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Purpose of form: Relying instutons can use his orm o provide heir local sudy
eams wih guidance regarding he investgaor’s responsibilites when a sudy is under
he oversigh o an IRB exernal o heir instuton, partcularly when he SMART IRB
Sandard Operaton Procedures are ollowed. Language in his documen should be
adaped o refec local processes.

Relying Investgaor Guidance and Checklis

As Principal Invesgaor a he Relying Instuton or a sudy hamay be overseen by an exernal IRB, you should be
aware o your responsibilies. Once you have agreed o collaborae wih an invesgaor a anoher insuon and inend
o use an exernal IRB or oversigh o his sudy:

You should conac he IRB adminisraon or relevan Human Research Proecon Program (HRPP) personnel a
your insuon o:

Discuss wheher ceding IRB oversigh o an exernal IRB is appropriae.

Provide hem wih deails abou he sudy (including your sudy eam’s role), he proposed reviewing IRB,
and he lead invesgaor’s name and insuon.

Obain a copy o he sudywide proocol and emplae consen documens(s), which will help
aciliae he discussion wih your local IRB/HRPP.

I your insuon agrees o cede review o an exernal IRB, you will be asked o:

Provide he IRB adminisraon or relevan HRPP personnel a your insuon wih:

• The names and roles o all key sudy personnel on he local sudy eam

• Any managemen plans or poenal conics o ineres (COI) relevan o he sudy ha will
be ceded o he exernal IRB, including any new or alered managemen plans pu in place
hroughou he liespan o he sudy.

Regiser he sudy a your insuon according o local processes, such as creang a shell sudy in he
local elecronic sysem and uploading documens received.

Promply respond o quesons or requess or inormaon rom he Lead Sudy Team (or heir designee)
as well as rom he Reviewing IRB.

Parcipae, as required, in conerence calls regarding a sudy as requesed by he Lead Sudy Team,
Reviewing IRB, or your local IRB/HRPP.

Become amiliar wih he reporable even policy o he Reviewing IRB o ensure ha you appropriaely
repor proocol deviaons, noncompliance, signican subjec complains, subjec injuries, unancipaed
problems, or oher evens required by he Reviewing IRB o be repored and wihin he merames
required.

Ensure ha all local reviews and sign os ha, in addion o IRB approval, are in place beore a sudy
is acvaed, such as coverage analysis, deparmen approvals, daa use agreemens, maerial ranser
agreemens, ancillary commitee reviews (e.g., radiology, nursing, and pharmacy).

Work wih he Lead Sudy Team and he IRB/HRPP POC rom your insuon o incorporae locally
required language ino he consen emplae o be used by he local sudy eam, such as insuonally
required compensaon or injury language, local sudy eam conac inormaon, and addional coss
ha subjecs may incur ha dier rom hose idened in he emplae consen orm.
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For exernally unded sudies, provide your sponsored programs oce wih documenaon ha IRB
oversigh or a sudy has been ceded o and approved by an exernal IRB.

Noy local IRB adminisraon/HRPP personnel o any sa changes so hey can conrm heir raining is
curren and help ensure any relevan COI managemen plans are communicaed o he Reviewing IRB.

Noy he lead PI o:

• Any reporable evens ha occur locally, according o regulaons and he Reviewing IRB’s policy.

• Any changes (including hose relaed o unding and personnel) in accordance wih he Reviewing
IRB’s policies and procedures or ming and conen o such submissions.

• Any managemen plans, including any updaes o hese plans, as relevan o he sudy.

• Any applicable inormaon or connuing review progress repors in accordance wih he
Reviewing IRB’s policies and procedures or ming and conen o such submissions.

Follow all deerminaons o he Reviewing IRB.

Only implemen changes o proocol, including local variaons, afer he Reviewing IRB has approved
hem, excep in cases where a change is required o avoid an apparen immediae hazard o parcipans.

Provide, upon reques, access o sudy records or audi by he local insuon, he Reviewing IRB’s
insuon, and oher regulaory or monioring enes.


