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REGULATORY AND ETHICAL JUSTIFICATION FOR
IRBS REVIEWING COI

A conic o ineres COI exiss when an individual or insuon has wo or more obligaons or ineress hamay compee

wih each oher. Conics can be nancial or non-nancial. For he purposes o his documen COI reers o an individual’s

nancial COI insuonal COI is briey discussed in FAQ #5. The NIH denes a nancial COI as “when he recipien’s

designaed ocials reasonably deermines ha an invesgaor’s signican nancial ineres could direcly and signicanly

aec he design, conduc, or reporng o he [Public Healh Service PHS]-unded research.” See htps://grans.nih.gov/

grans/policy/coi/index.hm and NIH FAQs or addional inormaon.

From a praccal sandpoin, COIs in research occur when an invesgaor has a signican nancial ineres or relaonship

ha could be impaced by he oucome o he research. Examples o such signican nancial ineress include: holding

sock or oher orms o equiy; being an invenor enled o royaly paymens or licensing ees relaed o a produc being

evaluaed in he research; receiving speaker ees or oher honoraria or promong a company’s producs or consulng or

hem; or having a duciary relaonship wih he company sponsoring he research, such as serving as an advisor or on he

board o direcors.

Concern over he impac o nancial conics o ineres led o he promulgaon o regulaons 42 CFR 50, subpar F,

“Promong Objecviy in Research.” These regulaons require insuons ha are recipiens o NIH or PHS unds o have

policies in place o ideny and manage any nancial conics o ineres. Invesgaors mus disclose o he insuon heir

nancial ineress and insuons mus deermine wheher hese ineress creae a nancial conic o ineres relaed o

he research. I such a conic exiss, he insuon mus pu ino place a plan o migae or manage he conic.

Conics o ineres direcly aec an insuonal review board’s IRB’s abiliy o approve research. Coniced invesgaors’

quesonable objecviy may inenonally or subconsciously incenvize hem o enroll subjecs ha do nomee eligibiliy

requiremens or o incorrecly atribue he causaliy o adverse evens, or may bias he presenaon o risks and benes

when obaining inormed consen or inser bias ino he analysis o he daa or reporng o he research. Any o hese

direcly impac he crieria or IRB approval, in parcular, 45 CFR 46.111a1 requiring ha risks o subjecs are minimized

and 46.111a2 ha risks be reasonable in relaon o ancipaed benes.

Given he poenal or a COI o aec human subjecs proecons, IRBs mus be aware o any invesgaor COI and

deermine ha adequae measures are in place o manage he conic. An adequae managemen sraegy is one ha

minimizes he risk o poenal harm caused by a coniced invesgaor’s acons and preserves he scienc inegriy o

he daa, ye does no unduly inerere wih he abiliy o he research o be conduced. In assessing he adequacy o any

managemen plan, he IRB will need o undersand he role o he coniced invesgaor in conducng he research, as well

as how acons aken by ha invesgaor in he research process migh eiher increase he risk o harm o subjecs or impac

scienc inegriy o he research. In ac, he Associaon or he Accrediaon o Human Research Proecon Programs

AAHRPP requires ha accredied IRBs review COI managemen plans and have he auhoriy o require addional acons,

i deemed necessary o proec human subjecs.

When IRB review is perormed a an invesgaor’s own insuon, here are developed processes and communicaon o

inegrae he disclosure and managemen o COI wih IRB review. However, when IRB review is perormed a an insuon

separae rom he COI review process, as may occur in single IRB review or mulsie research, a number o challenges

emerge. The purpose o his documen is o provide a ramework or boh Relying Insuons and Reviewing IRBs and

heir insuons o handle his imporan componen o human subjecs proecons, regardless o wheher 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 Insuons o “[m]ainain policies regarding he

disclosure and managemen o Research Personnel conics o ineres relaed o Research and o share hose policies

wih he Reviewing IRB, as requesed.” The deaul posion is ha Relying Insuons are responsible or perorming a

COI review o heir invesgaors under heir own policies o deermine wheher here are any conics and, i so, wheher

hey require managemen, and or providing ha inormaon o he Reviewing IRB. However, he Relying Insuon and

Reviewing IRB can agree o an alernae approach, i or example, he Relying Insuon does no have a COI review process

esablished or is policy does no conorm o he PHS policy, i he research is NIH unded. In insances where an IRB reliance

agreemen oher han he SMART IRB Agreemen is used, he reliance agreemen should clearly delineae he insuons’

responsibilies or COI assessmen and managemen.

