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INTRODUCTION

The Naonal Insues o Healh (NIH) Policy on he Use o a Single Insuonal Review Board or Mul-Sie Research

and he Common Rule change, eecve January 21, 2020, requiring single IRB review omul-sie sudies means ha

Insuonal Review Boards (IRBs) amany insuons may ake on he role o serving as a reviewing (or single) IRB.

Likewise, many insuons will now have o rely on an exernal IRB or review o sudies in which heir insuon is a

parcipang sie. These new roles require ha insuons develop processes or sandard local uncons o ensure sudies

are properly reviewed under he single IRB model.

The NIH policy cies he use o single IRBs o increase eciencies, decrease me o sar o research, and reduce coss

while sll mainaining or even improving human subjecs proecons. I is expeced ha some processes, such as review

and approval o research sies and amendmens and connuing reviews, will be more ecien under he single IRB

model. However, oher processes are no as well-suied o he single IRB review process and may acually become more

cumbersome. One such process is evaluang he qualicaons o sudy personnel.

Ensuring sudy personnel are adequaely rained is a join responsibiliy o insuons, sponsors, invesgaors, and IRBs.

Healh and Human Services (HHS) and Food and Drug Adminisraon (FDA) regulaons require ha IRBs have a role in

reviewing invesgaors qualicaons; however, hey do no spulae how IRBs mus ascerain hese qualicaons. For

he purposes o he HHS regulaons, he Oce o Human Research Proecons (OHRP) inerpres an “invesgaor” o be

any individual who is involved in conducng human subjecs research sudies1, and he FDA and HHS “Wrien Procedures

Checklis” includes “[re]viewing he qualicaons o he invesgaor(s) and sudy sa…” as a opic or which an insuon

should have a wrien procedure o aciliae compliance.

I is clear ha single IRBs mus evaluae he qualicaons o Principal Invesgaors (PI) as par o heir regulaory

responsibilies; however, i is no clear wheher oher sudy personnel also require review by he single IRB. Tradionally,

IRBs review and approve all sudy personnel, and, as use o single IRBs has become more prevalen, ha responsibiliy has

ypically been aken on by he Reviewing IRBs. Changes in sudy personnel are common sudy amendmens, and, while he

inial review o sudy personnel is no ha onerous, ongoing review o personnel changes consumes signican resources

or single IRBs, and can overwhelm hose overseeing large mul-sie sudies.

To address he challenges presened by he single IRB model, his SMART IRB guidance makes recommendaons on how

o esablish mechanisms or insuons, invesgaors, and IRBs o work ogeher o ensure sudy personnel are rained in

human subjecs proecons and are qualied o conduc he research under review.

1. hps://www.hhs.gov/ohrp/regulaons-and-policy/guidance/aq/invesgaor-responsibilies/index.hml



SMART IRB encourages use and disributon of his conen. If you exrac any language, please

cie SMART IRB as follows, “This informaton was obained from [docname] as par of SMART

IRB, which is funded by he NIH Natonal Cener for Advancing Translatonal Sciences hrough is

Clinical and Translatonal Science Awards Program, gran number UL1TR001102-04S1.”

www.smarrb.org 2

Harmonized: This document underwent a review and input process rom October 2019 to February 2020 and has now been fnalized.

IRB REVIEW OF STUDY PERSONNEL

FDA and HHS human subjec proecon regulaons do no provide clear insrucons on wha IRBs, insuons, and

invesgaors need o consider when evaluang personnel conducng human subjecs research. In he absence o specic

regulaons governing IRB review o personnel, IRBs have generally evaluaed sudy personnel o ensure:

1) They have compleed human subjecs proecon raining required by heir insuon.

2) They are qualied o conduc he research under review.

3) Relevan nancial confics o ineres (COI) are idened, assessed regarding heir poenal impac on he research,

managed o minimize risk o subjecs, and disclosed o subjecs when appropriae.

Lack o clariy in he regulaons has led o variaon across IRBs and insuons regarding:

• Which sudy personnel mus be lised on an IRB applicaon and wheher heir role(s) mus be idened.

