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Brief history of the financial Conflict of Interest (fCQOI) regulations
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Who needs to disclose
How?
Brief overview of COI disclosure, review and management process

What are the COIl requirements and processes during the lifecycle
of a sponsored project and who plays a role?
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Brief History of events which friggered investigations
leading fo COIl policy changes at NIH and NSF

New NIH regulations
NIH Office of Inspector General take effect and apply

criticizes NIH for inadequate to all PHS-funded
oversight of FCOIs and calls for research. MIT creates

Bayh-Dole Act modification of 1995 regulation. COI Officer position
permits NIH and NSF and updates its COI
universities to regulations requjre Senate investigates major policy to reflect new
own inventions research institutions financial conflicts of interest in regulations. MIT
created using to implement and research at Emory, Harvard, policy is effective on
federal grants. enforce COI policies. University of Texas, and Stanford. August 24, 2012.

Academic patent and NIH creates

licensing programs thrive, S Jesse Gelsinger died during frst clinical trial for gene rigorous standards
but widely publicized

eplsodes of sdentifi therapy. O, James Wilson, co-Ivestigator, had b :;E;r:"f,;d

' i : : o T
et b lulus financial nterest in outcome of study and failed t 1 eliminating FCOls
‘ 4

human subjects leads to i : il in amended
House publication Are disclose extent of adverse reactions during animl = !

Scientific Misconduct and testing. Brou Bht q : nificant attention to FCOI M

Conflicts of Interest
Hazardous to Your Health?




Purpose: “Promoting Objectivity in Research”

The new regulations are a response to Congressional and HHS Office of Inspector
General criticism of the NIH's oversight of grantee compliance with COl rules and
negative media accounts of financial relationships between pharma and device
companies and academic researchers.

The changes aimed at increasing transparency and institutional and NIH oversight
of financial interests of investigators in federally sponsored research.

Established new standards for disclosing (investigator), reviewing, managing and
reporting (institution) financial interests in an effort to provide a reasonable
expectation that the design, conduct, and reporting of research funded under
grants or cooperative agreements will be free from bias resulting from Investigator
financial conflicts of interest

MIT updated it’s FCOI in Research policy in August 2012 and 2013 in response to the
new regulations (PHS regs + NSF regs + MIT P&P = MIT's FCOI in Research policy)



2011 PHS (NIH) Regulations Increase Institutional Oversight

1995 Regulations 2011 Regulations

Investigators determine if financial interests
and research are related

Institution determines if financial interests
and research are related

Disclose if financial interest above $10,000

Disclose if financial interest above $5,000;
any private equity

Disclose outside payments for activities like
consulting, equity, stocks, royalties for
intellectual property rights

Disclose outside payments for activities like
consulting, equity, stocks, royalties for
intellectual property rights and travel
reimbursement

No training requirement

Training required every 4 years

If there are material changes in Significant
Financial Interests, disclose annually.

If there are material changes in Significant
Financial Interests, disclose within 30 days
of change and annually

No public accessibility of FCOls

Public access of FCOls upon request

“When in doubt,
disclose." —

Maria Zuber,
MIT VPR




Key COI Policy Definitions

e Situation in which $$ or other personal considerations
Conflict of Interest (COIl) w/potential to compromise professional judgement or
objectivity in the design, conduct or reporting of research

Significant Financial Interest ik SS interest that could reasonably appear related to
(SFI) Institutional Responsibilities; meets $ threshold for
disclosure

Financial Conflict of Interest SFI that could affect research design, conduct, or
(fCOl) reporting of research

NS EINES e HIJITEEN  » Research, teaching, administration, etc.

e Researcher who is independently responsible for design,

Investigator conduct, or reporting of research

e Helps determine if SFl is fCOI

sititfdlelaz Heliitezll|  * Vice President for Research, responsible for COI policy
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The 4 “P’s” critical in COIl

Peop|e People are the drivers in fundamental research.
Researchers have devoted their lives to this endeavor,
PO“CY therefore understanding the end goal of the researcher is
a critical starting point
Process Policy is not what constrains us but what provides the

- stfructure to enable us to reach the end goal. Important
Partnerships to read the COI policy and ask questions

Process implements the policy to gather and review
information at key stages, determine appropriate steps to
achieve the end goal: how to manage; what to
change/eliminate; appropriate fransitions; maintain
separation...