The guidance below addresses Relying Insuon and Reviewing IRB/Reviewing IRB Insuon responsibilies in wo

scenarios: 1 when a Relying Insuon has a PHS-complian COI policy necessary or NIH-sponsored research and 2

when a Relying Insuon does no have a PHS-complian COI policy and mus rely on he COI policies o he Reviewing

IRB Insuon. This is ollowed by specic guidance o assis in deermining wheher here is a COI, and i so, managemen

sraegies ha can be used o manage he COI, as well as requenly asked quesons regarding COI.

I a Relying Instuton has a COI policy complian wih 42 CFR 50, subpar F

or PHS-unded research

In his scenario, he Relying Insuon will review or COI and will develop a managemen plan when COI is idened.

Roles and responsibilites o he Relying Instuton

• Have polices ha dene which ineress require disclosure and which are considered a signican nancial ineres

SFI.

◦ The policies should eiher apply he PHS regulaons 42 CFR 50, subpar F o all sponsored research or

describe ha only NIH/PHS-sponsored research mus ollow he PHS regulaons.

• Have processes and policies o ideny conics o ineres a inial review as well as during a sudy or example

when addional personnel are added o he sudy eam, or when an invesgaor gains a new nancial ineres.

• Have a process hrough which any idened COI is resolved, eiher by eliminaon o he conic or example

by divesure or by developmen o a managemen plan or he idened COI, as per insuonal policy. See

“Idenying COI and Managemen Sraegies” below.

• Communicae he presence o any COI and associaed managemen plan o he Reviewing IRB a inial review and

i a new COI is subsequenly idened.

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

◦ Non-ederal Relying Insuons will provide inormaon abou he managed conic o ineres as well as

he managemen plan o he Reviewing IRB upon reques.

◦ Federal Relying Insuons will provide assurance o he Reviewing IRB ha hey have compleed conic

o ineres analyses under exisng relevan ederal policies and ha he parcipaon o agency Research

Personnel is permissible and consisen wih ederal law. See guidance rom he NIH regarding Federal COI

requiremens.

◦ Monior is invesgaors’ adherence o he managemen plan.
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Roles and responsibilites o he Reviewing IRB/Instuton

• Have a process o receive inormaon abou COI and associaed managemen plans rom Relying Insuons a

inial review and i a new COI is subsequenly idened.

◦ This inormaon may be shared as par o he local conex inormaon provided by he Relying

Insuon, or hrough a documen such as he SMART IRB Proocol-Specic Documen.

• Deermine i he managemen plan is sucien or i addional managemen sraegies are needed o proec

human subjecs see “Idenying COI and Managemen Sraegies” below.

• I addional changes or sraegies are needed, communicae wih he Relying Insuon o come o an agreemen

on wha addional sraegies are required see “Idenying COI and Managemen Sraegies” below.

• Accep he assurance rom a ederal Relying Insuon ha all ederal invesgaor COI policies have been me and

ha parcipaon o ederal invesgaors in he research is permited.

I a Relying Instuton does no have a COI policy complian wih 42 CFR 50, subpar F or

PHS-unded research or has no COI policy a all

In his scenario, he Relying Insuon will rely on he Reviewing IRB/Insuon or he primary recipien o ederal unds i

applicable o review or and manage COI.

Roles and responsibilites o he Relying Instuton

• Make clear when coordinang 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 insances in which he research is

PHS-unded.

• Ensure ha is invesgaors undersands ha hey will be working wih he Reviewing IRB’s COI review eny or

disclosure and review o heir nancial ineress according o he policy o he Reviewing IRB Insuon.

• Upon receip o a COI disposion and managemen plan or one or more o is invesgaors, disseminae he

managemen plan o is invesgaors and insuonal ocials, as per is policy.

• Monior and ensure adherence o he coniced invesgaor wih he COI managemen plan and provide such

ollow-up inormaon o he Reviewing IRB upon reques. The Relying Insuon is responsible or sancons should

coniced invesgaors no adhere o he COI managemen plan.

Roles and responsibilites o he Reviewing IRB/Instuton

• Have a process or invesgaors associaed wih he Relying Insuon o condenally disclose nancial ineress

o he Reviewing IRB /Insuon.

• Review he disclosed nancial ineress o invesgaors rom he Relying Insuon according o is own policy.

