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REGULATORY AND ETHICAL JUSTIFICATION FOR
IRBS REVIEWING COI

A conic o ineres COI exiss when an individual or insuon has wo or more obligaons or ineress hamay compee

wih each oher. Conics can be nancial or non-nancial. For he purposes o his documen COI reers o an individual’s

nancial COI insuonal COI is briey discussed in FAQ #5. The NIH denes a nancial COI as “when he recipien’s

designaed ocials reasonably deermines ha an invesgaor’s signican nancial ineres could direcly and signicanly

aec he design, conduc, or reporng o he [Public Healh Service PHS]-unded research.” See htps://grans.nih.gov/

grans/policy/coi/index.hm and NIH FAQs or addional inormaon.

From a praccal sandpoin, COIs in research occur when an invesgaor has a signican nancial ineres or relaonship

ha could be impaced by he oucome o he research. Examples o such signican nancial ineress include: holding

sock or oher orms o equiy; being an invenor enled o royaly paymens or licensing ees relaed o a produc being

evaluaed in he research; receiving speaker ees or oher honoraria or promong a company’s producs or consulng or

hem; or having a duciary relaonship wih he company sponsoring he research, such as serving as an advisor or on he

board o direcors.

Concern over he impac o nancial conics o ineres led o he promulgaon o regulaons 42 CFR 50, subpar F,

“Promong Objecviy in Research.” These regulaons require insuons ha are recipiens o NIH or PHS unds o have

policies in place o ideny and manage any nancial conics o ineres. Invesgaors mus disclose o he insuon heir

nancial ineress and insuons mus deermine wheher hese ineress creae a nancial conic o ineres relaed o

he research. I such a conic exiss, he insuon mus pu ino place a plan o migae or manage he conic.

Conics o ineres direcly aec an insuonal review board’s IRB’s abiliy o approve research. Coniced invesgaors’

quesonable objecviy may inenonally or subconsciously incenvize hem o enroll subjecs ha do nomee eligibiliy

requiremens or o incorrecly atribue he causaliy o adverse evens, or may bias he presenaon o risks and benes

when obaining inormed consen or inser bias ino he analysis o he daa or reporng o he research. Any o hese

direcly impac he crieria or IRB approval, in parcular, 45 CFR 46.111a1 requiring ha risks o subjecs are minimized

and 46.111a2 ha risks be reasonable in relaon o ancipaed benes.

Given he poenal or a COI o aec human subjecs proecons, IRBs mus be aware o any invesgaor COI and

deermine ha adequae measures are in place o manage he conic. An adequae managemen sraegy is one ha

minimizes he risk o poenal harm caused by a coniced invesgaor’s acons and preserves he scienc inegriy o

he daa, ye does no unduly inerere wih he abiliy o he research o be conduced. In assessing he adequacy o any

managemen plan, he IRB will need o undersand he role o he coniced invesgaor in conducng he research, as well

as how acons aken by ha invesgaor in he research process migh eiher increase he risk o harm o subjecs or impac

scienc inegriy o he research. In ac, he Associaon or he Accrediaon o Human Research Proecon Programs

AAHRPP requires ha accredied IRBs review COI managemen plans and have he auhoriy o require addional acons,

i deemed necessary o proec human subjecs.

When IRB review is perormed a an invesgaor’s own insuon, here are developed processes and communicaon o

inegrae he disclosure and managemen o COI wih IRB review. However, when IRB review is perormed a an insuon

separae rom he COI review process, as may occur in single IRB review or mulsie research, a number o challenges

emerge. The purpose o his documen is o provide a ramework or boh Relying Insuons and Reviewing IRBs and

heir insuons o handle his imporan componen o human subjecs proecons, regardless o wheher he research is

PHS-unded.
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WHO IS RESPONSIBLE FOR DETERMINING WHETHER AN
INVESTIGATOR COI EXISTS?

The curren version o he SMART IRB Agreemen v2.0 requires Relying Insuons o “[m]ainain policies regarding he

disclosure and managemen o Research Personnel conics o ineres relaed o Research and o share hose policies

wih he Reviewing IRB, as requesed.” The deaul posion is ha Relying Insuons are responsible or perorming a

COI review o heir invesgaors under heir own policies o deermine wheher here are any conics and, i so, wheher

hey require managemen, and or providing ha inormaon o he Reviewing IRB. However, he Relying Insuon and

Reviewing IRB can agree o an alernae approach, i or example, he Relying Insuon does no have a COI review process

esablished or is policy does no conorm o he PHS policy, i he research is NIH unded. In insances where an IRB reliance

agreemen oher han he SMART IRB Agreemen is used, he reliance agreemen should clearly delineae he insuons’

responsibilies or COI assessmen and managemen.

