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INTRODUCTION

The Naonal Insues o Healh (NIH) Policy on he Use o a Single Insuonal Review Board or Mul-Sie Research

and he Common Rule change, eecve January 21, 2020, requiring single IRB review omul-sie sudies means ha

Insuonal Review Boards (IRBs) amany insuons may ake on he role o serving as a reviewing (or single) IRB.

Likewise, many insuons will now have o rely on an exernal IRB or review o sudies in which heir insuon is a

parcipang sie. These new roles require ha insuons develop processes or sandard local uncons o ensure sudies

are properly reviewed under he single IRB model.

The NIH policy cies he use o single IRBs o increase eciencies, decrease me o sar o research, and reduce coss

while sll mainaining or even improving human subjecs proecons. I is expeced ha some processes, such as review

and approval o research sies and amendmens and connuing reviews, will be more ecien under he single IRB

model. However, oher processes are no as well-suied o he single IRB review process and may acually become more

cumbersome. One such process is evaluang he qualicaons o sudy personnel.

Ensuring sudy personnel are adequaely rained is a join responsibiliy o insuons, sponsors, invesgaors, and IRBs.

Healh and Human Services (HHS) and Food and Drug Adminisraon (FDA) regulaons require ha IRBs have a role in

reviewing invesgaors qualicaons; however, hey do no spulae how IRBs mus ascerain hese qualicaons. For

he purposes o he HHS regulaons, he Oce o Human Research Proecons (OHRP) inerpres an “invesgaor” o be

any individual who is involved in conducng human subjecs research sudies1, and he FDA and HHS “Wrien Procedures

Checklis” includes “[re]viewing he qualicaons o he invesgaor(s) and sudy sa…” as a opic or which an insuon

should have a wrien procedure o aciliae compliance.

I is clear ha single IRBs mus evaluae he qualicaons o Principal Invesgaors (PI) as par o heir regulaory

responsibilies; however, i is no clear wheher oher sudy personnel also require review by he single IRB. Tradionally,

IRBs review and approve all sudy personnel, and, as use o single IRBs has become more prevalen, ha responsibiliy has

ypically been aken on by he Reviewing IRBs. Changes in sudy personnel are common sudy amendmens, and, while he

inial review o sudy personnel is no ha onerous, ongoing review o personnel changes consumes signican resources

or single IRBs, and can overwhelm hose overseeing large mul-sie sudies.

To address he challenges presened by he single IRB model, his SMART IRB guidance makes recommendaons on how

o esablish mechanisms or insuons, invesgaors, and IRBs o work ogeher o ensure sudy personnel are rained in

human subjecs proecons and are qualied o conduc he research under review.

1. hps://www.hhs.gov/ohrp/regulaons-and-policy/guidance/aq/invesgaor-responsibilies/index.hml
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IRB REVIEW OF STUDY PERSONNEL

FDA and HHS human subjec proecon regulaons do no provide clear insrucons on wha IRBs, insuons, and

invesgaors need o consider when evaluang personnel conducng human subjecs research. In he absence o specic

regulaons governing IRB review o personnel, IRBs have generally evaluaed sudy personnel o ensure:

1) They have compleed human subjecs proecon raining required by heir insuon.

2) They are qualied o conduc he research under review.

3) Relevan nancial confics o ineres (COI) are idened, assessed regarding heir poenal impac on he research,

managed o minimize risk o subjecs, and disclosed o subjecs when appropriae.

Lack o clariy in he regulaons has led o variaon across IRBs and insuons regarding:

• Which sudy personnel mus be lised on an IRB applicaon and wheher heir role(s) mus be idened.

• Wha ypes o raining are required or expeced or dieren personnel.

• Wha personnel changes (adding or removing personnel) are communicaed o he IRB.

• How and when updaes o personnel are submited o he IRB.

• Wha he IRB considers in is review o personnel, and which responsibilies or ensuring he qualicaons o sudy

personnel are overseen by insuonal personnel or processes.