Partnerships with key MIT offices enable more balanced
and mindful decisions. Many of our management
stfrategies are ‘bespoke’, not a one-size-fits-all approach!




A few COIl policy Guiding Principles and how they are applied
(coi.mit.edu/policy)

Guiding Principle

An Investigator’s first and primary responsibility is to
support and advance MIT’s mission, rather than to
advance his or her personal financial interests.

=)

Research must be undertaken to advance scholarship and ‘

new knowledge and not an Investigator’s or
the Investigator’s Family’s personal financial interest.

An Investigator must not attempt to influence the
activities of colleagues and subordinates with the intent
of enhancing the Investigator’s or

the Investigator’s Family’s financial interests.

-

MIT’s resources, names and trademarks may not be used ‘

for personal benefit.

Application

Investigators may not accept research sponsorship or
gifts, in support of the Investigator’s Institutional
Responsibilities from a for-profit privately-held Related

Entity;
Investigators may not involve a student for whom

the Investigator is a thesis supervisor in
the Investigator’s Outside Professional Activities;

Investigators may not negotiate with MIT on behalf of
a Related Entity, or negotiate with the Related Entity on
behalf of MIT;

Investigators may not promote the use of products or
services of a Related Entity in the course of
the Investigator’s Institutional Responsibilities;



https://coi.mit.edu/policy/definitions#investigator
https://coi.mit.edu/policy/definitions#investigator
https://coi.mit.edu/policy/definitions#institutional
https://coi.mit.edu/policy/definitions#related
https://coi.mit.edu/policy/definitions#investigator
https://coi.mit.edu/policy/definitions#investigator
https://coi.mit.edu/policy/definitions#family
https://coi.mit.edu/policy/definitions#investigator
https://coi.mit.edu/policy/definitions#investigator
https://coi.mit.edu/policy/definitions#opa
https://coi.mit.edu/policy/definitions#investigator
https://coi.mit.edu/policy/definitions#investigator
https://coi.mit.edu/policy/definitions#investigator
https://coi.mit.edu/policy/definitions#family
https://coi.mit.edu/policy/definitions#related
https://coi.mit.edu/policy/definitions#related
https://coi.mit.edu/policy/definitions#related
https://coi.mit.edu/policy/definitions#investigator
https://coi.mit.edu/policy/definitions#institutional

Key Processes

\‘i 1

Outside Professional Activities
(OPA)

Assesses Conflicts of Commitment with respect to
Institutional Responsibilities: TIME

Usually measured in time, disclosed via the
annual OPA report; applies to MIT employees
(faculty, staff) not students

MIT faculty, staff and researcher ranks have
prescribed consulting privileges

Faculty disclose relationships with students, staff
and use of MIT resources in carrying out OPA

Prospective discussions with department heads
prior to engaging in consulting, start-ups,
engaging students and staff in OPA’s

President owns policy

Financial Conflicts of Interest in Research
(FCOI)

Assesses Financial Conflicts of Interest which could
impact your MIT research: MONEY

Usually measured in money disclosed via the COI
disclosure on a rolling basis and proposal stage;
applies to anyone who is responsible for the
design, conduct or reporting of MIT research
(Investigator)

Disclose relationships (consulting, start-ups) based
on financial thresholds (SFI's), and relationship to
awards

DLC heads play key role in assessing COl risk

Management plans put in place for those FCOI’s
which can be effectively managed

VPR owns policy




OK: Activities/Relationships which do not directly and
significantly impact your ability to conduct your MIT
research and educational responsibilities

Institutional responsibilities

Service on MIT committees, uncompensated
publication review, conferences, etc

Consulting (“separate and distinct” between ongoing
MIT research and consulting activities, OK to talk about
published research results)

”

i i i ] iv ignifi
Starting companies (no “direct”, “active” or “significant
line management responsibilities)

Serve on SAB’s

Mitigating risk is important—timely discussions
and communications with the Department Head
and COI Officer to help think things through can
be an effective means of mitigating risk.
Informed decision making is the goal!

