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QUARTERLY CALL AGENDA

• Welcome

• Reminders from the Last Call

• New System Features

• Next Call



Reminders from the Last Call



RELYING HRPP REGISTRATION

WHAT CAN THE HRPP DO?
• Change the FWA
• Change your PI
• Add an FWA (combo site)
• Indicate institution is not engaged

This is new! 
Let us know if you experience problems 

(screenshots are so helpful!)
Your feedback is welcome! 



PI

Medical Center
FWA456456456

University
FWA123123123

IREX FACILITATES COMBO SITES!

A Combo Site occurs when 
one investigator or study team 

engages multiple FWAs for a 
study

BENEFITS:
1. Capture reliance from all engaged FWAs
2. Streamline local considerations for HRPPs –

one FWA can defer HRP answers to HRP Survey 
to another FWA

3. One (1) PI Survey 



UPDATED PARTICIPATING SITES
DIALOG



STUDY MANAGERS CAN UPLOAD 
CONTINUING REVIEWS & AMENDMENTS

sIRB

• Create study*

• Assign Study Manager

• Complete SSRP

• Upload initial approval*

Study Manager

• Add sites

• Track site progress completing steps

• Export local considerations*

• Upload initial site approvals from 
sIRB*

• Upload site-specific amendments 

• Upload continuing reviews

• Upload study-wide amendments

*API available to connect to your sIRB e-IRB system



New System Features!



AGREEMENT CHECKER

• Before a study is created,

check whether potential sites

have signed onto SMART IRB

and an LOI, if required by the

sIRB



AGREEMENT CHECKER



RESET SSRP 

About the SSRP
• Documents how the flexible elements of reliance agreement 

will be handled (e.g., SOPs and HIPAA determinations and 
actions, insurance and indemnification).

• Aligns with the SMART IRB Implementation Checklist and 
Documentation Tool



RESET SSRP 

Reviewing IRB



RESET SSRP 

Email to Relying HRPP



RESET SSRP 



RESET SSRP 

Email to Reviewing IRB 
and Relying HRPP SIRB – View Reliance

Relying Site HRPP – View Reliance



COMING SOON
Anticipated end of October/beginning of November



MORE AGREEMENT OPTIONS

SMART IRB Agreement 
Versions 1 and 2 

(Released Oct 1, 2020)

1

Other Reliance 
Agreement (e.g., IAAs, 

MOUs) for sites who are 
unable to sign on to 

SMART IRB

2

Indemnification terms 
or Letters of 

Indemnification (LOI), if 
required in addition to 
the reliance agreement

3



SIRB Sets Up Agreements 

• Ability to offer SMART IRB Agreement, an 

Other Reliance Agreement, and

indemnification on the same study. 

• If SMART IRB and an Other Reliance 

Agreement are offered on the same study, 

sites in SMART IRB will default to SMART 

IRB for the study.

• If the reliance involves the NIH Intramural 

Research Program, both the Reviewing IRB 

and Relying Institutions will be required to 

use SMART IRB version 2. 



Broad or Study-specific Agreements

• Indemnification and Other Reliance

Agreements can be broad – apply to

multiple studies – or study specific.

• Broad agreements can be added to

multiple studies



SIRB tracks when Relying HRPPs
execute an agreement

SMART IRB sites are tracked automatically 



Relying HRPPs view the
Required Agreements



Next Call
• January 15, 2021 (wahoo a new year!!!)