• The IRB review process or personnel changes (e.g., convened board, expedied review, or oher approach).

Insuons ofen require addional raining or vetng o research personnel or various reasons, such as or credenaling,

conic o ineres, research misconduc, access o proeced healh inormaon (PHI), and background checks. In some

cases, IRBs monior compliance wih hese requiremens, bu insuons requenly have oher oces or processes (e.g.,

human resources, HIPAA privacy ocers, oher adminisrave reviews) o address hese requiremens.

The FDA guidance, IRB Responsibilites or Reviewing he Qualifcatons o Investgaors, Adequacy o Research Sies, and

he Deerminaton oWheher an IND/IDE is Needed, provides a basis rom which o derive a harmonized ramework or

he expecaons or he review o personnel engaged in human subjecs research. I suggess he raonale or IRB review o

invesgaor qualicaons is woold:

• To “ascerain he accepabiliy o he proposed research in erms o insuonal commimens and regulaons,

applicable law, and sandards o proessional conduc and pracce.” [rom 21 CFR 56.107(a)]

• To ensure ha risks o subjecs are minimized and reasonable in relaon o ancipaed benes, i any, o subjecs.

[rom 21 CFR 56.111]

In shor, he FDA guidance assers ha, in order o deermine research risks o subjecs are adequaely minimized, IRBs

mus ensure clinical invesgaors are adequaely qualied o conduc and supervise he research.

The concep o qualied wihin his guidance encompasses raining and experience. While social, behavioral, and

educaonal research (SBER) research may no be regulaed by he FDA, he expecaons oulined in he guidance would

also be applicable o non-FDA regulaed research.



SMART IRB encourages use and disributon of his conen. If you exrac any language, please

cie SMART IRB as follows, “This informaton was obained from [docname] as par of SMART

IRB, which is funded by he NIH Natonal Cener for Advancing Translatonal Sciences hrough is

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

www.smarrb.org 3

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

Oher key poins wihin he FDA guidance include:

• IRBs should assess qualicaons based on boh he research-relaed role individuals ulll (e.g., Principal Invesgaor

vs. oher research eam members) and he sudy- specic acvies hey perorm (e.g., obaining inormed consen,

adminisering sudy insrumens, execung invasive sudy inervenons).

• The necessary inormaon or assessing invesgaor qualicaons, and he mehods or obaining ha inormaon,

will vary “depending upon he naure and risks o he proposed research and he relaonship beween he IRB and

he invesgaor or he insuon where he proposed research is being conduced…”

• IRBs can rely on oher resources o conrm invesgaor qualicaons.

O noe, he FDA guidance generally reerences “invesgaors,” and does no direcly address expecaons or personnel

oher han invesgaors. However, as noed above, OHRP inerpres an “invesgaor” o be any individual who is involved in

conducng human subjecs research sudies.

Alhough he above-reerenced FDA guidance does no address IRB review o research personnel COIs, he FDA, in

conjuncon wih he Deparmen o Healh and Human Services (DHHS), issued “IRB Wrien Procedures: Guidance or

Insuons and IRBs,” which species ha IRBs should have wrien procedures o ideny and manage “an invesgaor wih

a conicng ineres”. Furher, “Financial Conic o Ineres: HHS Guidance (2004)” esablishes expecaons ha IRBs have

a responsibiliy o ensure ha nancial ineress do no compromise he righs and welare o human research subjecs, and

ha hey should specically deermine:

• Wheher mehods used or managemen o nancial ineress o pares involved in he research adequaely proec

he righs and welare o human subjecs.

• Wheher oher acons are necessary o minimize risks o subjecs.

• The kind, amoun, and level o deail o inormaon o be provided o research subjecs regarding he source o

unding, unding arrangemens, nancial ineress o pares involved in he research, and any nancial ineres

managemen echniques applied.

