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Welcome –
About the IREx Quarterly Calls
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• IREx is busy.
• Call in once a 
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2025 Quarterly Calls

July 18, 2025

October 17, 2025



Announcements



New Metrics on IREx Website



New IREx Features



Importing Site Contacts



Importing Site Contacts

• Reviewing IRBs and 
Lead Study Team 
Members

WHO
• Import Site 

Contacts in bulk
• Recommended for 

studies with large # 
of sites 

WHAT
• After sites have 

been added to the 
study in IREx 

WHEN
• Sites page

WHERE



Add Sites & Download Template

After adding sites to 
the study, on the Sites 
page click the 
Download Import 
Template.

The template will have 
a row for each site 
listed on the study.

Note: Sites with access will not appear on the template.



Add Contacts and Import CSV

Fill in information, 
one row per contact. 
Copy and paste the 
FWA and site name 
for additional 
contacts.

Once site contacts 
are added, save the 
completed template. 
Return to the Sites 
tab and click Import 
Contacts.



Fix Errors / Confirm Import

• If there is an error, correct the errors noted and 
upload the template again.

• If your upload is formatted correctly, and all the 
contact information is correct, click Confirm 
Import.



Contacts Added

Congrats! Site contacts successfully imported & added to study.



Notes for Adding Site Contacts

• The uploaded template MUST be a .csv file. 

• The Role must be either ‘PI’ or ‘Study Team Member’.

• The downloaded template DOES NOT display existing contacts for a 
site; it is only used to import NEW contacts.

• The downloaded template cannot be used to add sites not already 
listed on the study.

• For detailed instructions: Import Site Contacts Quick Guide 

https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fmailer.vumc.org%2Fc%2F1am5qz8fA7WfHe02AHOQLdTp0&data=05%7C02%7Clinda.tan%40vumc.org%7C69febfae3b2042e4f5a708dd7861e347%7Cef57503014244ed8b83c12c533d879ab%7C0%7C0%7C638799084041056395%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=o602hfKnvqeA8QXdDwbCYaXXf5i5tB%2B2QpghfbegeIc%3D&reserved=0


Supporting SMART IRB V3



SMART IRB V3 in IREx

Only IREx Admins can 
indicate a site has joined 
SMART IRB V3

IREx performs daily check to 
confirm new SMART V3 
signees

Email admin@IRBExchange.org if 
your site’s status is not up to 
date

To view sites that have signed SMART V3:

mailto:admin@IRBExchange.org


Use the Agreement Checker



SIRB selects agreement(s) in IREx Setup

Only SMART IRB V3 
can be used for 
reliance.

SMART IRB v3 is 
greyed out if the 
sIRB has not joined 
V3.



SIRB confirms the SSRP for SMART IRB V3



Relying Institutions Must Join SMART IRB 
V3 to Rely in IREx

Relying HRPPs 
cannot indicate 
reliance (on studies 
using V3) until they 
have signed SMART 
IRB V3



Using the Status Summary Tab

Agreements column 
indicates whether SMART 
IRB V3 has been signed. 



Existing Studies

• No changes required for reliances already confirmed
• If any sites have not indicated reliance: 

• The sIRB is prompted on the study to re-Complete IREx Setup and offer 
another agreement (SMART v3 listed)

• If sIRB offers SMART IRB v3 they will confirm a separate SSRP
• Relying site must join v3 to rely on the sIRB

• If new sites are added to existing studies:
• The sIRB is prompted on the study to re-Complete IREx Setup and offer 

another agreement (SMART v3 listed)
• If sIRB offers SMART IRB v3 they will confirm a separate SSRP
• Relying site must join v3 to rely on the sIRB



Updated Materials Related to Reliance 
Agreements / SMART

• Agreements Overview
• SSRP Quick Guide
• Relying HRPP SSRP Quick Guide
• Using IREx to fulfill SMART IRB 

Documentation

https://www.irbexchange.org/p/wp-content/uploads/2021/02/IREx_AgreementsOverview.pdf
https://www.irbexchange.org/p/wp-content/uploads/2020/09/IREx_SSRP_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2023/07/IREx_SSRP_RelyingSite_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2018/06/Using-IREx-to-fulfill-SMART-IRB-Documentation-and-Notification-Requirements_20180605.pdf
https://www.irbexchange.org/p/wp-content/uploads/2018/06/Using-IREx-to-fulfill-SMART-IRB-Documentation-and-Notification-Requirements_20180605.pdf