• Deermine wheher invesgaors a he Relying Insuon have a COI in he conex o he delineaed research

responsibilies. see “Idenying COI and Managemen Sraegies” below

• I i is deermined ha a COI exiss or invesgaors rom he Relying Insuon, migae or manage he COI

according o he Reviewing IRB Insuon’s policy and process. see “Idenying COI and Managemen Sraegies”

below

• Pending no disagreemen over he COI managemen plan, ask he coniced invesgaor a he Relying Insuon

o agree o or accep he managemen plan, depending on he process and erminology ulized by he Reviewing

IRB/Insuon.
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• Implemen aspecs o he managemen plan wihin is purview, such as ensuring disclosure inormaon in he

inormed consen orm. As a couresy, communicae o he Relying Insuon as o how he COI managemen plan

was implemened.

• I aliaed wih he insuon 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 ineress hamay constue COI wihin a sudy conex

• Consulng or a company* associaed wih he sudy paymen > $5,000 over he pas 12 monhs, includes

scienc advisory board membership

• Paid speaking or a company associaed wih he sudy > $5,000 over he pas 12 monhs

• Travel paid or reimbursed by a company associaed wih he sudy > $5,000 over he pas 12 monhs

• Serving in a paid or unpaid duciary role or an eny associaed wih he sudy, i.e., board o direcors, chie

scienc ocer

• The coniced invesgaor’s invesgaonal produc being evaluaed in he sudy is licensed o he company

sponsoring he research or providing he invesgaonal produc

• The coniced invesgaor’s invesgaonal produc ulized in he sudy is paened, bu no licensed

• Founder and/or equiy owner o a non-public company associaed wih he sudy

• Holding a > $5,000 equiy ineres over he pas 12 monhs in a public company associaed wih he sudy

* “Company” means a or-pro or no-or-pro enty, public, privae, or sar-up, ha is relaed o he sudy such as, bu no

limied o, serving as a sudy sponsor or an indusry parner or providing investgatonal produc or in-kind suppor.

Considering he impac o he COI

• Is he naure o he conic somehing ha a parcipan would wan o, or should, know abou in order o make an

inormed decision?

• Could he conic resul in decisions ha adversely aec parcipan saey and welare?

• Could he conic bias he coniced invesgaor’s judgemen so ha decision-making abou eligibiliy, adverse

even reporng, clinical care, ec., is no objecve?

• Could he conic impac he daa collecon?

• Could he conic impac analysis o daa?

• Is he coniced invesgaor’s parcipaon essenal or he conduc o he research e.g., unique knowledge, skill,

access o paen populaon?

• Could he oucome o he research impac he nancial ineres?

I he answer o any o he above quesons is yes, consider wheher COI managemen should be implemened. COI

managemen is conex-dependen. Also consider he ollowing addional quesons.

• Is he research single-sie or mul-sie? Single-sie research may be more grealy impaced by invesgaor COI.

• Is he sudy adequaely designed o minimize bias and hus preven he need or cerain ypes o COI managemen?

• Wha is he risk o he research? Minimal risk research may require a lower level omanagemen han greaer

han minimal risk research.
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COI managemen sraegies

• In mos cases, Reviewing IRBs should make every eor o deer o COI managemen pu in place by he Relying

Insuon. The COI managemen sraegies below are mos relevan i he Reviewing IRB/Insuon is responsible

or COI assessmen and managemen plans.

• The sraegies below are organized rom minimal o more resricve managemen. Because managemen

sraegies beyond #1 may impac he Relying Insuon’s abiliy o conduc he sudy, unilaeral applicaon o COI

managemen by he Reviewing IRB wihou communicaon wih he Relying Insuon is discouraged.

COI Managemen Sraegies: Implemen one or more.

1 Disclose i legally permissible he conic in he inormed consen orm and in any publicaons or presenaons

relaed o he research.

2 Resric he coniced invesgaor’s access o idenable daa. Communicae wih he Relying Insuon.

3 Resric he coniced invesgaor’s abiliy o deermine eligibiliy saus o prospecve subjecs. Communicae

wih Relying Insuon.

4 Resric coniced invesgaor rom obaining inormed consen. Communicae wih he Relying Insuon.

5 Resric he coniced invesgaor rom adjudicang adverse evens, serious adverse evens, or unancipaed

problems. Communicae wih he Relying Insuon.