The guidance below addresses Relying Insuon and Reviewing IRB/Reviewing IRB Insuon responsibilies in wo

scenarios: 1 when a Relying Insuon has a PHS-complian COI policy necessary or NIH-sponsored research and 2

when a Relying Insuon does no have a PHS-complian COI policy and mus rely on he COI policies o he Reviewing

IRB Insuon. This is ollowed by specic guidance o assis in deermining wheher here is a COI, and i so, managemen

sraegies ha can be used o manage he COI, as well as requenly asked quesons regarding COI.

I a Relying Instuton has a COI policy complian wih 42 CFR 50, subpar F

or PHS-unded research

In his scenario, he Relying Insuon will review or COI and will develop a managemen plan when COI is idened.

Roles and responsibilites o he Relying Instuton

• Have polices ha dene which ineress require disclosure and which are considered a signican nancial ineres

SFI.

◦ The policies should eiher apply he PHS regulaons 42 CFR 50, subpar F o all sponsored research or

describe ha only NIH/PHS-sponsored research mus ollow he PHS regulaons.

• Have processes and policies o ideny conics o ineres a inial review as well as during a sudy or example

when addional personnel are added o he sudy eam, or when an invesgaor gains a new nancial ineres.

• Have a process hrough which any idened COI is resolved, eiher by eliminaon o he conic or example

by divesure or by developmen o a managemen plan or he idened COI, as per insuonal policy. See

“Idenying COI and Managemen Sraegies” below.

• Communicae he presence o any COI and associaed managemen plan o he Reviewing IRB a inial review and

i a new COI is subsequenly idened.

◦ I consen disclosure language is required, provide he disclosure language o he Reviewing IRB.

◦ Non-ederal Relying Insuons will provide inormaon abou he managed conic o ineres as well as

he managemen plan o he Reviewing IRB upon reques.

◦ Federal Relying Insuons will provide assurance o he Reviewing IRB ha hey have compleed conic

o ineres analyses under exisng relevan ederal policies and ha he parcipaon o agency Research

Personnel is permissible and consisen wih ederal law. See guidance rom he NIH regarding Federal COI

requiremens.

◦ Monior is invesgaors’ adherence o he managemen plan.
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Roles and responsibilites o he Reviewing IRB/Instuton

• Have a process o receive inormaon abou COI and associaed managemen plans rom Relying Insuons a

inial review and i a new COI is subsequenly idened.

◦ This inormaon may be shared as par o he local conex inormaon provided by he Relying

Insuon, or hrough a documen such as he SMART IRB Proocol-Specic Documen.

• Deermine i he managemen plan is sucien or i addional managemen sraegies are needed o proec

human subjecs see “Idenying COI and Managemen Sraegies” below.

• I addional changes or sraegies are needed, communicae wih he Relying Insuon o come o an agreemen

on wha addional sraegies are required see “Idenying COI and Managemen Sraegies” below.

• Accep he assurance rom a ederal Relying Insuon ha all ederal invesgaor COI policies have been me and

ha parcipaon o ederal invesgaors in he research is permited.

I a Relying Instuton does no have a COI policy complian wih 42 CFR 50, subpar F or

PHS-unded research or has no COI policy a all

In his scenario, he Relying Insuon will rely on he Reviewing IRB/Insuon or he primary recipien o ederal unds i

applicable o review or and manage COI.

Roles and responsibilites o he Relying Instuton

• Make clear when coordinang he reliance arrangemen ha i does no have a COI policy and process or ha

i does no have a COI policy ha is adheren o 42 CFR 50, subpar F, or insances in which he research is

PHS-unded.

• Ensure ha is invesgaors undersands ha hey will be working wih he Reviewing IRB’s COI review eny or

disclosure and review o heir nancial ineress according o he policy o he Reviewing IRB Insuon.

• Upon receip o a COI disposion and managemen plan or one or more o is invesgaors, disseminae he

managemen plan o is invesgaors and insuonal ocials, as per is policy.

• Monior and ensure adherence o he coniced invesgaor wih he COI managemen plan and provide such

ollow-up inormaon o he Reviewing IRB upon reques. The Relying Insuon is responsible or sancons should

coniced invesgaors no adhere o he COI managemen plan.

Roles and responsibilites o he Reviewing IRB/Instuton

• Have a process or invesgaors associaed wih he Relying Insuon o condenally disclose nancial ineress

o he Reviewing IRB /Insuon.

• Review he disclosed nancial ineress o invesgaors rom he Relying Insuon according o is own policy.

