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T. Applienbility

This Policy applics to all Investigators participating in a Sponsored Projeet conducted at or under the
auspices of the Medieal Center. All eapitalized terms shall have the meaning set forth in Section V
below,

II. General Policy

A, Tnvestigators participaling in a Sponsored Profect conducted at ar under the auspiees of the
Medienl Center have a primary abligation to serve the purposes to which the Medical Center is dedieated.
As part of this abligation, Investigators have a duty to conduct research free of any appesrance of
impropriety or eonflict of interest,

B. A “Conflict of Interest” cxists n a Sponsored Project when an Tnvestigator’s Finanetal Inferest
might reasonably appear to afivet or be affecied by the design, conduct or reporiing of the Sponsored
Project. ATl potential Conflicts of Interest require disclosure, evaluation and either management or
elimination under thia Polisy,

C. A Conflict of Interest may exist whenever an Investigator has a Financial Intercat in a Sponsored
Praject. When an Investigator has a Financiel Interest that is not a Significant Tinanecial Interest, the
Tnvestipalor's participalion in fhe Sponsored Project wiil generally be permitied, subiect to a conflict
management plan fssved by the Office of Compiiance an behalf of the Research Conflict of Interesi
Commitee (RCOTC), :

D, Certain Conflicts of Tnterest are too significant to manage and must be eliminated.  When an
Investigator has a Significant Financial [nterest, the Investigator may not participate in a Sponsored
Project. An exception (o this policy may be made only when the Senjor Vice Fresident and Vice Dean far
fefence of the Medical Center or the RCOIC determines that Compelling Circnmstances exist to merit an
exception and a conflict management plan ia adnpted to maintain research integrity and serve the best
interests of subjects entalled in the research,



T, Disclosure

Tnvestigators must (i} submit an annual disclosurs form upon requesi of the Office of Compliance and
anmually thereafter and (i1} submit an investigator financia] interest disclasure fonn {a) upon submission
of each proposal of a Sponsored Projeet, {b) at each annual continuation of such Sponsored Project
thereaiter, and (2} prior to obtaining any new Financlal Interest in the Sponsored Praject while such
Sponsored Project remains on-going.  Disclosurcs of Financial Inierests must be made in specific
amounts,

A, Annual Diselosures. All lnvestigators, except non-employee Investigaiors, are required under the
Medical Center's Policy on Confliets of hrierest i Businzss Affaire to complete and relurn an annual
disclosure form.

B. Propoesal Disclosure — Upon Submission. Each Tnvestipator planning to participate in n proposed
Sponsored Projeet must submit an investigator [inancial interest disclosure form at the time of submission
of the Sponsared Project to the 1RB, to the IACUC and/or to a Spansored Research Dffice, as applicatile.
On the dirclosure form, Tnvestigators musd disclose al! Financial Interests in the Sponsored Project. An
Investigator must submit the disclosure famm even if the Tnvestigator is not disclosing a Financial Triterest
it the Sponsored Project.

C. Proposal Disclosure - Uppn Annual Continpatigns, Esch Invesiigator participating in a
Sponsored Project mwst also submit 3 new disclosure (orm at each armual condinuation of the Sponsared
Project,

D. Proposal Digclosure — New Financial Interests. While a Sponsored Projeet is on-going, an
investigntor must disclose on a new disclosure form any new Financial Interesi prior fo acquiring such
Financial Tntcrest. The Tnvestioator must not aequire the new Tinancial Interest onleas and until the
acquisition has been disclosed, reviewed, cvaluated and permitted az conternplated by this Policy,

E. Confidentialtity, All disclosures will be kept confidential and disclosed only on a neerd-to-know
basiz as required Lo perform the review and evaluation required by this Policy and the Medical Center's

Policies on Conflicts of Faterest, Commitment and Convuiting,

TV, Review and BEvaluation

A. Offieg of Compliange Review. The Office of Compliance is reapongible for reviewing cach
disclosure of a Financial interest held by an Tvestigator in a Sponsored Project and for orpanizing such
disclosuees {nto the following four categories: (1) disclosures where no Financial Tntarest {s disclosed, {if)
initial disclosures for the Sponsored Project of a Financial Interest which is not a Significant Financinl
Interest, (i} initial disclosures for the Sponsorcd Project of a Significant Financial Interest, and {iv)
disclazures of a Financial Interest for the Sponsored Project that has previously been reviewed, evaluated,
and made snbject to a conflict management pion issued under this Poaliey,

{iy For disclosores where no Financial interest is disclosced, the Office of Compliance shall
advise the Investigator and the appropriate Research Admintstration Office.

(ily  Forinitial disclosures for the Sponsorcd Project of a Tinancial Interest, the Investigator’s
participation will generaliy be permitted, subject fo an appropriate conflict management
plan issued by the Office of Compliance on Behalf of the RCOIC. Conflict management
plans isfued by the Office of Compliance may be appealed to the RCOIC.



Notwithsianding the foregoing, if the Office ol Compliance believes that the disclosure
gives tise to a significant Conflict of Interest, the Office of Compliance may submit the
matter to the RCOIC for its review and evaluation,

{iii}  For initial disclosures for the Sponsored Project of a Significanl Financial Indetest, the
Offtee of Compliance will submit the matter to the RCOIC for its review and evaluation.
Conflict management plans issued by the RCOIC may be appenled to the Meadical
Center’s Benior Vies President and Vice Dean for Boience.

