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IRB Reliance at Connecticut Children’s Medical Center 

FREQUENTLY ASKED QUESTIONS (FAQ) 

 

 

 

1. What does “reliance” mean? 

 

Reliance refers to an arrangement (legal arrangement) between two or more institutions to allow 

for IRB regulatory review and oversight of a study by one institution’s IRB for one or more other 

institutions when multiple IRBs have jurisdiction for the same research protocol. 

 

 

2. What is a reliance agreement and what does it cover? 

 

A reliance agreement is a document signed by two or more institutions engaged in human 

subjects research that permit one or more institutions to cede review to another IRB. The signed 

agreement permits a single IRB to review human subject research activities for more than one 

site.  

  

The agreement documents the roles, responsibilities, and communications between the institution 

serving as the IRB of Record (reviewing IRB) and the institution relying on that IRB (relying 

IRB).   

 

Reliance Agreements only cover regulatory IRB review.  The local IRB serves as the 

gatekeepers for institutional requirements beyond what is required under the regulations for IRBs 

to perform. IRB local context considerations, research personnel qualifications, and ancillary 

reviews (such as feasibility, pharmacy reviews, clinical trial agreement reviews, Information 

Security, Point of Care Testing, etc.) still need to be conducted at each institution. 

 

This term also includes:  SMART IRB Master Agreement, Cooperative Agreements or 

individual IRB Reliance Agreements. 

 

 

3. Why are reliance agreements needed? 

A reliance agreement avoids duplicate IRB initial review and continued oversight when multiple 

IRBs have jurisdiction for the same multi-site research protocol. Once the agreement is executed, 

it can lessen the administrative burden and regulatory oversight of multiple institutions’ IRBs.  

Connecticut Children’s is responsible for research conducted by its own employees, regardless of 

where the research occurs. All human research conducted by Connecticut Children’s employees 

must be reviewed by Connecticut Children’s IRB, unless a reliance arrangement is established 

and you receive local approval to rely on the IRB review of another qualified external IRB.  

 

 

4. What is a qualified external IRB? 
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Any IRB that is not Connecticut Children’s Medical Center IRB.  A qualified external IRB refers 

to the external IRB being AAHRPP accredited, part of a domestic site, and holds a Federal Wide 

Assurance (FWA) with the Office of Human Research Protections (OHRP). 

Other terms may include Single IRB (sIRB), IRB of record, reviewing IRB, central IRB (cIRB), 

or commercial IRB. 

 

 

5. When will Connecticut Children’s consider relying on an external IRB? 

 

Approval to rely on another IRB requires an administrative review by Connecticut Children’s 

IRB including submitting a Request to Rely application in IRBManager and execution of a 

reliance agreement. Requests to rely on an external IRB are reviewed on a case-by-case basis. 

Several factors are considered in determining whether a reliance agreement should be used or 

whether each institution should conduct their own IRB review.  These factors include the 

complexity of the study protocol, the risk level, the involvement of each institution and its 

investigators, funding and whether the other institution is AAHRPP accredited, etc. We also do 

not rely on an external IRB if the study is determined to be exempt (with the exception of 

reliance utilizing the SMART IRB) or if Connecticut Children’s is not engaged in human subject 

research. Connecticut Children’s does not engage in reliance agreements with international IRBs. 

 

Connecticut Children’s investigators are encouraged to contact Carrie Zevetchin 

(czevetchin@connecticuthcildrens.org; 860-837-5514) to assist with preliminary determinations.  

 

 

6. Are reliance agreements accepted by all institutions? 

 

Institutions vary as to whether they will utilize reliance agreements. Many institutions will 

decide if they will allow a reliance agreement based on the research protocol being reviewed. 

Some institutions have standing arrangements to utilize other IRBs for specific types of research. 

If you wish to request that an institution’s IRB serve as the reviewing IRB, you should contact 

them to confirm their willingness before proceeding.  From a regulatory perspective, federal 

regulations allow for reliance agreements to be used for multi-site research. 

As of January 20, 2020, the 2018 Common Rule requires most federally supported, non-exempt, 

human subjects research involving more than one institution to comply with the requirement for 

a sIRB to review the research. 

