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E/%%fgﬁ Overview of What We Do

1) Manage cases: financial conflicts of interest (FCOI) in
research at BU and BMC

*Gather and review financial disclosures
*Determine appropriate FCOl “management plans”

2) Design and refine the process and policies

3) Educate and advise the BU and BMC
the community

Research
Conflicts
of Interest




E%%J[QEL Core of What We Do

Conflict of Interest (COI) =
when a private interest could unduly affect a professional decision

Conflict of Research Research Conflict of

Interest X ‘ X< Interest

Protect the Objectivity of Research by
Reviewing and Managing Financial Conflicts of Interest

E.g., Dr. Jones gets royalties for his invention, the super stapler,
and is about to conduct research to test how effective it is.

Private financial interest - royalties - might cause Dr. Jones to make personally favorable
decisions —i.e., making him biased, even without realizing it.
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E/@%jfgﬁ Causes of COI

Of the many causes of bias (i.e., conflicts of interest) in
research, we look for:

- Payments for professional services NS
- Patents, copyrights (IP) and related royalties :s:
- Equity holdings (stock) T
- Honorarium

...but only where they could
directly and significantly affect the
design, conduct, or reporting of
Research at BU or BMC.




E/%%J[-E%L BU & BMC Policies on Investigator Conflicts of Interest

Anyone responsible for

design, conduct or reporting of
research, regardless
of title or role.
(Determined
by PI).

“Investigator” S Research

* Non-BU/BMC
Compensation

 Equity/Stock

* Royalties

only where S could
directly and significantly
affect Research (via bias)
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E%%{glﬁu We Know - Conflicts are Natural E

Expertise

_ /

( )

- Service on Boards, Panels, Committees ~ &~
- Industry Relationships
- Inventions ‘

\. —/
( )

Conflicts of Interest

(actual or perceived)
q

(Getting in the way of research)




BRSTON”  Why Do We Manage FCOIs in Research?

* Taxpayers who support federally funded research
want assurances that research is conflict-free
*42 CFR Part 50, Subpart F (revised 8/25/11)
*45 CFR Part 94

 BU and BMC want to ensure that all research at our
institutions uphold the highest levels of integrity and
objectivity. We’re applying old (1995) and new (2011)
federal standards across the board, depending on
sponsor.



%%T@g HOW Do We Manage FCOls in Research?

Submit = Review disclosures, “Investigators” =
compare to research all those

responsible for
Find Financial Conflicts of the design,
Interest conduct or
reporting of

Committee Review and research
recommendation

Final decision by Associate VP

Funds are for Research Compliance

not disbursed
until process Management plan compliance
by Investigators

is complete!



REBICAY Review and Management of FCOls

(a) Weighing Factors:

* Unique qualifications of Investigator?
* S nature and magnitude?

* Sisin close relation to research?

* Human subjects?

* Primary site?

* Public perception?

1. Committee
recommendation

2. Investigator review and
comment
Associate VP of Research
Compliance final decision

(b) Management Options:

* Disclosure;

* Independent monitor/statistician;

* Modification of the research plan;

* Change of personnel or responsibilities;
and

* Reduction/elimination of S.




CEN\’T‘;
BOSTON Recent Changes

Over concern that our institutions were missing */
the COls, the government revised it’s policies to /
capture more of them

BMC & PHS-
funded BU
Policies 2012

1995 2001, 2003 and
BMC 2004 Non-PHS
funded BU

2012

Starting 8/24/12, these new rules apply to
PHS-funded BU Research and all BMC Research



E/%%jfg%]j Which policy dictates?
/ 1.Check Your Institution; 2.Check Your Sponsor

1995 Policy

2011 Policy

BU-Non PHS-funded Research

Everything else

**bu.edu/orc/coi/forms**

BU PHS-funded & all BMC Research

PHS Agencies: Agency for Healthcare
Research and Quality (AHRQ), Agency
for Toxic Substances and Disease
Registry (ATSDR), CDC, FDA, Health
Resources and Services Administration
(HRSA), Indian Health Service (IHS),
NIH, Substance Abuse and Mental
Health Services Administration
(SAMHSA)

+ 5 Nonprofits:

American Heart Association, American
Cancer Society, Arthritis Foundation,
Susan G. Komen Foundation, Alliance
for Lupus Research



c,.E.",‘!\,\T;
R New Federal = BU/BMC Policy Overview

1995 Policy > BU-Non PHS-funded 2011 Policy - BU PHS-funded Research
Research > NON FIND 1 form and ALL BMC Research = FIND 1&2 forms

Investigators determine relatedness of $ Institution determines relatedness of $ to
to research research

Forward-looking Backward-looking

$10,000 minimum threshold $5,000 min. threshold; any private equity
Disclosing outside payments, equity and Disclosing outside payments, equity,
intellectual property rights royalties and travel reimbursement (with

extensive exceptions)

No training requirement Training requirement once every 4 years

No public accessibility requirement FCOIls in PHS-funded research reported
upon request

Updates with “material changes” in Updates with 30 days of a change
significant financial interests
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BRI, BU/BMC Policies

1995 Policy 2011 Policy
BU-Non PHS-funded Research BU PHS-funded & all BMC Research
NON FIND 1 form FIND 1 & 2 FORMS
Investigator Q: Investigator Q:

Do you have SFIs or SFIsin an Do you have SFlIs that reasonably

entity that would reasonably appear to be related to your

appear to be affected by your institutional responsibilities?
research?

“Are you conflicted?” Show me the money

“SFI”: Significant Financial Interest



BOSTON " Sjgnificant Financial Interests Before and After

a) salary or other payments for services
e consulting fees
* reimbursed or sponsored travel
* honoraria

b) equity interests
» stocks, stock options (from S1, if private)

c) intellectual property rights - once income is received
e patents
 (owned or where clinical investigator is an inventor)
e copyrights
* royalties

M Include holdings of spouse and dependent children

M Must be related to institutional responsibilities




BOSTON ™ Sjgnificant Financial Interests Before and After

Investigators do not disclose:

* BU or BMC salary

* income from seminars, lectures, teaching engagements, service on
advisory committees or review panels (or travel expenses)
sponsored by

e public or non-profit entities /

* Federal, state, or local government agency, college/university,
academic teaching hospital, a medical center;

* salary, royalties or other payments from a single entity (or group of
affiliated entities) that, when aggregated over the

* next twelve months are not expected to exceed $10,000 /

e past 12 months, do not exceed $5,000.
 Mutual funds (where no direct control)
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E%%jfg%u BU and BMC Policy Overview

1995 Policy 2011 Policy
BU-Non PHS-funded Research BU PHS-funded & all BMC Research
-Disclosure by “investigators” -Disclosure and training by all
“investigators”

-prior to the final submission of the -prior to the final submission of the

research application, research application,

-annually thereafter, and -annually thereafter, and

-if there are any material changes to -within thirty (30) days of discovering

your reported interests. or acquiring (e.g. through purchase,

marriage, or inheritance) a new SFI.

-Use NON FIND 1 form, return to -Use FIND 1 and FIND 2 form (if a “yes” on
coi@bu.edu (stands for Non-PHS funded FIND 1), and return to coi@bu.edu
Financial Interest Disclosure form)

-Email invitation to training on Blackboard
will be sent via individual email

**bu.edu/orc/coi/forms** afterwards. Training is only required once
every 4 years.



mailto:coi@bu.edu
mailto:coi@bu.edu

BOSTON

When applying for a grant, Pls fill out the new Proposal
Summary Form (PSF) Section

Name: Phone: e-mail:

Compliance Information |

Project Approval*™* Protocol/Approval No.
Special Reviews: (Date or “Pending”) for Each Project
IRB O ves [ONo
IACUC O vyes OnNo
IBC: Biohazards O ves Mo
IBC: rDNA [ yes [JMo
IBC: Select Agents [ yes ClNo
Laser Oves [CIno
Radioisotopes Oves Omo
Human Embryonic Stem Cells Oves ONo
SCUBA/Snorkeling/Boats Oves ONo

Financial Interest Disclosure [0 Yes (required)
The PI must ensure that all those responsible for the design, conduct, or reporting of the proposed program have completed the
financial interest disclosure forms and training as dictated at hitp:/www bu.edu/orc/coi/forms/.