• Wha ypes o raining are required or expeced or dieren personnel.

• Wha personnel changes (adding or removing personnel) are communicaed o he IRB.

• How and when updaes o personnel are submited o he IRB.

• Wha he IRB considers in is review o personnel, and which responsibilies or ensuring he qualicaons o sudy

personnel are overseen by insuonal personnel or processes.

• The IRB review process or personnel changes (e.g., convened board, expedied review, or oher approach).

Insuons ofen require addional raining or vetng o research personnel or various reasons, such as or credenaling,

conic o ineres, research misconduc, access o proeced healh inormaon (PHI), and background checks. In some

cases, IRBs monior compliance wih hese requiremens, bu insuons requenly have oher oces or processes (e.g.,

human resources, HIPAA privacy ocers, oher adminisrave reviews) o address hese requiremens.

The FDA guidance, IRB Responsibilites or Reviewing he Qualifcatons o Investgaors, Adequacy o Research Sies, and

he Deerminaton oWheher an IND/IDE is Needed, provides a basis rom which o derive a harmonized ramework or

he expecaons or he review o personnel engaged in human subjecs research. I suggess he raonale or IRB review o

invesgaor qualicaons is woold:

• To “ascerain he accepabiliy o he proposed research in erms o insuonal commimens and regulaons,

applicable law, and sandards o proessional conduc and pracce.” [rom 21 CFR 56.107(a)]

• To ensure ha risks o subjecs are minimized and reasonable in relaon o ancipaed benes, i any, o subjecs.

[rom 21 CFR 56.111]

In shor, he FDA guidance assers ha, in order o deermine research risks o subjecs are adequaely minimized, IRBs

mus ensure clinical invesgaors are adequaely qualied o conduc and supervise he research.

The concep o qualied wihin his guidance encompasses raining and experience. While social, behavioral, and

educaonal research (SBER) research may no be regulaed by he FDA, he expecaons oulined in he guidance would

also be applicable o non-FDA regulaed research.
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Oher key poins wihin he FDA guidance include:

• IRBs should assess qualicaons based on boh he research-relaed role individuals ulll (e.g., Principal Invesgaor

vs. oher research eam members) and he sudy- specic acvies hey perorm (e.g., obaining inormed consen,

adminisering sudy insrumens, execung invasive sudy inervenons).

• The necessary inormaon or assessing invesgaor qualicaons, and he mehods or obaining ha inormaon,

will vary “depending upon he naure and risks o he proposed research and he relaonship beween he IRB and

he invesgaor or he insuon where he proposed research is being conduced…”

• IRBs can rely on oher resources o conrm invesgaor qualicaons.

O noe, he FDA guidance generally reerences “invesgaors,” and does no direcly address expecaons or personnel

oher han invesgaors. However, as noed above, OHRP inerpres an “invesgaor” o be any individual who is involved in

conducng human subjecs research sudies.

Alhough he above-reerenced FDA guidance does no address IRB review o research personnel COIs, he FDA, in

conjuncon wih he Deparmen o Healh and Human Services (DHHS), issued “IRB Wrien Procedures: Guidance or

Insuons and IRBs,” which species ha IRBs should have wrien procedures o ideny and manage “an invesgaor wih

a conicng ineres”. Furher, “Financial Conic o Ineres: HHS Guidance (2004)” esablishes expecaons ha IRBs have

a responsibiliy o ensure ha nancial ineress do no compromise he righs and welare o human research subjecs, and

ha hey should specically deermine:

• Wheher mehods used or managemen o nancial ineress o pares involved in he research adequaely proec

he righs and welare o human subjecs.

• Wheher oher acons are necessary o minimize risks o subjecs.

• The kind, amoun, and level o deail o inormaon o be provided o research subjecs regarding he source o

unding, unding arrangemens, nancial ineress o pares involved in he research, and any nancial ineres

managemen echniques applied.