Not OK: Activities/Relationships which

could pose arisk to:

Reputation of MIT/researcher
Think long term, reputation hard to (re)build!

Integrity of MIT's educational mission

Students are here to graduate on time, post-
docs are here to train, faculty are here to
teach and mentor

Sponsored research funding (industry
and other sources)

Research integrity and transparency is critfical
to building sponsor relationships

Ability of staff/subordinate to carry out
institute responsibilities

We're here to support MIT's mission not ensure
an individual’s/company'’s financial success

MIT IP

Do not want to compromise IP rights and
obligations related to MIT research



ow COl disclosures are made?

o Coeuslite User: Cariolo, lan C

Disclosure View
Step One
¥ Screening Questions >>
Step Two
v Significant Financial
Interests

Do you have a Significant Financial Interest in this sponsor? A Significant
Financial Interest (SF1) is defined as salary, consulting, or other
remuneration of $5,000 or more, which you have received in the last 12
months, or expect to receive in the next 12 months; or any equity interest
in a non-publicly traded company; or stock holdings in a company that is
related to your area of research, and exceeds $100,000.

2. Could the work contemplated in this project reasonably appear fo affecta () yes (#)No

L e

Y ¥ N - " .- A \

you have a Significant Financial Interest in this sponsor? A Significant Financial Interest (SFl) is defined as salary, consulting, or other
remuneration of $5,000 or more, which you have received in the last 12 months, or expect to receive in the next 12 months; or any equity interest
in a non-publicly traded company; or stock holdings in a company that is related to your area of research, and exceeds $100,000. @

® Yes
O No

m{}nuld the work contemplated in this project reasonably appear to affect a company or other organization in which you have a SFI? ©

O Yes
® No

s this project contemplate any purchases from or subawards to a company or other arganizations in which you hold a SFI? @
® Yes
O No

14 . If hi is Federal - Have you lobbied, or are you aware, Ef glygne ﬂs has lobbied

nt officials in support of

COlPolicy | Travel | Awards OnHold | WithEntities | NoE

User: Cariolo, lan C

Cu

P | InProgress | Search |

The MIT COI Policy requires that MIT officers, faculty, staff and others acting on its behalf, avoid ethical, legal, financial
and other conflicts of interests. MIT needs to ensure that their activities and interests do not conflict with their obligations to
MIT. If you have not already done so, please read the policy before you Create or Revise a disclosure as you will be
asked during the disclosure process to certify that you have read the policy and understand it.

Your Master Disclosure will expire on: MARCH 09, 2023

View

Initial COI Disclosure

Travel Disclosure (PHS only)

Proposal Disclosure

Master Disclosure®
SFI Entity '

Master Disclosure*

SFI Entity(make Inactive)

Travel Disclosure(s)




Who at MIT needs to disclose?

Under MIT policy, all Investigators are required to disclose SFI’s.
An Investigator is an individual who is independently responsible
for the design, conduct or reporting of research - usuadlly only the
Pl and Co-Pl but also a Key Person

Some sponsors have specific requirements for identifying
Investigators http://col.mit.edu/research/sponsor-specific-
quidelines/nih/who-is-an-investigator.

An Investigator is solely responsible for the confent and
certification of the disclosure. MIT's COl disclosure module does

not allow proxies.



http://coi.mit.edu/research/sponsor-specific-guidelines/nih/who-is-an-investigator

What needs to be disclosed?

All SFI's: A financial interest that meets any of the criteria for significance set forth below and is
received or held by the Investigator and/or his or her Family:

Aggregate of Remuneration 2 $5K from U.S. or foreign publicly tfraded entities, U.S. or
foreign privately held entities, U.S. or foreign non-profit entities and foreign
governmental/academic institutions or organizations

Equity Interests = $5K in U.S. or foreign publicly fraded entities if entity sponsoring your
research

Equity Interests =2 $100K in U.S. or foreign publicly traded entity if entity’s business appears to
be related to your Institutional Responsibilities

ANY Equity Interest in a U.S or foreign privately held entity (your start-up for instance,
regardless if value of shares is $0!)