New API Feature

• IREx API now allows for Lead Study 
Team/Study Manager approval 
document review (e.g., renaming)  
prior to publishing the approval

• Lead Study Team/Study Managers 
will receive an email to go review 
the approval and publish

• Updated API Study Manager Step-
by-Step Guide

https://www.irbexchange.org/p/wp-content/uploads/2024/10/IREx_API_StudyManager_Step-by-Step.pdf
https://www.irbexchange.org/p/wp-content/uploads/2024/10/IREx_API_StudyManager_Step-by-Step.pdf


Institutional Profile (IP) 
Updates & Reminder



IP Reminder

File Upload fields will be 
removed from Local 
Considerations Section .
• To minimize out of date 

information.
• LIAISON ACTION NEEDED: 

Transfer relevant 
information from File 
Upload field 
to corresponding Open 
Text field.



New IP Fields: Section 1

• Does your institution require you to apply the Common 
Rule to all studies regardless of federal funding?

• Does your institution require you to apply any subparts 
(B, C, D) that provide additional protections for certain 
populations in research to all studies regardless of 
federal funding? 



New IP Fields: Section 2

• Describe any required consent form language when pregnancy testing will be performed
• Does your site require specific signature blocks (e.g., signatures for translators for folks who can’t read)
• What is your institution’s prefer regarding Certificates of Confidentiality Protections in the consent form? 

• Stay silent
• Require specific language (insert or list contact) 

• Describe any required consent form language for studies involving drugs/devices that may impact billing
• Genetic Testing

• Describe any state laws related to genetic testing
• Insert template language required in the consent form

• Text/Email Communications
• Does your site have an institutional policy for  text and/or email communications for research purposes?
• Does your site require specific language in your consent around text and/or email communications?
• Please insert your template language require in the consent.



New/Revised IP Fields: Section 4
IP Section 4 Feeds the IREx Study-specific Reliance Plan (SSRP) 

NEW Notification of Acceptance or Declination 
of Ceded Review
• Reviewing IRB Will Provide Notification. 
• Another Party Will Provide Notification. 
• Reviewing IRB Determination Mandated By External 

Group. 

Revised Indemnification
• SMART IRB  Version 3.0 Indemnification Required
• Indemnification agreements not required
• Separate indemnification agreement required

Revised HIPAA DETERMINATIONS AND ACTIONS
• Relying Institution or 3rd Party Will Provide Determination: 
• Reviewing IRB Will Provide Determination
• Relying Institution(s) will make any HIPAA determinations or perform any HIPAA 

Actions as the Reviewing IRB does not as a matter of policy or otherwise, review 
requests for HIPAA waivers/ alterations

• Ceded Research does not fall under HIPAA Privacy Rule regulations, OR Relying 
Institution is NOT HIPAA Covered Entity

Revised HIPAA AUTHORIZATION LANGUAGE & CONSENT FORMS  
• Relying Institution will provide Reviewing IRB with its own HIPAA language to be 

inserted into the informed consent documents OR provide a separate HIPAA 
Authorization. 

• Reviewing IRB will Provide and Insert HIPAA Authorization Language into the 
Informed Consent Document(s)

• Reviewing IRB will Provide separate HIPAA Authorization Form
• Not Applicable – HIPAA does NOT apply, or the Relying Institution is NOT a HIPAA 

Covered Entity



Coming Soon to the IP 

IREx Institutional Profile will soon support Line Breaks 
in Notes fields.
• Easier reading for sIRBs!
• Prettier PDFs



May 20th: All IPs set to ‘Incomplete’

HRPP Liaisons will be required to update information:
File upload fields will be removed – text should be added directly 

to IP fields.
Answer new questions in Sections 1 & 2 
Review / Update section 4 if you plan to (or do) use IREx as the 

sIRB (Section 4 = Study-Specific Reliance Plan questions)



Upcoming Features
ETA – Late Summer/Early Fall 2025



Automating Elements of Local 
Consideration

• 6.6 Local and Other Considerations. A Relying Institution will identify 
and communicate to the Reviewing IRB/Reviewing IRB Institution (i) 
…(“Local Considerations”); and (ii) … (“Other Considerations”) that 
would affect the conduct by or approval of the Research...