Addionally, he Associaon or he Accrediaon o Human Research Proecon Programs (AAHRPP) sandards or

accrediaon include he expecaon ha IRBs have he nal auhoriy o deermine wheher he research in which an

invesgaor has a nancial conic o ineres— and he managemen plan o ha conic, i any—allow he research

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

Beore widespread adopon o single IRB review, research personnel raining, qualicaons, and COI were ofen assessed

by IRBs ha unconed wihin he same insuons as he research personnel hey oversaw. Ofen inheren in his

arrangemen was local knowledge o researchers, including heir raining, qualicaons, and COI, which aciliaed IRBs’

abiliy o assess personnel as par o heir reviews. Thus, evaluaon o personnel was embedded wihin IRB responsibilies

and processes (e.g., linking inernal raining daabases o IRB applicaons o allow monioring o human subjecs proecon

raining) or mechanisms se up o share inormaon wihin he insuon (e.g., COI commiees sharing managemen plans

wih IRBs or having IRB personnel serve as represenaves on COI commiees).

The use o exernal IRBs o review research generally eliminaes he local knowledge o personnel and hus requires

IRBs serving as Reviewing IRBs or oher insuons o consider how hey will be able o ensure research personnel

have adequae raining and qualicaons o carry ou heir roles and sudy acvies as well as how he IRB will receive

inormaon abou relevan COIs.

To address hese challenges, we make he ollowing recommendaons:

1. Relying Insuons and invesgaors assume he primary responsibiliy o assess sudy personnel raining and

qualicaons boh inially and hroughou he course o he sudy.

2. Relying Insuons develop mechanisms o ideny and communicae relevan COIs and proposed managemen plans

o he Reviewing IRB hroughou he course o he sudy.

Relying Insuons may assign some or all hese responsibilies o a coordinang cener, bu his should be documened

and clearly communicaed o relevan pares, such as hrough a communicaon plan. We ouline his division o

responsibilies below.
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DOCUMENTING AND COMMUNICATING ROLES &
RESPONSIBILITIES

The division o responsibilies or he review and oversigh o personnel qualicaons and poenal nancial COIs beween

a Reviewing IRB and Relying Insuon should be ormally oulined in a reliance agreemen, such as he SMART IRB

Maser Common Reciprocal Insuonal Review Board Auhorizaon Agreemen (SMART IRB Agreemen). The division o

responsibilies should connue hroughou he lie o a sudy. Any delegaon o responsibilies o a sudy-wide Principal or

Lead Invesgaor or o a sie invesgaor should be oulined clearly in policies, procedures, and/or communicaon plan. The

SMART IRB emplae communicaon plan can be compleed by he Reviewing IRB, wih inpu rom Relying Insuons and

sudy eams, and disribued o capure and communicae a variey o responsibilies, including responsibilies relaed o

requiremens or sudy personnel.
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REVIEWING IRB RESPONSIBILITIES

Under he single IRB model, we recommend ha Reviewing IRBs implemen processes o ensure ha sudy personnel rom

Relying Insuons are adequaely rained and qualied o conduc he research and o obain inormaon rom Relying

Insuons abou relevan COIs. The Reviewing IRB should ensure Relying Insuons are aware o heir obligaons or

assuring personnel raining and qualicaons and providing inormaon regarding relevan nancial COIs hroughou he

lie o he sudy. In addion, Reviewing IRBs should clearly ideny and communicae o Relying Insuons he mechanism

ha should be used o communicae his personnel-relaed inormaon and he expeced ming or doing so. Reviewing

IRBs may obain some inormaon rom coordinang ceners raher han direcly rom he Relying Insuons, such as in

research consora. When using a coordinang cener o monior or and provide cerain inormaon relaed o personnel,

his should be documened and communicaed o relevan pares (e.g, in a communicaon plan).

