 

projects  

Natalie 
Dilts

• Manager, 
Application 
Development

Bryce 
Embry

• Resources & 
Materials

Katelyn 
Benhoff

• Study Support
• User Training

David 
Crenshaw

• Materials 
Development

• Study support

Kaysi 
Quarles

• Study Support
• Evaluation

Tiffany 
Chen

• Program 
Manager

Emily 
Serdoz

• Study Support
• User Training

Bridget 
Swindell

• System 
Development

Linda
Tan

• Application 
Developer

Jason 
Tan

• Application 
Developer

Evan 
Wimberly



Website:
https://IRBExchange.org 

Visit the Study 
Manager 

Resources Page

Email Us: 
admin@irbexch

ange.org 

Request a 
Study-specific 

training for 
your team

https://irbexchange.org/
https://www.irbexchange.org/p/irexstudymanager/
https://www.irbexchange.org/p/irexstudymanager/
https://www.irbexchange.org/p/irexstudymanager/
mailto:admin@irbexchange.org
mailto:admin@irbexchange.org
https://redcap.vanderbilt.edu/surveys/?s=H8XMMD7KTX
https://redcap.vanderbilt.edu/surveys/?s=H8XMMD7KTX


https://www.irbexchange.org/p/what-our-users-say/

https://www.irbexchange.org/p/what-our-users-say/

	Emily Serdoz, MPA�Assistance Director for Regulatory Infrastructure�Vanderbilt Institute for Clinical and Translational Research �Vanderbilt University Medical Center
	Disclosures
	Goals
	Keys to Efficient Single IRB Review
	Understand the basics: Single IRB 101
	Key Terminology
	Key Infrastructure
	About IREx 
	Key Human Subjects Reviews
	Key Human Subjects Reviews
	Key Timepoints
	Key to Efficiency: Designate a lead study team point of contact
	sIRB Review Requires Coordination by the Lead Study Team
	Key Responsibilities of the Lead Study Team
	IREx Can Help: Lead Study Team Checklist 
	IREx Can Help: Status Summary
	IREx Can Help: Dashboard for All Studies
	Key to Efficiency: Communications & Documentation
	Key Communications
	IREx Can Help: Request Agreements
	IREx Can Help: Communicate sIRB Instructions
	IREx Can Help: Disseminate Site Approvals 
	Key Documentation
	IREx Can Help: Automated Notifications
	IREx Can Help: Automated Tracking 
	Key to Efficiency: Request to use IREx!
	Slide Number 27
	IREx Utilization
	Key to Efficiency: IREx Resources
	Our Best Resource: The IREx Team! 
	IREx Resources
	What Our Users Say: �https://www.irbexchange.org/p/what-our-users-say/ 