• Deermine wheher invesgaors a he Relying Insuon have a COI in he conex o he delineaed research

responsibilies. see “Idenying COI and Managemen Sraegies” below

• I i is deermined ha a COI exiss or invesgaors rom he Relying Insuon, migae or manage he COI

according o he Reviewing IRB Insuon’s policy and process. see “Idenying COI and Managemen Sraegies”

below

• Pending no disagreemen over he COI managemen plan, ask he coniced invesgaor a he Relying Insuon

o agree o or accep he managemen plan, depending on he process and erminology ulized by he Reviewing

IRB/Insuon.
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• Implemen aspecs o he managemen plan wihin is purview, such as ensuring disclosure inormaon in he

inormed consen orm. As a couresy, communicae o he Relying Insuon as o how he COI managemen plan

was implemened.

• I aliaed wih he insuon ha is he prime recipien o PHS unding, repor all COIs and heir managemen o

he NIH eRA Commons.
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IDENTIFYING COI AND MANAGEMENT STRATEGIES

Financial ineress hamay constue COI wihin a sudy conex

• Consulng or a company* associaed wih he sudy paymen > $5,000 over he pas 12 monhs, includes

scienc advisory board membership

• Paid speaking or a company associaed wih he sudy > $5,000 over he pas 12 monhs

• Travel paid or reimbursed by a company associaed wih he sudy > $5,000 over he pas 12 monhs

• Serving in a paid or unpaid duciary role or an eny associaed wih he sudy, i.e., board o direcors, chie

scienc ocer

• The coniced invesgaor’s invesgaonal produc being evaluaed in he sudy is licensed o he company

sponsoring he research or providing he invesgaonal produc

• The coniced invesgaor’s invesgaonal produc ulized in he sudy is paened, bu no licensed

• Founder and/or equiy owner o a non-public company associaed wih he sudy

• Holding a > $5,000 equiy ineres over he pas 12 monhs in a public company associaed wih he sudy

* “Company” means a or-pro or no-or-pro enty, public, privae, or sar-up, ha is relaed o he sudy such as, bu no

limied o, serving as a sudy sponsor or an indusry parner or providing investgatonal produc or in-kind suppor.

Considering he impac o he COI

• Is he naure o he conic somehing ha a parcipan would wan o, or should, know abou in order o make an

inormed decision?

• Could he conic resul in decisions ha adversely aec parcipan saey and welare?

• Could he conic bias he coniced invesgaor’s judgemen so ha decision-making abou eligibiliy, adverse

even reporng, clinical care, ec., is no objecve?

• Could he conic impac he daa collecon?

• Could he conic impac analysis o daa?

• Is he coniced invesgaor’s parcipaon essenal or he conduc o he research e.g., unique knowledge, skill,

access o paen populaon?

• Could he oucome o he research impac he nancial ineres?

I he answer o any o he above quesons is yes, consider wheher COI managemen should be implemened. COI

managemen is conex-dependen. Also consider he ollowing addional quesons.

• Is he research single-sie or mul-sie? Single-sie research may be more grealy impaced by invesgaor COI.

• Is he sudy adequaely designed o minimize bias and hus preven he need or cerain ypes o COI managemen?

• Wha is he risk o he research? Minimal risk research may require a lower level omanagemen han greaer

han minimal risk research.
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COI managemen sraegies

• In mos cases, Reviewing IRBs should make every eor o deer o COI managemen pu in place by he Relying

Insuon. The COI managemen sraegies below are mos relevan i he Reviewing IRB/Insuon is responsible

or COI assessmen and managemen plans.

• The sraegies below are organized rom minimal o more resricve managemen. Because managemen

sraegies beyond #1 may impac he Relying Insuon’s abiliy o conduc he sudy, unilaeral applicaon o COI

managemen by he Reviewing IRB wihou communicaon wih he Relying Insuon is discouraged.

COI Managemen Sraegies: Implemen one or more.

1 Disclose i legally permissible he conic in he inormed consen orm and in any publicaons or presenaons

relaed o he research.

2 Resric he coniced invesgaor’s access o idenable daa. Communicae wih he Relying Insuon.

3 Resric he coniced invesgaor’s abiliy o deermine eligibiliy saus o prospecve subjecs. Communicae

wih Relying Insuon.

4 Resric coniced invesgaor rom obaining inormed consen. Communicae wih he Relying Insuon.

5 Resric he coniced invesgaor rom adjudicang adverse evens, serious adverse evens, or unancipaed

problems. Communicae wih he Relying Insuon.