Final disclosure for this project was submitted:

Date

PI/PD Assurance | I pertifv that” (11 in rondocting the nennnead nrnaram | am familiar with and will adhere tn annlicahle Rnctnn

Disclosure is required 100% of the time
Even though potential COls are reviewed only a small % of the time




E%%Jfgﬁ Disclosure form for BMC and PHS-Funded BU Research:

FIND 1: Financial Interest Disclosure for all BMC and BU PHS-Funded Research
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E%%{QEE Form 1 for BMC and PHS-Funded BU Research: FIND 1

I. OUTSIDE REMUNERATION. In the last 12 months did you, your spouse or dependent children receive any
remuneration that reasonably appears to be related to your institutional responsibilities? [ | ves [ ] No

"Remuneration” includes salary and any payment for services not otherwise identified as salary, e.g., consulting fees, honoraria, paid authorship fees,
Do not include the following: (i} salary, royalties, or other remuneration paid by BU or BMC to you, your spouss, or your dependentchild, if the recipient is
currently employed or otherwise currently holding an appointment at such institution: and (i} income from seminars, lectures, teaching engagements,
service on advisory committees or review panels that are reimbursed or sponsored by a Federal, state, or local government agency, an institution of higher
education as defined at 20 U.5.C. 1001({a), an academic teaching hospital, 2 medical center, or a research institute that is affilisted with an institution of
higher education. ¥You may chack"No" if the aggregate of all cutside compensation is less than £5,000 total,

"Institutional responsibilities” means an investigator's professional responsibilities on behalf of BU and/or BMC, including butnot limited to research,
research consultstion, teaching, professional practice, and administration such as service on committees, boards and pansls,

II. REIMBURSED OR. SPONSORED TRAVEL. Have you, your spouse or dependent children received reimbursement or
sponsorship for travel that reasonably appears to be related to your institutional responsibilities? [ ] ves [ ] No
Sponsored travel is that which is paid on your behalf {or on behalf of your spouse or dependentchildren’ and not reimbursed sothat the exact monstary
valua may not be readily available. Do not include travel expenses that are reimbursed or sponsored by a Federal, state, or local government agency, an

institution of higher education as defined at 20 U.5.C. 1004{a), an academic teaching hospital, 2 medical center, or a research institute that is affiliated with
an institution of higher education,

ITI. EQUITY INTERESTS. Do you, your spouse or dependent children hold equity interests in a publicly or non-
publicly traded entity that reasonably appears to be related to your institutional responsibilities? [ ]| Yes [ | No
Equity interests include any stock, stock options or other ownership interests,

Do not includeincome from investrment wehicles, such a5 mutual funds and retirement accounts i you, your spouse, or dependent children donot directly
control tha investment decisions made in thesa wehicles. You may check"No” if the aggregate value of any equity interests in 2 publicly traded entity is less

than 5,000 based on public prices or other reasonable measures of fair markst valus. You must check "Yes” if any equity interest in a non-publicly traded
entity is held,

IV. ROYALTIES/INCOME IN CONMECTION WITH INTELLECTUAL PROPERTY (IP) RIGHTS. Have you, your Spouse or
dependent children received royalties or other income related to intellectual property interests (e.g., patents,
copyrights) that reasonably appear to be related to your institutional responsibilities? [ves []nNo

This does not includeintellectual property rights assigned to BU or BMC and agreements to sharein royalbes relsted to such rights {e.g., royalties received
under the relevant Patent Policy). You may check™No” if the royalties or other income related to these rights and interests do not excesd 55,000,

TSI} 100/ 310]1pa T 18 2 WIG 110 [ £, 58 &, 5P
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E%%{(@B\JE Form 1 for BMC and PHS-Funded BU Research: FIND 1, p2

1. Whatis the actual/proposed award amount for the projed?

2. Human Subjeds? [ No L[ Yes - IRB #
3. Special Designations:

O Clinical study

[ applied / applying for an IND or IDE

Proposed Year : §}

Entire Project: %

(Investigational New Drug or Investigational Device Exemnption through the FDA)

4. Please summarize the specific aims of the research. You may attach a project summary or abstract.

5. Please list all those responsible for the conduct, design or reporting of the research, even if they are from an institution other
than BU or BMC. [wnfessthey are working under a subaward, and the subaward agreement states they will follow the subaward
institution’s COI policy). Please ensure that all of these people fill out and submit these finandal interest disdosure forms. Failure

to do so may delay funding.