Addionally, he Associaon or he Accrediaon o Human Research Proecon Programs (AAHRPP) sandards or

accrediaon include he expecaon ha IRBs have he nal auhoriy o deermine wheher he research in which an

invesgaor has a nancial conic o ineres— and he managemen plan o ha conic, i any—allow he research

o be approved.
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IMPACT OF THE SINGLE IRB MODEL
ON THE REVIEW OF STUDY PERSONNEL

Beore widespread adopon o single IRB review, research personnel raining, qualicaons, and COI were ofen assessed

by IRBs ha unconed wihin he same insuons as he research personnel hey oversaw. Ofen inheren in his

arrangemen was local knowledge o researchers, including heir raining, qualicaons, and COI, which aciliaed IRBs’

abiliy o assess personnel as par o heir reviews. Thus, evaluaon o personnel was embedded wihin IRB responsibilies

and processes (e.g., linking inernal raining daabases o IRB applicaons o allow monioring o human subjecs proecon

raining) or mechanisms se up o share inormaon wihin he insuon (e.g., COI commiees sharing managemen plans

wih IRBs or having IRB personnel serve as represenaves on COI commiees).

The use o exernal IRBs o review research generally eliminaes he local knowledge o personnel and hus requires

IRBs serving as Reviewing IRBs or oher insuons o consider how hey will be able o ensure research personnel

have adequae raining and qualicaons o carry ou heir roles and sudy acvies as well as how he IRB will receive

inormaon abou relevan COIs.

To address hese challenges, we make he ollowing recommendaons:

1. Relying Insuons and invesgaors assume he primary responsibiliy o assess sudy personnel raining and

qualicaons boh inially and hroughou he course o he sudy.

2. Relying Insuons develop mechanisms o ideny and communicae relevan COIs and proposed managemen plans

o he Reviewing IRB hroughou he course o he sudy.

Relying Insuons may assign some or all hese responsibilies o a coordinang cener, bu his should be documened

and clearly communicaed o relevan pares, such as hrough a communicaon plan. We ouline his division o

responsibilies below.
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DOCUMENTING AND COMMUNICATING ROLES &
RESPONSIBILITIES

The division o responsibilies or he review and oversigh o personnel qualicaons and poenal nancial COIs beween

a Reviewing IRB and Relying Insuon should be ormally oulined in a reliance agreemen, such as he SMART IRB

Maser Common Reciprocal Insuonal Review Board Auhorizaon Agreemen (SMART IRB Agreemen). The division o

responsibilies should connue hroughou he lie o a sudy. Any delegaon o responsibilies o a sudy-wide Principal or

Lead Invesgaor or o a sie invesgaor should be oulined clearly in policies, procedures, and/or communicaon plan. The

SMART IRB emplae communicaon plan can be compleed by he Reviewing IRB, wih inpu rom Relying Insuons and

sudy eams, and disribued o capure and communicae a variey o responsibilies, including responsibilies relaed o

requiremens or sudy personnel.
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REVIEWING IRB RESPONSIBILITIES

Under he single IRB model, we recommend ha Reviewing IRBs implemen processes o ensure ha sudy personnel rom

Relying Insuons are adequaely rained and qualied o conduc he research and o obain inormaon rom Relying

Insuons abou relevan COIs. The Reviewing IRB should ensure Relying Insuons are aware o heir obligaons or

assuring personnel raining and qualicaons and providing inormaon regarding relevan nancial COIs hroughou he

lie o he sudy. In addion, Reviewing IRBs should clearly ideny and communicae o Relying Insuons he mechanism

ha should be used o communicae his personnel-relaed inormaon and he expeced ming or doing so. Reviewing

IRBs may obain some inormaon rom coordinang ceners raher han direcly rom he Relying Insuons, such as in

research consora. When using a coordinang cener o monior or and provide cerain inormaon relaed o personnel,

his should be documened and communicaed o relevan pares (e.g, in a communicaon plan).

