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Agenda

• Meet your Presenters!
• What’s Reliance?
• Reliance Welcome Packet Updates
• What are Local Context Forms?

– How to Obtain and Use Local Context Forms

• External IRBs: Webpage Updates & New Resources
• External IRBs: eIRB+ and Ongoing Requirements
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What’s “Reliance”?
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• Reliance
o A relationship which allows one IRB to review and 

make determinations for another site’s research 
activities (i.e., serve as the IRB of Record)

o This relationship is established via reliance 
agreements
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Key Concepts

Northwestern serves as the IRB of 
Record / Reviewing IRB / Single IRB 
for Northwestern and external site(s)

Northwestern is a Relying IRB / 
Relying Site that cedes review / relies 

on an External IRB / Reviewing IRB



Engagement vs Reliance

Do the overall 
study activities 

constitute 
engagement in 

non-exempt 
human research?

IRB oversight and 
approval is 
necessary

Local IRB review and 
approval OR reliance is 

feasible

Reliance is feasible 
and may be required

IRB review may or 
may not be 
appropriate

Regardless if local IRB 
review is appropriate, 

reliance is not 
feasible.
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• When is reliance required?
o Required by federal regulations
o Required by sponsors
o A site cannot review human research themselves

• What is a reliance agreement?
o An agreement that allows an IRB to review human 

research on behalf of another entity. 
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Key Concepts

Institutional Authorization Agreements(IAA)
Individual Investigator Agreement (IIA)

SMART IRB Letter of Acknowledgement (LOA)
SMART IRB Online Reliance System (ORS)



• What is a Single IRB (sIRB)?
o An sIRB is an IRB of Record for a study, with multiple 

relying sites, when reliance is federally required

• When is a sIRB Required?
o federal funding, human participants, non-exempt 

activities, & multiple domestic research locations.

• Why?
o Cooperative Research Requirement
o NIH Single IRB Mandate
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Key Concepts



• What is a sIRB Consultation Intake Form?
o Studies required to have a sIRB must submit a sIRB 

Consultation Intake Form, before grant applications 
are submitted. If appropriate, we will issue a sIRB 
Letter of Support (LOS) to serve or to cede.
o Required if we will serve as the sIRB or cede review.

• What is a sIRB Letter of Support (LOS)?
o The sIRB LOS is evidence of our willingness to serve 

or cede, but it is not an agreement nor is it binding. 
o It must be uploaded to eIRB+ as part of the initial application. 
o sIRB fees only apply when Northwestern is the sIRB.
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Key Concepts

https://redcap.nubic.northwestern.edu/redcap/surveys/?s=J9DLTDLMMK
https://redcap.nubic.northwestern.edu/redcap/surveys/?s=J9DLTDLMMK


Reliance Welcome Packet Updates
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Northwestern Serving as 
the IRB of Record
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HRPP
Human Research 

Protections 
Program

Conflict of 
Interest

State Law & 
Institutional 

Policy 
Verification

Training & 
Qualifications 

Verification

Resource 
Verification

HIPAA Privacy 
Review

IRB Review

IRB of Record
(Northwestern) Relying Site



Submitting in eIRB+
• Once submitted our office reviews the protocol, 

documents, and Single IRB LOS (if applicable). 
• If this is a new study, reliance agreements 

should be submitted in a modification.
– This enables study teams to share approved 

documents and draft reliance agreements with 
proposed external relying sites.

• We can execute reliance and approve a relying 
site’s documents all in one modification.
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irb.northwestern.edu/reliance/nu-serving-as-the-irb-of-record.html



Reliance Welcome Packet
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Local Context Forms
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What is Local Context?
• Local Context Language

– Site-specific required language. Example: HIPAA 
authorization, subject injury language, state law 
required language, etc.

• Local Context Form 
– A document that provides local context language, 

institutional information, state and local regulations, 
and factors relevant to research conduct at a site.

• Local Context Review
– The review of a relying site’s requirements, by an IRB, 

often aided by local context forms.
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How to Obtain and Use Local 
Context Forms?

• HRP-1825 Relying Site Local Context Form
– In some cases, we may already have a completed 

form for your proposed relying site. Our team will let 
you know if a new or updated form is necessary.

• Incorporating LCFs
– Once obtained, information from the site-specific LCF 

should be reviewed and any applicable local site 
requirements addressed in the protocol and study 
materials as appropriate. 

– Relying site LCFs need to be uploaded to eIRB+. 
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https://irb.northwestern.edu/reliance/nu-serving-as-the-irb-of-record.html
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https://irb.northwestern.edu/reliance/nu-serving-as-the-irb-of-record.html



Local Context Review
• The assigned analyst and/or IRB will use the 

Local Context Form to ensure that local and 
state laws, institutional policies, and community 
considerations are accounted for with respect to:
– Relying site activities
– Relying site consent form(s)
– Recruitment materials for use at/by the relying site
– Other documents for use at/by the relying site



External IRBs
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https://irb.northwestern.edu/reliance/nu-
relying-on-an-external-irb.html



Updates to the 
External IRB Webpage

• Reorganization of content to resemble the 
lifecycle of a study 
o Main content is organized by study-start up, study 

maintenance, and other tools and guidance
• Addition of a detailed FAQ section
• Addition of two external IRB workflow resources
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Northwestern Relying on 
an External IRB
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HRPP
Human Research 

Protections 
Program

Conflict of 
Interest

State Law & 
Institutional 

Policy 
Verification

Training & 
Qualifications 

Verification

Resource 
Verification

HIPAA Privacy 
Review

IRB Review

IRB of 
Record

Relying Site HRPP
(Northwestern)



A New Resource!
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STU vs. IRBSITE



STU vs. IRBSITE
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STU
(aka Study)

IRBSITE/SITE
(aka Site)



Crafting Consent Forms
• Use the template of the IRB of Record
• Add site-specific language (local language 

requirements)
– Financial Interest Disclosure
– Investigator / Treating Physician Conflict of Interest
– Research Related Injury*
– Research Costs and Compensation
– Institutional Policy/State Law Requirements
– Local Study Team Contact Information
– HIPAA Authorization*

*Edits are not allowed
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Ongoing Study Requirements
When the External IRB is the IRB of Record

• What to Submit to the External IRB
– All changes/modifications to NU site protocol and materials
– Change in PI
– Reportable New Information

• What to Submit to Northwestern IRB
– Any Change to Key Study Documents (i.e., Protocol, 

Consent, etc.) once approved by External IRB
– CRs and Closure, once approved by External IRB
– Northwestern Study Team Member Updates
– Reportable New Information*
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Final Reminders
• Your assigned analyst is your key point of contact
• All studies must undergo institutional reviews (COI*, 

SRC*, OSR, NMHC, NMH Device Committee, etc.)
– * These reviews are required before initial acknowledgment 

• External IRB-approved consent forms must include the 
required Northwestern template language

• All approved study documents listed on the External IRB 
approval letter should be uploaded into the submission

• All study team members must have Human Subject 
Protections training completed within the last 3 years.

• Documents should be uploaded into the appropriate 
sections of the eIRB+ application (STU vs. IRBSITE)
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Northwestern IRB Reliance
Email: irbreliance@northwestern.edu

Website: https://www.irb.northwestern.edu/reliance/

Office Hours: Tuesdays @ 3pm CT

mailto:irbreliance@northwestern.edu
https://www.irb.northwestern.edu/reliance/
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