Income = $5K received from IP rights from entity other than MIT

Sponsored Travel (PHS Investigators only) is considered an SFI and counts towards
aggregate




Sponsored Travel, for PHS funded investigators only

Required to disclose “Sponsored Travel” which means all tfravel which meets
the definition is now considered an SFI. Looking back 12 months at fime of
proposal and ‘running’ thereafter.
Just travel (hotel, meals, transportation, etc...)
If aggregate per entity adds to $5k over last 12 months

Travel and consulting
If aggregate per entity adds to $5k over last 12 months

Travel by Investigator and his/her Family
Investigator completes a separate disclosure for each fraveler ‘type’

“Sponsored Travel (applies only to PHS Investigators) means (a) travel expenses paid to an Investigator
or travel paid on an Investigator’s behalf, by a single entity in any 12-month period and (b) travel
reimbursed to or paid on behalf of an Investigator’s Family by a single entity in any 12-month period
ONLY if such travel reasonably appears to be related to the Investigator’s Institutional Responsibilitfies.

See the PHS Addendum for more information.”



What does not need to be disclosed

Any Remuneration from MIT (salary, royalties)

Any Remuneration from authorship of academic or scholarly works,
regardless of the source

Remuneration from seminars, lectures, or teaching engagements
sponsored by, or from advisory committees or review panels for, U.S.
Federal, state, or local governmental agencies; U.S. institutes of
higher education (e.g. Whitehead Insfitute and Broad Institute); U.S.
research institutes affiliated with institutes of higher education,
academic teaching hospitals, and medical centers

EqQuity Interests in or income from investment vehicles, such as
mutual funds and retirement accounts (401K) in which you don’t
directly control the investment decisions

Any travel paid through MIT (from grants, or other sources)



An Investigator need not disclose Sponsored Travel paid
for or reimbursed by:

MIT (e.g. paid from MIT funds or from sponsored awards funds managed at
MIT)

U.S. Federal, state or local governmental agencies

U.S. Institutes of higher education

U.S. Research institutions affiliated with institutions of higher education
U.S. Academic teaching hospitals and medical centers



COIl Review Process

COl Officer Approves

SFI Disclosed in Coeus COI Officer Reviews

Designated Official

Reviews to help
‘ determine relatedness

Designated Official can be either the Conflict of Interest Officer or, in
complex cases, a faculty member appointed to the role by the Investigator’s
Department, Lab, or Center Head; School Dean




COIl Review Process Expanded

Red light! A few complex disclosures will
rise to level of FCOI and will require a
management plan to be drafted with help
of COI Officer, Investigator and Designated
Official (to help determine relatedness).

Yellow light! A small number of
disclosures may require more details, will
work with Investigator to further
understand issues presented.

Green light! All disclosures reviewed in
confidence by COI Officer, majority will be
approved on first review.




An SFl is not automatically an fCOI

- Related?

* Does the PI, Co-PI e |s the SFl related to

or Investigator have his/her research at
a significant MIT?
financial interest? e If yes, then ask ...

e If yes, then ask...

)

e Could the SFI
directly and
significantly affect
the design, conduct
or reporting of the
research?

e If yes, manage or
eliminate the
conflict (real or
perceived)

Disclosures submitted

SFI's reported

¥

fCOl's

¥

Managed
or
eliminate




Where do fCOls in research come from?

1) Research investigator receiving
intellectual property-related royalties
(e.g., patented medical device) or ﬁ

Investigator

otherwise holding rights on IP (e.g.,
patent) that is involved in the research
(usually assessed or improved)

Research

2) Research investigator receives Investigator
compensation from or has equity (e.g.,

stocks or stock opftions) in an entity that is B
Inferested in or involved in the research Entity

(usually sponsoring it or providing resources) @

Research




Proposal Stage
COlI Screening questions & disclosure




What is the Kuali Coeus/COIl Connection?

