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Relying on an External IRB: FAQs for Research Teams

The purpose o his documen is o provide helpul hins or sudy eams whose insuons have agreed o rely on an
exernal IRB.

What does relying on an external IRB mean?

Insuons may agree o use an IRB ouside heir insuon o oversee a research sudy or sudies. This is called ceding
or deerring IRB review.

How do I know whether a study can be ceded to an external IRB?

Please conac your insuon’s SMART IRB poin o conac (POC), or check wih he oce a your sie responsible or
making deerminaons regarding wheher IRB review will be ceded o an exernal IRB (usually he IRB oce), o nd ou:

• wha research qualies or ceded review

• how o make requess or ceding IRB review, and

• wha, i any, agreemenmay be in place o cover he specic IRB review arrangemen.

Does my instuton need o sign an agreemen in order o rely on an exernal IRB?

Generally, a wrien agreemen beween he insuons mus be execued or an insuon o rely on an exernal IRB.
The agreemen spells ou he responsibilies o he insuon providing IRB review as well as he insuon relying on
he exernal IRB.

What is the SMART IRB Agreement?

The SMART IRB Agreemen is a naonal maser agreemen ha allows insuons o avoid having o negoae
individual agreemen per sudy or group o sudies. More inormaon abou SMART IRB is a hps://smarrb.org and
a lis o insuons ha have joined SMART IRB by signing ono he agreemen is a hps://smarrb.org/parcipang-
insuons/.

Do I need o obain sign-o rom my home instuton, such as rom is IRB ofce, o use an exernal IRB?

Generally, yes. Because insuons need o ideny he research ha alls under heir purview, even i an IRB ouside
he insuon oversees some or all o is research, hey usually require researchers a leas o aler appropriae
insuonal ocials abou a sudy hey wish o have reviewed by an exernal IRB. Insuons ofen require insuonal
sign-o beore he sudy can be reviewed by an exernal IRB. The mechanism by which his “regisraon” occurs varies
by insuon. Some, or example, require researchers o provide a brie applicaon in he local elecronic submission
sysem. Sudy eams should check o nd ou wha heir insuonal requiremens are in regard o he use o an
exernal IRB.
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Wha is he role omy local instuton, such as my local IRB ofce, i research is ceded o an exernal IRB?

Mos reliance agreemens, such as he SMART IRB Agreemen, require insuons o communicae “local conex” issues
o he Reviewing IRB. Local conex issues can include insuonal requiremens or inormed consen language (e.g.,
compensaon or injury language), aesng o he adequacy o research eam raining, qualicaons and resources
available o hem o conduc he sudy, and providing any relevan conic o ineresmanagemen plans ( or, in he case
o ederal agencies, assurances ha ha he parcipaon o heir research personnel is permissible and consisen wih
ederal law). The local IRB oce is ofen, bu no always, responsible or handling such communicaons.

How do I reques hamy instuton cede review or my sudy o an exernal IRB?

The mechanism by which his is accomplished varies by insuon and by he agreemen under which IRB review will
be ceded. For example, some insuons use he SMART IRB Online Reliance Sysem (hps://smarrb.org/reliance/) o
have sudy eams reques reliance arrangemens, while ohers require alernae processes.

Many insuons expec sudy eams o provide a proocol, emplae consen orm, and lis o sies and personnel
engaged in he sudy or he insuon o deermine wheher he sudy qualies or single IRB review or o decide which
insuon should serve as he Reviewing IRB. Please conac your insuon’s SMART IRB poin o conac (POC), or
check wih he oce a your sie responsible or making deerminaons regarding wheher IRB review will be ceded o
an exernal IRB (usually he IRB oce), o nd oumore abou he processes and procedures required or using ha IRB.

How do I submimy documens o he exernal IRB or review?

You will need o nd ou he arrangemens in place or submitng o and communicang wih he designaed Reviewing
IRB.

• In some cases, a lead sudy eam, coordinang cener, or sponsor will submi documens o he IRB and provide you
wih documenaon o ha IRB’s approval or your sie.

• Some insuons do no allow sponsors o submi applicaons o he IRB on he behal o he sudy eam.

• In oher cases, he sudy eam is direcly responsible or submitng documens o Reviewing IRB.

How do I know when I can sar he research amy sie i an exernal IRB is reviewing he sudy?

Obaining IRB approval is one o ofen many approvals or sign-os ha sudy eams mus have in place o acvae a
sudy. The same insuonal requiremens mus be me or sudy acvaon when using an exernal IRB. Examples
include reviews and approvals by oher insuonal commiees (e.g., biosaey, radiaon saey, pharmacy, conic o
ineres, billing compliance) and execung any clinical rials agreemens.

You will need o ensure you have documenaon ha:

• your sie has ceded review o he exernal IRB; and

• he exernal IRB approval or he sudy covers your sie.

I he exernal IRB has approved he sudy beore your sie is ready o join, your sie will need o be specically reviewed
and approved as a new sie, which is usually accomplished via an amendmen o he exisng sudy. Acvies involving
human subjecs a your sie canno occur unl he exernal IRB specically approves your sie’s parcipaon in he
research and you have obained all required insuonal sign-os and/or approvals.
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Wha are my obligatons when an exernal IRB is responsible or reviewing my research sudy?

The responsibilies o he research eam remain largely he same, and include:

• Obaining sign o rom your insuon o use an exernal IRB

• Obaining inial approval as a parcipang sudy sie

• Communicang inormaon abou sudy progress o he Reviewing IRB via he mechanism esablished or such com-
municaons (e.g., eiher o he IRB direcly, or o he lead sudy eam or coordinang cener)

• Tracking personnel updaes, ensuring personnel are qualied and appropriaely rained o perorm heir roles, and
providing inormaon abou relevan personnel changes o he Reviewing IRB (including conrming personnel are
qualied and appropriaely rained) o he Reviewing IRB when required and via he mechanism esablished or such
communicaons (e.g., eiher o he IRB direcly, or o he lead sudy eam or coordinang cener)

• Reporng unancipaed problems, noncompliance, and signican new inormaon o he Reviewing IRB via he
mechanism esablished or such communicaons

• Complying wih he Reviewing IRB’s policies (e.g., reporng noncompliance, unancipaed problems, and subjec
complains)

• Complying wih he deerminaons o he Reviewing IRB

• Using he mos curren IRB-approved documens, including he proocol, consen orms, and recruimen documens

• Complying wih applicable policies rom he local insuon (e.g., conic o ineres, raining and educaon,
research subjec compensaon processes, billing compliance)

• Working wih he lead invesgaor o make any local updaes o he proocol or oher approved documens
(e.g., consen orm or recruimenmaerials), and ensuring he Reviewing IRB approves hese changes beore hey
are implemened

• Communicang applicable sudy updaes wih oher relevan local insuon commiees and/or oces (e.g.,
research billing, radiaon saey commiees, pharmacy, oncology review commiees)


