
Reviewing IRB

Approves an informed consent
emplae, identying specic
areas that can be revised

to include appropriate local
conex inormaton*

Works with the Reviewing IRB to ensure
relying sie sudy eams are aware o
the process to provide local context
inormaton or he consen orm

Distributes informed
consen emplae**

Overall Principal
Investgaor
(or designee)

Relying Sie
Sudy Team

Relying Sie
SMART IRB
Point of

Contact (POC)

Works wih he Overall Principal Investgaor (or designee) o:
• Obain a copy o he appropriae consen orm emplae
• Ensure hey undersand he sectons ha can be revised

o reec local conex language
• Conrm he process hrough which he local conex

language for that site should be provided to the Reviewing
IRB, once approved by he relying sie’s SMART IRB POC

I additonal areas o he consen
form must be updated to

reec sae law or instutonal
requirements, contacts

Reviewing IRB to discuss inclusion

Works wih heir relying sie sudy eam o:
• Ensure he appropriae instutonal language is included

in ha sie’s consen orm based on he emplae
provided by he Reviewing IRB

• Provide documenaton ha he local language included
in he draf consen documen(s) is accepable

Works wih heir local SMART IRB Poin o Conac (POC) o:
• Conrm he appropriae instutonal language ha can

be included in the template consent form
• Obain sign o on he consen orms o provide o he
• Reviewing IRB wih documenaton, hrough he agreed

upon process, that the language was accepted

*Templae areas ha can be changed are usually limied o:
• Conac inormaton or local sudy eam
• Coss ha dier or he relying sie
• Relying sie’s language regarding he availabiliy o and compensaton or research-relaed injury

**The Reviewing IRB can disribue he emplae o he Overall Principal
Investgaor (or designee) AND/OR he Relying Sie SMART IRB POC.
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