O Yes . - v . %
® No
o you have a Significant Financial Interest in this spansor? A Si Financial Interest (SFI) is defined as salary, consulting, or other

remuneration of $5,000 or more, which you have received in the last 12 months, or expect to receive in the next 12 months; or any equity interest
in & non-publicly traded company; or stock holdings in a company that is related to your area of research, and exceeds $100,000. @

@® Yes
O No
Eould the work contemplated in this project reasonably ap ! (@ KUALICOEUS 2 HOME DAs
O Yes 2004-mit User: icari
®No You answered "Yes" to one or more of the COI ing questions,and must now complete a full discle for this proposal before it can be routed.
To complete your disclosure now, click "OK", and you will be brought directly to My COl where you can begin entering your significant financial
interasts.

oss this project contemplate any purchases from or subg
@® Yes
O No

14 . Iftl sQr Wsml-Haveywloh

Click "Cancel" to complete the disclosure later. You will need to use the "Other Disclosure(s) in Progress™ option in Coeus "My COI".
If you choose to hit "Cancel”, your proposal will NOT route untill you have completed your disclosure,

ﬁ cancet

€= | CoeusLite 3 User: Cariolo, lan C

Current Locts

Coeus Home My COI Logout

Help | MIT COlPoliey | Travel | Awards OnHeld | With Entities | NoEntities | WIP | InProgress | Search |

Disclosure View Financial Disclosure by Cariolo, lan C
Step One
¥  Secreening Questions £

Step Two

4 Significant Financial
Interests

Step Three
Relationships

Step Four
Certify

Proposal Questions

MY COI Home

1. Doyou have a Significant Financial Interest in this sponsor? A Significant (5 SFI Screening
Financial Interest (SF) is defined as salary, consulting, or other £
remuneration of $5,000 or more, which you have received in the last 12 Questions

replies from

maonths, or expect to receive in the next 12 months; or any equity inlerest
ina P y traded company; or stock holdings in a company that is
related lo your area of research, and exceeds $100,000. KC

2. Could the work plated in this project y appear o affect a
comparny or cther organization in which you have a SFIT

3. Does this project P any p from or toa
company or other organizations in which you hold a SFI7

Continue |

IS PR Yt oy il rasth B e st o . . LA e P



Create Proposal in KC / Notify Key Personnel cont’'d

Three of the certification questions are SFl screening questions: 10, 1 1,and 12:

PO AN ASOTON, O Ao PPN NSNS TN o ST T
O Yes
® No

Do you or a Family member have a Significant Financial Interest in this sponsor? A Significant Financial Interest (SF1) is defined as salary, consulting, or other
emuneration of $5,000 or more (received from an entity other than MIT), which you have received in the last 12 months, or expect to receive in the next 12 months; or any
equity interest in a non-publicly traded company; or stock holdings in a company that is related to your area of research, and exceeds $100,000. Family is defined as your

spouse or domestic partner and dependent children. ®

® Yes
O No

11 .ICould the work contemplated in this project reasonably appear to affect a company or other organization in which you or a Family member have a SFI? @

O Yes
® No

12 lDoes this project contemplate receiving/using any materials/data (data sets, confidential information) or making any purchases from or subawards to a company or other
organizations in which you or a Family member hold a SFI? ®

® Yes
O No
13 . If the sponsor for this proposal is Federal - Have you lobbied, or are you aware of anyone who has lobbied government officials in support of this project? Lobbying includes

oral or written communications to government officials regarding the adoption of program funds, or execution of program funds that would specifically support this project. ®

O Yes
® No




Proposal Stage

Pl (KP) answers If Pl (KP) answers yes to
Create Notify Key 3 COl-specific any COlI certification COI Officer

proposal Personnel certification question, CA triggers Preliminary
in KC (PI) questions COl review Review

CA submits
proposal

Legend

-Department responsibility Bl changes to
W7 resoonsibility the proposal if
-CA responsibility required.