 

The following research has been excused from the sIRB mandate: 

•  Cooperative research conducted or supported by HHS agencies other than the NIH, if an IRB 

approved the research before January 20, 2020; or 

•  Cooperative research conducted or supported by NIH if either the NIH single IRB policy does 

not apply, and the research was initially approved by an IRB before January 20, 2020 or if the 

NIH exempted the research from its single IRB policy before January 20, 2020. 
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7. Is a reliance arrangement always faster than going through the Connecticut Children’s IRB? 

No. Reliance does not mean less work, it is a different kind of work. The process for establishing 

a new reliance agreement can be lengthy. Sometimes it goes quickly but it is not uncommon for 

it to take months. Study teams are advised to keep this in mind when considering a request to 

rely on an external IRB.  It is encouraged to utilize the Smart IRB Agreement. 

Reliance on an external IRB is limited to the IRB regulatory review. 

What that means is that you:  

• Still need to work with Connecticut Children’s IRB office and IRBManager; 

• Remain responsible for completion/compliance with any institutional policies and requirements 

(including ancillary reviews); and  

• Connecticut Children’s retains overall responsibility for conduct of research at this institution. 
 

 

8.  What is SMART IRB?  

 

SMART IRB is NOT an IRB. SMART IRB is the name of a model reliance agreement designed 

to streamline the reliance process. Connecticut Children’s has joined the SMART IRB Master 

Agreement as a participating institution.  Participating institutions may use the Agreement to 

support collaborations with one another by utilizing     single IRB review.   

The SMART IRB Agreement: 

•  Enables reliance on a study-by-study basis 

•  Clearly defines roles and responsibilities 

•  Eliminates the need to sign reliance agreements for each study 

 

Using the SMART IRB Agreement does not replace or negate the internal process for local 

review at Connecticut Children’s for requesting reliance on an external IRB.  

  

Click here for a list of Participating Institutions. 

 
 

9. Can I use a commercial IRB for multi-site industry sponsored research? 

 

Connecticut Children’s allows investigators to utilize a commercial IRB for industry-sponsored, 

multi-center, clinical research studies.  This decision is made on a case by case basis, but 

generally will be utilized when a commercial IRB has been appointed as the sIRB by the 

Sponsor, is AAHRPP accredited and has already approved the study. Preferably, the commercial 

IRB has already joined SMART IRB, such as Advarra and WCG IRB. 

 

10. Connecticut Children’s IRB is relying on an external IRB for my study. Once the reliance 

agreement is executed, can I start my research study?  

If Connecticut Children’s is relying on another IRB, a ‘Request to Rely’ submission is still 

needed. This submission is not an IRB regulatory review process (since the IRB review will be 

https://smartirb.org/participating-institutions/
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ceded to another institution) but rather is a means to review/approve the reliance request, trigger 

applicable ancillary reviews, and track research activities occurring at Connecticut Children’s.  

 

There are several requirements and steps that must be completed before beginning your research 

study.  All of the following must be completed before beginning a research study: 

1. Submission of a ‘Request to Rely’ IRB application. 

2. Letter documenting addition of Connecticut Children’s as a research site by the 

Reviewing IRB. 

3. Fully Executed Reliance Agreement 

4. Fully Executed Contract (for funded studies) 

5. IRB stamped/approved consent/HIPAA forms have been uploaded as reference 

documents made available in IRBManager by the Connecticut Children’s IRB 

6. Letter documenting completion of local review by Connecticut Children’s IRB. 

 

 

11.  Where can I find instructions on how to submit a request to rely on an external IRB?  

There are job aids available to help you navigate the reliance process, including: 

•  Requests for Connecticut Children’s to cede IRB Review to an External IRB  

 

• Connecticut Children’s Informed Consent/HIPAA Boilerplate Language 

 

• Responsibilities for Local PIs Involved in Reliance on an External IRB 

 

• Keeping the Connecticut Children’s IRB Informed 

 

 
12. How can I receive additional information? 

 

Connecticut Children’s Sr. IRB Manager, Carrie Zevetchin 

(czevetchin@connecticutchildrens.org; 860-837-5514) can provide assistance with any questions 

regarding reliance agreements/processes.  
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