Mame Role in Research

Email address

Home Institution
(if not BU or BMC)




%%T@ Form 2 for BMC and PHS-

Funded BU Research: FIND 2
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BOSTON,

Invitation to Training

Repty FRephy Al Forward W - 3o - |_:| % 1] o &8

Training RE: 1R21ES021136-01/Effects of High Fat Diet and

Environmental Obesogen Co-Exposure on

Edelstein, Jodi

Ta: Schlezinger, Je

o Tate, Prisc

nursday,

- This message was sent with High imporntance
Hi Dr. Schlezinger, Dr. Fried and Professor Gerstenfeld,

Thank you. We have received your financial interest disclosure forms.

Saptambar 05, 2012 11-63

To complete the disclosure process, please log into hitp//blackboard.bu.edu and click on “eFind Training
for Investigators” Instructions will be provided under the "Announcements” tab on the left side of the

screen. There is a series of PowerPoint slides in PDF and a 10-question quiz.

We are able to track when this step is completed, so no further action is needed unless we contact you.

Best Regards,
lodi

lodi R. Edelstein, 1.D.

Manager, Conflicts of Interest
Office of Research Compliance

Boston University and Boston Medical Center
85 East Newton Street, Suite 810F

Boston, MAOQ2113

jedelste@bu.edu

Phone: (617)638-4514

Fax: [617)414-4738

Research Compliance

BU




c,&!‘!\f;
E%%PEL/ Invitation to Training S

) Blackboard Academic Suite - Mozilla Firefox
Fle Edt ‘iew Hstory Bookmarks Tools Help Courses in which you are enrolled:

Forms and Training = Office of Research ... ¢ | r: Financial Canflick of

k.

kd Financial Interest Disclosure Training

6 A blackboard.bu,edufwebapps/portaliframeset, jsp

,l Google Office of Research Ca... §  Canflicts of Interest in... :-'

Boston University Blackboard 8

Boston |

all Courses

EFIND TRAINING FOR INVESTIGATORS (O0CWE EFINOTRAINING) » ANNOUNCEMENTS
—
Course Documents Announcements

(&) control Panel VIEWTODAY | VIEWLAST7 DAYS | view LasT 20 Davs | viEwALL

(@) Refresh July 09, 2012 - July 16, 2012
@ Detail View

Thu, Jun 28, 2012 - Instructions for Training

WWelcome to the Research Conflicts of Interest (COI) Palicy Training for Investigators

To complete the training:

. Click on the "Course Documents” tab in the left panel

. Click an the "Research Conflicts of Interest Training” - "COl Training for Investigators™- link
. Review the slides carefully

. Click on the "Course Documents” tab in the left panel

Click on the "Quiz Questions” link

. Take the Quiz. (You must answer 8 out of 10 questions correctly to receive credit).

A score of

07 M g L3 BD =

80/100 IS Training is Step 1 of 2 in the financial interest disclosure process. If you have not yet completed the financial interest disclosure forms, please go to http:fAwew bu.eduic
the instructions and click on "Financial Interest Disclosure Forms". Send completed forms to coi@bu.edu.

req u I red to Financial interest disclosures and training are required of all research "lnvestigators” — or persons engaged in or responsible for the design, conduct or reporing of resea
University and Boston Medical Center. Training is required once every four years, or as otherwise dictated by the Office of Research Compliance, Conflicts of Interest Ur

CQuestions? Email coi@bu.edu
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Disclosure form for Non-PHS-funded BU Research: BU
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E%%JI-Q%L Disclosure form for Non-PHS-funded BU Research:
e NONFINDD

1. Do vyou, your spouse, or dependent children have any significant finandal interests that would reasonably appear to be affected by
your above-descaibed research? ves [ No [

2. Do you, your spouse or dependent children have any significant financial interests in an entity whose financial interests would
reasonably appear to be affected by this research™  Yes O No [

"Significant financial interest” {(SFI) refers to: “reasonably appear to be affected” may refer any of the following:

1. anything of monetaryvalue, including a salary, consulting fee,  {a)O Research uses orinvolvesintellectual property ["IP") (i.e., technology,

honorarium or other payment for service; drugs, products or services) owned by or licensed to the investigator (e.g.,
. equityinterests, including stocks, stock options or other wia patent or copyright); or

ownership interests; and [ research uses orinvolves IP for which the investigator receives royalties,
3.  intellectual property (IF) rights, including copyrights, royalties, or has the right to receive royalties.