6 Resric he coniced invesgaor’s parcipaon in daa analysis and inerpreaon. Communicae wih he

Relying Insuon.

7 Remove he coniced invesgaor as PI, bu allow hem o reain a co-invesgaor role. This requires signican

dialogue wih he Relying Insuon.

8 Remove he coniced invesgaor rom involvemen in he conduc o he sudy. This is a las-resor consideraon

ha requires signican dialogue wih he Relying Insuon.
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FREQUENTLY ASKED QUESTIONS

1. How should a Reviewing IRB handle a siuaton where he managemen plans or similar COIs difer grealy among he

instutons involved in he sudy?

Many acors impac wha consues a conic o ineres a an insuon and which mehods an insuon uses o

manage hose conics. Dierences in inerpreaon o conic and, imporanly, dierences in how conics are managed,

are accepable and even expeced in he single IRB sIRBmodel. See Secon 5.8 in he SMART IRB Agreemen v2.0.

Generally, he Reviewing IRB should deer o he COI managemen plans developed by he Relying Insuons, even i

managemen plans or similar COIs dier across insuons or dier rom he policies o he Reviewing IRB. An excepon o

his would occur i, when coordinang he reliance arrangemen, he Reviewing IRB and Relying Insuon documen ha

he Reviewing IRB will ake on he responsibiliy or idenying and managing conics o ineres. See “Who is responsible

or deermining wheher an invesgaor COI exiss?” above or a discussion o he responsibilies o he Reviewing and

Relying IRBs in deermining wheher a COI exiss.

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

42 CFR 50, subpar F—Promotng Objectviy in Research?

Ensuring adherence o 42 CFR 50, subpar F is he responsibiliy o he insuon who receives a PHS award. The Reviewing

IRB is no responsible or reviewing he policies o and/or assessing compliance o he Relying insuons wih his

regulaory requiremen. This could be included as par o he collecon o Relying Insuon inormaon, or example

hrough use o he SMART IRB “Proocol-Specic Documen,” which capures inormaon abou conic o ineres

deerminaons or proocols reviewed under he SMART IRB Agreemen.

3. I he Reviewing IRB has ollow-up questons regarding an investgaor’s COI, who should hey conac?

I a Reviewing IRB has quesons regarding a conic o ineres issue, he query should be made direcly o he coniced

invesgaor a he Relying Insuon and o he HRPP poin o conac a he Relying Insuon i.e., he SMART IRB POC.

I he invesgaor is no able o answer or respond o he Reviewing IRB’s quesons, i is he invesgaor’s responsibiliy o

conac he appropriae individuals wihin heir insuon o address he queson rom he Reviewing IRB.

4. Wha kind o inormaton abou COI and is managemen should be conveyed o he Reviewing IRB?

The Relying insuon may supply he managemen plan or he ollowing specic inormaon:

a Name o invesgaor wih conic o ineres*

b Role o he invesgaor on he sudy*

c Name o he enyies wih which he invesgaor has a nancial relaonship e.g., sudy sponsor and/or

researchrelaed company*

d The naure o he conic o ineres services provided, e.g., consulng, speaking, equiy, royaly income, scienc

advice, ec.*
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e Amoun o remuneraon a issue in he COI i.e., when aggregaed exceeds $5000 received in he pas 12 monhs

as dened in 42 CFR 50, subpar F.*

 Saeguards implemened by he Relying Insuon o migae he COI e.g., disclosure saemen, divesmen,

independen oversigh, removal rom research processes such as deermining eligibiliy, obaining inormed

consen, perorming inervenon, evaluang adverse evens, conducng daa analysis, ec.*

* A ederal Relying Instuton(s) will provide assurance o he Reviewing IRB ha hey have compleed confic o ineres

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

consisen wih ederal law. See guidance rom he NIH regarding Federal COI requiremens.

5. How is organizatonal or instutonal COI deal wih by boh Relying Instutons and Reviewing IRB Instutons?

Each engaged organizaon or insuon should perorm is own insuonal conic o ineres ICOI analysis under is

relevan insuonal policies and/or pracces. Once an ICOI is idened, he managemen plan should be provided, as

applicable, o he Reviewing IRB. Ofen hese ypes o conics are managed by having he research reviewed by an exernal

IRB, and/or disclosure o he conic in he consen orm. I is he responsibiliy o he Relying Insuon o ensure ha he

erms o he ICOI managemen plan are being carried ou a he local sie.
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