-COI responsibility



If you have additional COl
questions, please contact
coi-help@mit.edu



mailto:coi-help@mit.edu

Sponsor Requirements Certification and C

February 7 10:00 - 11:00 am Register on Aflas

How to meet COIl requirements at Proposal and Award
sfage:

Sponsor and Solicitation specific requirements
Non-MIT personnel (does not have an MIT Kerberos)
KC personnel roles and certification requirements
Award hold for COl requirements



https://web.mit.edu/training/course.html?course=ADM16096c

Key COIl Resources

» Online resources: www.col.mif.edu

I |I' - Office of the
il Vice President for Research

Financial Conflicts of Interest in Research

Poli Sponsor- Community COl  Reference and Help an¢
“ ific porta User Guides Training I |I e | Office of the
Guidelines ] Vice President for Research

Financial Conflicts of Interest in Research

Community COI
Portal

Financial Conflicts of Interest i
Research

iT | oreeete oI
I II i ‘ Vice President for Research S :

Com mun |ty C O | PO rtla'lancial Conflicts of Interest in Research

» Faculty
L Please note: The Comm  if§801 Portal (3SR Evailab [Easvialadll Te/enee 0y P ond Contact Us
MIT has a responsibility to generate positive learni > Administrators certificate to access. AL
opportunltles for Its Students! presewe the Integrlt » Bostdocs The Community COIl Portal is designed for faculty, staff, postdocs, and graduate stud:
research enterprise and gain and maintain the publ (e understanding of the nexus byiwggy common COl issuss and Gammseity GOLPaTal Al GOl Guidance Documents
" " f ance for Faculty, Researcher, and Staff Ranks with Consulting Privileges
trust. A robust process for discussion, disclosure, [EEESUINEIN. B e R 2 o e yeren oy ity s e
issues. Multiple on-line t00ls have also been esigned to help give and gather info
aggln'llanagiemenrttoftrealrtor fpercetilv edt::‘o:ifllcts of II comply with MIT policies and bFsedessies, make more inforn MIT-Conflict of dnterest Guidance for Faculty, Researcher, and
'
(COI) is an important part of meeting that respons « Faculty COI Guidance DSEHSSIENs . cormon < Staff-Ranks with. Consulting Privileges
scientists, starting & comwStartingza Companyoi a CO| manapreaselise the forms and-résburces mentioned in this document including this guidance document itself to make an
Questionnaires are web-based forms designed to facilivafermed;decision and comply with existing MIT policies.
Heads to comply with 1T Policies and Procedures, Background
« Administrators arc often the first ones faculty and roscarch stﬁ tocn%?pegm tol Jﬁlﬂ
H ponsibilities: MIT unequivocally supports the efforts of its faculty, staff and researchers to foste
Resources Related Links GOl Guidance Documents are writien to aid discussions a”’ﬂr@é@éﬂ@@r&aﬁ&rﬁﬂlﬁé‘wm the world outside MIT, including acting as consultants and in other external
administrative situations such as visiting scientist/research sHgagementsoimunidertaking such activities, faculty must be attentive to their obligations to MIT and take
goods/services fror SF1 entiny, eic appropriate steps to ensure that such activities do not take precedence over their primary commitment to MIT.

COl Policy "Bright Lines” COI Quick Reference Cards

« Postdocs comprise a large segment of our research commﬁﬁﬁ?'?‘ﬂ%’é‘c“{fﬁ'{ (l;‘: I the responsibility of individual members of the MIT community to ensure that the term
r consultlniagreements with third parties do not conflict with their commitments to the Institute (see MIT

toplcs addressmg their needs with respect to allowed OUtS'dﬁoﬁé?H}:?%Q” ?‘E%Windwldual should make the nature of his or her obligations to the Institute clear to any
» Graduate Student: have Guidance Documents and CO| rethirdparty fos whom hejer she expects to consult. Specifically, the scope of the consulting services should be


http://www.coi.mit.edu/

Feedback

We are providing a QR Code for you to access a RAS-
ED feedback survey via your phone or mobile device.

| will also provide the link
https://mit.col.qualtrics.com/jfe/form/SV 6SxzH2KJW
SKXCyq to access the form via the web and in a follow
up email.



https://mit.co1.qualtrics.com/jfe/form/SV_6SxzH2KJWSKXCyq
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