and patent rights, or, where a clinical “investigator™(i.e., someone {b)

respansible forthe design, conduct or reporting ofthe research)is (i) The investigator {or 5pouse or dependent child)-

inventor {whether IPis licensed or not). O receives compensation from, or, O has equity in - an entity

(i AND-

Bxceptions: [ The researchis receiving any kind of support("in kind ™ or monetary)
a. salary, or other remuneration {notincluding royaltes) from Boston from that entity;

LIniversity or Boston Medical Center; O Proprietary accessto data or rights to IP coming out of the research
b. incomefrom public or non-profit entities for seminars, lectures, izfare owned by that entity (e.g., pre-publication access toresults of the

teaching engagements, service on advisory committess, or review research);

panels; or [ research aim{s) ovedap with aims of that entity;
c. salary, royalties or other paymentsfrom a single entity {or group [ Research uses orinvolves IP owned by or licensed to that entity;

of affiliated entities) that, when aggregated over the next twelve [ research results could enhance the value of, or further validate, or

muonths, are not expectedto exceed $10,000. increase theinterest in IP owned, made or provided by that entity; and/ar

] New IP could result from research under this grant and potentially be
of interest to that entity.
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E/@%fg%u Paperless Disclosure & Training Process

BU

Boston University Financial Interest Disclosure

Basic Information

MName and Title: Edelstein, Jodi Your title
School/Department: Your department
Email Address: jedelste@bu_edu

Phone Number: Your telephone number

Status

Do you fall into any of these categories? (Check all

| am currently engaged in research at Boston University (BU) or at Boston medical Center (BMC)

that apply) L] plan to be engaged in research in the next 12 months at BU or BMC

(] 1, by virtue of my role at BU, have influence over what research is conducted and also, provide
research oversight or review. If your role at BU is listed below. place a check mark next to it.

O

OoOoooooaod

University President

Provost

Vice President

Dean (including assistant and associate presidents)
Department Chairperson

Division Chief

Center or institute director

Chairperson of the institutional Review Board

Technology Transfer officer

*
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“If | Disclose, Will | get in Trouble?”

Disclosing your financial interests and conflicts of interest
does not imply wrongdoing nor automatically preclude
Investigators from receiving research awards.

BUT...

Undisclosed conflicts can result in serious consequences
including loss of research funding.
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Eﬁ%ﬁgﬁu Process Overview

M See bu.edu/orc/coi/forms for instructions and the latest
disclosure forms
MAIl “investigators” must disclose and complete the training
prior to final submission of research
application. ..
- Investigators added mid-project g
- Training 1x / 4yrs
MUpdate your interests annually
and if they change
M Once COI review is complete, funding
can be disbursed
- a note on the transition phase




E&%T@ Questions?

Office of Research Compliance: Conflicts of Interest
Boston University
a0 East Newton Street, Suite 510, Sth Floor
Boston, MA 02118
P.(B17) 414-4751

F.(B17) 414-4755 3 Et‘ﬂ&%i“é —
EDi!@hu.Eﬂlu L""T.l Ryilding Newton Pavilion
idi g 38 East Newton
- EEEEEEAEN
R. Andre Chapman, MC)
Compliance Coordinator mw
P.617-414-4751 e
ChapmanfiEabu.edu (=] 55 B,

Shapiro Ambulatory
Care Cenler

Jodi B, Edelstein, LD,
Compliance Manager
P.B17-635-4514 Chief Miedicl

iedelsterbu edu =] P P o
2 nﬁ

http://www.bu.edu/orc/coi

* NIH COI website at: http://grants.nih.gov/grants/policy/coi/
*Revised PHS Regulation, Responsibility of Applicants for Promoting Objectivity in Research for
which PHS funding is sought, http://www.ofr.gov/OFRUpload/OFRData/2011-21633 Pl.pdf



http://grants.nih.gov/grants/policy/coi/
http://www.ofr.gov/OFRUpload/OFRData/2011-21633_PI.pdf
http://www.ofr.gov/OFRUpload/OFRData/2011-21633_PI.pdf
http://www.ofr.gov/OFRUpload/OFRData/2011-21633_PI.pdf