One means or Reviewing IRBs o documen heir expecaons o he Relying Insuon is by using he SMART IRB

Agreemen. The SMART IRB Agreemen obligaes Parcipang Insuons o ensure ha heir research personnel have

adequae educaon, raining, and qualicaons o perorm he research and saeguard he righs and welare o research

subjecs. Furher, he SMART IRB Agreemen claries ha his responsibiliy includes having any insuonally required

proessional sa appoinmens, credenaling, insurance or oher liabiliy coverage, raining in human subjecs proecons,

and background checks or heir assigned role in he research. The Agreemen also obligaes Parcipang Insuons o

provide inormaon or documenaon regarding heir research personnel’s educaon, raining, and qualicaons when

requesed by he Reviewing IRB. Finally, unless he Reviewing IRB and he Relying Insuon agree o an alernae approach

in advance, he SMART IRB Agreemen requires each Relying Insuon o perorm is own COI analysis under is relevan

policies and o provide any resulng COI deerminaons, prohibions, and managemen plans o he Reviewing IRB,

including any updaes.

By delegang o Relying Insuons he responsibiliy o ensure research personnel have adequae educaon, raining, and

qualicaons o perorm he research, he Reviewing IRB can hen limi wha i considers in is review o personnel. We

recommend Reviewing IRBs obain he names o cerain personnel in order o aciliae communicaon o key inormaon

beween he IRB and research eams and ensure ha each sie has a responsible invesgaor in place. Specically, we

recommend he Reviewing IRB obain inormaon or any Overall (or Lead) PI, Relying Sie PIs, and a sudy eam Poin o

Conac (POC) or each relying sie, i dieren rom he Relying Sie Invesgaor (or Relying Sie PI). The sudy eam POC

should be someone knowledgeable abou he research sudy and is local implemenaon. Under his model, he Reviewing

IRB would no be responsible or reviewing and approving non-PI sudy personnel rom Relying Insuons. I inormaon

abou a relying sie PI or relying sie sudy eam POC changes during he me he sudy is open, he Reviewing IRB mus be

inormed o he change.

Reviewing IRBs should also have policies and procedures o collec rom Relying Insuons inormaon abou all engaged

research personnel’s poenal nancial COIs, in sucien deail o be able o make he assessmens recommended by HHS

as noed above, namely:

• Wheher mehods used or managemen o nancial ineress o pares involved in he research adequaely proec

he righs and welare o human subjecs.

• Wheher oher acons are necessary o minimize risks o subjecs.

• The kind, amoun, and level o deail o inormaon o be provided o research subjecs regarding he source o

unding, unding arrangemens, nancial ineress o pares involved in he research, and any nancial ineres

managemen echniques applied.
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RELYING INSTITUTIONS RESPONSIBILITIES

The recommendaon o shif responsibiliy or he review o sudy personnel away rom Reviewing IRBs means he

responsibilies or he review o personnel raining and qualicaons and he communicaon o relevan COIs and heir

managemen would all o Relying Insuons. These responsibilies would include ensuring he ollowing, inially and

hroughou he lie o he sudy:

• All sudy personnel who will be engaged in human subjecs research under he insuon’s purview are

appropriaely rained and qualied o conduc he proposed research sudy; his includes ensuring personnel have

compleed insuonally-required rainings a he sies in which hey conduc research acvies, such as raining in

human subjecs proecon, HIPAA Privacy Rule, and Good Clinical Pracce, as well as sudy-specic raining.

• Relevan sudy personnel have me insuonal requiremens relaed o heir assigned research role beore engaging

in research acvies, such as proessional sa appoinmens, credenaling, insurance or oher liabiliy coverage,

background checks, or oher requiremens.

• COI deerminaons, prohibions, and managemen plans are moniored and communicaed o he Reviewing IRB.

• Research personnel are noed o heir responsibilies relaed o inormaon ha should be provided o he

Reviewing IRB, Overall PI, he Lead Sudy Team (when one exiss), and/or local human research proecon program

(HRPP) o ulll oversigh obligaons.

• Research personnel are in compliance wih he requiremens o he Reviewing IRB.

Relying Insuons may mee hese obligaons in a variey o ways. For example, a Relying Insuon migh use a

combinaon o he ollowing approaches:

• Delegae some or all responsibilies o a coordinang cener and documen his arrangemen.