One means or Reviewing IRBs o documen heir expecaons o he Relying Insuon is by using he SMART IRB

Agreemen. The SMART IRB Agreemen obligaes Parcipang Insuons o ensure ha heir research personnel have

adequae educaon, raining, and qualicaons o perorm he research and saeguard he righs and welare o research

subjecs. Furher, he SMART IRB Agreemen claries ha his responsibiliy includes having any insuonally required

proessional sa appoinmens, credenaling, insurance or oher liabiliy coverage, raining in human subjecs proecons,

and background checks or heir assigned role in he research. The Agreemen also obligaes Parcipang Insuons o

provide inormaon or documenaon regarding heir research personnel’s educaon, raining, and qualicaons when

requesed by he Reviewing IRB. Finally, unless he Reviewing IRB and he Relying Insuon agree o an alernae approach

in advance, he SMART IRB Agreemen requires each Relying Insuon o perorm is own COI analysis under is relevan

policies and o provide any resulng COI deerminaons, prohibions, and managemen plans o he Reviewing IRB,

including any updaes.

By delegang o Relying Insuons he responsibiliy o ensure research personnel have adequae educaon, raining, and

qualicaons o perorm he research, he Reviewing IRB can hen limi wha i considers in is review o personnel. We

recommend Reviewing IRBs obain he names o cerain personnel in order o aciliae communicaon o key inormaon

beween he IRB and research eams and ensure ha each sie has a responsible invesgaor in place. Specically, we

recommend he Reviewing IRB obain inormaon or any Overall (or Lead) PI, Relying Sie PIs, and a sudy eam Poin o

Conac (POC) or each relying sie, i dieren rom he Relying Sie Invesgaor (or Relying Sie PI). The sudy eam POC

should be someone knowledgeable abou he research sudy and is local implemenaon. Under his model, he Reviewing

IRB would no be responsible or reviewing and approving non-PI sudy personnel rom Relying Insuons. I inormaon

abou a relying sie PI or relying sie sudy eam POC changes during he me he sudy is open, he Reviewing IRB mus be

inormed o he change.

Reviewing IRBs should also have policies and procedures o collec rom Relying Insuons inormaon abou all engaged

research personnel’s poenal nancial COIs, in sucien deail o be able o make he assessmens recommended by HHS

as noed above, namely:

• Wheher mehods used or managemen o nancial ineress o pares involved in he research adequaely proec

he righs and welare o human subjecs.

• Wheher oher acons are necessary o minimize risks o subjecs.

• The kind, amoun, and level o deail o inormaon o be provided o research subjecs regarding he source o

unding, unding arrangemens, nancial ineress o pares involved in he research, and any nancial ineres

managemen echniques applied.
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RELYING INSTITUTIONS RESPONSIBILITIES

The recommendaon o shif responsibiliy or he review o sudy personnel away rom Reviewing IRBs means he

responsibilies or he review o personnel raining and qualicaons and he communicaon o relevan COIs and heir

managemen would all o Relying Insuons. These responsibilies would include ensuring he ollowing, inially and

hroughou he lie o he sudy:

• All sudy personnel who will be engaged in human subjecs research under he insuon’s purview are

appropriaely rained and qualied o conduc he proposed research sudy; his includes ensuring personnel have

compleed insuonally-required rainings a he sies in which hey conduc research acvies, such as raining in

human subjecs proecon, HIPAA Privacy Rule, and Good Clinical Pracce, as well as sudy-specic raining.

• Relevan sudy personnel have me insuonal requiremens relaed o heir assigned research role beore engaging

in research acvies, such as proessional sa appoinmens, credenaling, insurance or oher liabiliy coverage,

background checks, or oher requiremens.

• COI deerminaons, prohibions, and managemen plans are moniored and communicaed o he Reviewing IRB.

• Research personnel are noed o heir responsibilies relaed o inormaon ha should be provided o he

Reviewing IRB, Overall PI, he Lead Sudy Team (when one exiss), and/or local human research proecon program

(HRPP) o ulll oversigh obligaons.

• Research personnel are in compliance wih he requiremens o he Reviewing IRB.

Relying Insuons may mee hese obligaons in a variey o ways. For example, a Relying Insuon migh use a

combinaon o he ollowing approaches:

• Delegae some or all responsibilies o a coordinang cener and documen his arrangemen.