Reliance 
Requirements 

(from SMART v3): 

• Reporting local reviews is burdensome for the Relying HRPP
• Navigating local policies to identify pertinent information is 

burdensome for the sIRB
Challenges:

• To make it easier for Relying HRPPs to report their local 
considerations and avoid duplicating information from their 
Institutional Profile

• To improve the information reported to the single IRB and streamline 
the # of documents they must review for each site

IREx Goals:



Step 1: sIRB Indicates Required & 
Important Study Elements

Federally Regulated Study Elements

Children

Pregnant women

Prisoners

Other vulnerable populations (e.g., students)

Study has a consent form

EFIC

Assent

Waiver or alteration of informed consent 

HIPAA applies to this study

Drugs/devices

Genetic Testing

Other Elements Related to State Laws /Local Policies

Individuals with impaired decision making

Non-English speaking Individuals 

Pregnancy testing or collecting pregnancy status

Testing for an infectious disease (e.g., STI testing for 
children/minors)

Mandatory reporting (e.g., diseases, abuse/neglect)

Drug or device that could impact billing

Drug storage or distribution

Investigational biosafety review

Involves radiation of any kind

Is federally funded

Other

Indicate the study elements that apply to this study to help Relying HRPPs confirm the local and other 
considerations that should be considered when reviewing their study.

Study-specific Consent and Protocol Elements



A Use Case

• Study is a multisite, Phase 3 clinical trial studying investigational 
drug ABC.

• Participants will be aged 7-40. 
• Recruitment will not be limited to English speakers. 
• Procedures include 

• X-ray
• Collection of biospecimens for genetic research
• Biobanking for future unspecified research
• A pregnancy test will be required for participants of 

childbearing age



Study is a multisite, Phase 3 clinical trial studying investigational drug ABC. Participants will be 
aged 7-40. Recruitment will not be limited to English speakers. Procedures include an x-ray, 

collection of biospecimens for genetic research, and biobanking for future unspecified 
research. A pregnancy test will be required for participants of childbearing age. 

Federally Regulated Study Elements

Children

Pregnant women

Prisoners

Other vulnerable populations (e.g., students)

Study has a consent form

EFIC

Assent

Waiver or alteration of informed consent 

HIPAA applies to this study

Drugs/devices

Genetic Testing

Other Elements Related to State Laws /Local Policies

Individuals with impaired decision making

Non-English speaking individuals 

Pregnancy testing or collecting pregnancy status

Testing for an infectious disease (e.g., STI testing for 
children/minors)

Mandatory reporting (e.g., diseases, abuse/neglect)

Drug or device that could impact billing

Drug storage or distribution

Investigational biosafety review

Involves radiation of any kind

Is federally funded

Other

Indicate the study elements that apply to this study to help Relying HRPPs confirm the local and other 
considerations that should be considered when reviewing their study.

Study-specific Consent and Protocol Elements



Step 2: IREx Matches Elements to 
Institutional Profile Questions

Study Element IP Question(s)

Children/Assent Circumstances affecting age of consent | Emancipation standards | Age of majority
Does your institution require a separate Assent document or an Assent signature on the main consent form for children/adolescents ?

Consent

• Additional documents/riders required with consent
• Compensation-related policies, guidelines, or language
• Payment for research-related injury
• Policies around impaired decision making
• Signature line requirements (e.g., date AND time, for translators when participants can’t read, financial info sheet; physician consent)

Non-English 
speaking 
individuals

• Policies re: use of short forms for non-English speaking individuals and/or translation of consents for non-English speaking individuals
• Does your site allow the use of a short form? | # of times SF can be used before needing fully translated consent? 
• Is Translator/Witness required to sign the Short form? | Is Translator/Witness required to sign the full English consent document?

HIPAA Covered entity | Waiver for review of medical records to ID participants | Is authorization required to be separate/other formatting 

Genetic testing Describe any state laws related to genetic testing | Template language required in the consent form

Pregnancy testing Describe any required consent form language when pregnancy testing will be performed.

Drug/device 
impacts billing Describe any required consent form language for studies involving drugs/devices that may impact billing

Drug storage Describe any state laws or policy that may impact drug storage or shipping

Radiation review Are ancillary reviews required when studies involve radiation review? If so, who conducts those reviews 



Step 3: Relying HRPP completes HRP 
Survey, confirming / updating 

Institutional Profile Info



Coming Soon: 
Allow Reviewing IRBs & SMs to disable 

approval notification emails
1. Single IRB will have option to allow Lead Study Team 

/ CC to turn off approval notifications
2. If allowed, Lead Study Team / CC can check box to 

publish approval WITH / WITHOUT sending notifications



Next Call: July 18, 2025!
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