• Require local sie PIs o rack personnel updaes, ensure sudy personnel are rained (boh o conduc research and

he specic sudy), and communicae cerain personnel changes (e.g., changes in personnel COIs, changes in local sie

PI) o heir HRPP.

• Use a deparmenal sign-o process o veriy ha he local sie PI has adequae raining and resources o conduc he

proposed research.

• Leverage credenaling or human resources processes o ensure he local research personnel have he proessional

sa appoinmens, credenaling, insurance or oher liabiliy coverage, and background checks or heir assigned role

in he research.

I a Relying Insuon delegaes any responsibilies o sudy eams or coordinang ceners, he insuon should consider

periodic monioring o ensure ha hese obligaons are being me.
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STUDY TEAM RESPONSIBILITIES

FDA guidance “Invesgaor Responsibilies - Proecng he Righs, Saey, and Welare o Sudy Subjecs” indicaes ha

invesgaors are responsible or ensuring ha all personnel parcipang in he conduc o a sudy are appropriaely

qualied by educaon, raining, and experience o perorm sudy-relaed asks. The guidance also saes ha he

invesgaor should mainain a lis o he appropriaely qualied persons ha idenes he raining hese individuals have

received ha qualies hem o perorm delegaed asks. Alhough SBER research may no be regulaed by he FDA, he

expecaons oulined in he guidance would also be applicable o non-FDA regulaed research.

Overall PIs, when hey exis, and relying sie PIs are responsible or ensuring ha hey and heir eam have he raining and

qualicaons o conduc he research and or disclosing COIs relevan o he research.

Relying sie PIs are responsible or ensuring:

• All research personnel mee he minimum raining, experience, and credenal requiremens se by he insuon o

conduc heir assigned research dues.

• All personnel are appropriaely rained, including sudy-/procedure-specic raining, beore engaging in research

acvies.

• They have assessed he research workload or all engaged sudy personnel o ensure hey have adequae me and

resources o decrease risks o subjecs.

• They provide inormaon regarding possible COI relevan o he research or all engaged sudy personnel via he

appropriae channels, so ha he Relying Insuon and Reviewing IRB can make an appropriae assessmen and

deerminaon.

• They comply wih insuonal requiremens regarding oversigh o personnel, which may include racking personnel

and heir raining and communicang personnel changes o he local HRPP or assessmen.

I ollowing he SMART IRB Sandard Operang Procedures (SOPs), he Overall PI is responsible or designang a Lead Sudy

Team. The Lead Sudy Team would be responsible or ensuring:

• Local sie PIs are aware o wha inormaon hey are required o provide o he Reviewing IRB relaed o personnel,

as well as he mechanism and he merame or providing ha inormaon.

• The names o he relying sie PIs, as well as he sudy eam POC (i dieren), are communicaed o he Reviewing

IRB.
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OTHER FACTORS TO CONSIDER

The recommendaons above envision mul-sie research conduced a insuons wih esablished human research

proecon programs and previous experience conducng human subjecs research. However, on occasion a research

projec will involve sies ha have lile or no research inrasrucure or experience conducng human subjecs research.

Examples include communiy healh ceners, dens oces, and speech herapy oces. Ofen hese ypes o sies will only

parcipae in a single research projec. When research is conduced in hese setngs, many o he presumpons above will

no hold. For insance, he insuon will no have he resources o ensure ha here are appropriae research raining

programs in place, or a process or idenying and managing COI. Similarly, he sie PI migh no have raining or experience

in conducng research, and may no have a good idea o he dues ha he personnel will ake on. In hese siuaons, he

Reviewing IRB may need ake on some o he dues ha his guidance assigns o Relying Insuons and sudy eams. Ofen

hamay be accomplished hrough supplemenal submission orm quesons. For example, when a Relying Insuon does

no have an esablished process or reviewing COI, imay negoae erms wih he Reviewing IRB so ha he Reviewing IRB

is responsible or he COI review and managemen plan.
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