• Require local sie PIs o rack personnel updaes, ensure sudy personnel are rained (boh o conduc research and

he specic sudy), and communicae cerain personnel changes (e.g., changes in personnel COIs, changes in local sie

PI) o heir HRPP.

• Use a deparmenal sign-o process o veriy ha he local sie PI has adequae raining and resources o conduc he

proposed research.

• Leverage credenaling or human resources processes o ensure he local research personnel have he proessional

sa appoinmens, credenaling, insurance or oher liabiliy coverage, and background checks or heir assigned role

in he research.

I a Relying Insuon delegaes any responsibilies o sudy eams or coordinang ceners, he insuon should consider

periodic monioring o ensure ha hese obligaons are being me.
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STUDY TEAM RESPONSIBILITIES

FDA guidance “Invesgaor Responsibilies - Proecng he Righs, Saey, and Welare o Sudy Subjecs” indicaes ha

invesgaors are responsible or ensuring ha all personnel parcipang in he conduc o a sudy are appropriaely

qualied by educaon, raining, and experience o perorm sudy-relaed asks. The guidance also saes ha he

invesgaor should mainain a lis o he appropriaely qualied persons ha idenes he raining hese individuals have

received ha qualies hem o perorm delegaed asks. Alhough SBER research may no be regulaed by he FDA, he

expecaons oulined in he guidance would also be applicable o non-FDA regulaed research.

Overall PIs, when hey exis, and relying sie PIs are responsible or ensuring ha hey and heir eam have he raining and

qualicaons o conduc he research and or disclosing COIs relevan o he research.

Relying sie PIs are responsible or ensuring:

• All research personnel mee he minimum raining, experience, and credenal requiremens se by he insuon o

conduc heir assigned research dues.

• All personnel are appropriaely rained, including sudy-/procedure-specic raining, beore engaging in research

acvies.

• They have assessed he research workload or all engaged sudy personnel o ensure hey have adequae me and

resources o decrease risks o subjecs.

• They provide inormaon regarding possible COI relevan o he research or all engaged sudy personnel via he

appropriae channels, so ha he Relying Insuon and Reviewing IRB can make an appropriae assessmen and

deerminaon.

• They comply wih insuonal requiremens regarding oversigh o personnel, which may include racking personnel

and heir raining and communicang personnel changes o he local HRPP or assessmen.

I ollowing he SMART IRB Sandard Operang Procedures (SOPs), he Overall PI is responsible or designang a Lead Sudy

Team. The Lead Sudy Team would be responsible or ensuring:

• Local sie PIs are aware o wha inormaon hey are required o provide o he Reviewing IRB relaed o personnel,

as well as he mechanism and he merame or providing ha inormaon.

• The names o he relying sie PIs, as well as he sudy eam POC (i dieren), are communicaed o he Reviewing

IRB.
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OTHER FACTORS TO CONSIDER

The recommendaons above envision mul-sie research conduced a insuons wih esablished human research

proecon programs and previous experience conducng human subjecs research. However, on occasion a research

projec will involve sies ha have lile or no research inrasrucure or experience conducng human subjecs research.

Examples include communiy healh ceners, dens oces, and speech herapy oces. Ofen hese ypes o sies will only

parcipae in a single research projec. When research is conduced in hese setngs, many o he presumpons above will

no hold. For insance, he insuon will no have he resources o ensure ha here are appropriae research raining

programs in place, or a process or idenying and managing COI. Similarly, he sie PI migh no have raining or experience

in conducng research, and may no have a good idea o he dues ha he personnel will ake on. In hese siuaons, he

Reviewing IRB may need ake on some o he dues ha his guidance assigns o Relying Insuons and sudy eams. Ofen

hamay be accomplished hrough supplemenal submission orm quesons. For example, when a Relying Insuon does

no have an esablished process or reviewing COI, imay negoae erms wih he Reviewing IRB so ha he Reviewing IRB

is responsible or he COI review and managemen plan.
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