6 Resric he coniced invesgaor’s parcipaon in daa analysis and inerpreaon. Communicae wih he

Relying Insuon.

7 Remove he coniced invesgaor as PI, bu allow hem o reain a co-invesgaor role. This requires signican

dialogue wih he Relying Insuon.

8 Remove he coniced invesgaor rom involvemen in he conduc o he sudy. This is a las-resor consideraon

ha requires signican dialogue wih he Relying Insuon.
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FREQUENTLY ASKED QUESTIONS

1. How should a Reviewing IRB handle a siuaton where he managemen plans or similar COIs difer grealy among he

instutons involved in he sudy?

Many acors impac wha consues a conic o ineres a an insuon and which mehods an insuon uses o

manage hose conics. Dierences in inerpreaon o conic and, imporanly, dierences in how conics are managed,

are accepable and even expeced in he single IRB sIRBmodel. See Secon 5.8 in he SMART IRB Agreemen v2.0.

Generally, he Reviewing IRB should deer o he COI managemen plans developed by he Relying Insuons, even i

managemen plans or similar COIs dier across insuons or dier rom he policies o he Reviewing IRB. An excepon o

his would occur i, when coordinang he reliance arrangemen, he Reviewing IRB and Relying Insuon documen ha

he Reviewing IRB will ake on he responsibiliy or idenying and managing conics o ineres. See “Who is responsible

or deermining wheher an invesgaor COI exiss?” above or a discussion o he responsibilies o he Reviewing and

Relying IRBs in deermining wheher a COI exiss.

2. For PHS-unded research, who is responsible or ensuring ha an instuton’s COI policy adheres o he PHS regulaton

42 CFR 50, subpar F—Promotng Objectviy in Research?

Ensuring adherence o 42 CFR 50, subpar F is he responsibiliy o he insuon who receives a PHS award. The Reviewing

IRB is no responsible or reviewing he policies o and/or assessing compliance o he Relying insuons wih his

regulaory requiremen. This could be included as par o he collecon o Relying Insuon inormaon, or example

hrough use o he SMART IRB “Proocol-Specic Documen,” which capures inormaon abou conic o ineres

deerminaons or proocols reviewed under he SMART IRB Agreemen.

3. I he Reviewing IRB has ollow-up questons regarding an investgaor’s COI, who should hey conac?

I a Reviewing IRB has quesons regarding a conic o ineres issue, he query should be made direcly o he coniced

invesgaor a he Relying Insuon and o he HRPP poin o conac a he Relying Insuon i.e., he SMART IRB POC.

I he invesgaor is no able o answer or respond o he Reviewing IRB’s quesons, i is he invesgaor’s responsibiliy o

conac he appropriae individuals wihin heir insuon o address he queson rom he Reviewing IRB.

4. Wha kind o inormaton abou COI and is managemen should be conveyed o he Reviewing IRB?

The Relying insuon may supply he managemen plan or he ollowing specic inormaon:

a Name o invesgaor wih conic o ineres*

b Role o he invesgaor on he sudy*

c Name o he enyies wih which he invesgaor has a nancial relaonship e.g., sudy sponsor and/or

researchrelaed company*

d The naure o he conic o ineres services provided, e.g., consulng, speaking, equiy, royaly income, scienc

advice, ec.*
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e Amoun o remuneraon a issue in he COI i.e., when aggregaed exceeds $5000 received in he pas 12 monhs

as dened in 42 CFR 50, subpar F.*

 Saeguards implemened by he Relying Insuon o migae he COI e.g., disclosure saemen, divesmen,

independen oversigh, removal rom research processes such as deermining eligibiliy, obaining inormed

consen, perorming inervenon, evaluang adverse evens, conducng daa analysis, ec.*

* A ederal Relying Instuton(s) will provide assurance o he Reviewing IRB ha hey have compleed confic o ineres

analyses under existng relevan ederal policies and ha he partcipaton o agency Research Personnel is permissible and

consisen wih ederal law. See guidance rom he NIH regarding Federal COI requiremens.

5. How is organizatonal or instutonal COI deal wih by boh Relying Instutons and Reviewing IRB Instutons?

Each engaged organizaon or insuon should perorm is own insuonal conic o ineres ICOI analysis under is

relevan insuonal policies and/or pracces. Once an ICOI is idened, he managemen plan should be provided, as

applicable, o he Reviewing IRB. Ofen hese ypes o conics are managed by having he research reviewed by an exernal

IRB, and/or disclosure o he conic in he consen orm. I is he responsibiliy o he Relying Insuon o ensure ha he

erms o he ICOI managemen plan are being carried ou a he local sie.
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