{ivd  For disclosures of a Financial Interest for a Sponsored Praject which has previously been
reviewed and evaluated and is subject to a conflict management plan issued under this
Policy, the Office of Compliance may, in its discretion, approve the continuation of the
conflict management plan without referral o the RCOIC if both (a) fthe prineipal
investigator and the Tnvestigator with the Finaneial Tnterest, i a different individnal,
certify that he ar she and the Spensored Project have adhered to all requirements of the
conflict management plan and {b) the nature and amount of the Financial Interest has nol
changed or materially increased since the issirance of the conflict management plan. 1
the nature or amount of the previously reviewed Pinancial interest has chanped or
malerially increased, the disclosed Financial Interest shall be reviewed and cvaivated
under fins Policy as an mitial disclozure for the Sponsored Project of a Tinancial Interost
as provided in (11) and (iii) abowve, a new conflict management plan may be adopted, and
the Invertigator® fatlure fo disclose the ¢hange in the nature or ameunt of the previcusly
reviewed Finznctal Tntorest will be treated as a vinlation of this Policy as provided in
Section VT below.

B, RCOIC Review, The RCOIC is responsible for reviewing and evaluating cach matter submitted
io it by the Office of Compliance. The RCOIC shall make a determination on whether Compelling
Circumstances cxist to justify the Investigator’s participation in the Sponzared Prafect notwithstanding
the disclosed Financial Tnterest and, if Compelling Circumstances are found, approve a coniliet
management plan as contemplated below.

C. Conilict Management Plan, If an Investigator’s participation in a Sponsored Project is permitted
netwithstanding his or her disclased Financial Interest, the Investigator®s participation must be subjeet i
a conflict managernent plan which maintaing rescarch mtegrity and serves the best intercsts of suhjects
enralled in the research, Possible management strategies to bs considered are listed in the Rereareh
Conflict of Interest Commsitice - Operating Guidelines (Appendix B to the Medical Center’s Poficies on
Conflicrs of Intergst, Commpiitinent and Consnlting), The conflicl managemnent plan mnat be agreed to by
hoth the principal invastipatar on the Sponsared Project and the Tnvestigator with the disciosed Tinaneial
Interest, il a different individual. All conflict management plans are to be considered as part of the TRB
ot the TACUC s review, as applicable.

0. Appeals to the Senior Viee Pregident and Vice Dear for Science. Determinations of the RCOIC
miy be appealed to the Medieal Center’s Senior Vice President and Wica Dean {of Science. Appeals rmust
be in writing and submitied to the Office of Compliance. Appeals may be made by the Offtee of
Complinnce, the RCOIC, the Dean/CEO of the Medical Center, the Senior Vice President and Yies Dean
for Science, the Diepartment Chair, the Investigator with the Financial Intersst, or any other Investigator
on the Sponsored Projeet. The Office of Compliance will provide capies of the appeal to the Senior Vice
President and Vice Dean for Science and the RCOIC Chair, Decisions of the Senior Vice President and
Viee Dean for Science are final.



E. Timing, The review and evaluation of an Investigator's disclosure under this Poliey must be
completed prior to the expenditure of any awarded finds for the Sponsored Project or any commencement
of the Spansored Project (including any enrollment of rescarch subjects).

V. Definitions

A, “Cowinelling Circowmstanees™ means those facts that convines the Viee Dean for Scienee and
the RCOIC that an Tnvestigator may participate in 4 Sponsored Project despile the existence of a
Significant Financial Interest. Tactors that may be evaluated by the RCOIC in determining whether
Compelling Circumatances arg present are listed in the Research Conflict of Interest Commiffes -
Operating Guideitnes (Appendix B to the Medical Center's Policies an Conflicts of Inferest, Commitment
and Consulting).

B. *“Conflict of Interest” shail have the meaning ascribed to it in Section 1T (B) abaye,

C. A *Financial Interest” is held in a Sponsored Project when an Tnvestipalor or 5 member of his or
her Immediate Family {i) has a personal financial interest in the Rescarch Sponsor or in any other
Financially-Interesied Company or {it) has Intelleclual Property Rights covering products or processes
being used in the Spansored Project, Examples of Financial Interests arc an Qutside Position, Ownership
Inierests, Conaniling Compensation, Royalty Income and Intelleciual Properky Rights, where:

(i) An *Otside Position™ means a position or appointment to serve, in cither a personal or
repregentative capacity, as a director, trustee, pariner, senior exeoutive, officer, or employec,
wheiher paid or enpaid, at any outside cntity.

fii} “Ownership Interests™ are equily interests held, either dircetly or indirectly, including stock
and stock options {ar entitiement 1o the same); of any amount in cither a publicly-raded or
norn-publicly-traded entity. (Excepiion: Mutnal Fimds— \nterests of any amount in publicly-
traded, diversified mutnal lunds are not Cwnership Toterests.)

{ii)“Censnlting Compensation™ means consulting fees, honorarin, lecture  fees, other
emoluments, stock, stock options, royaities or “in kind™ compensation directly or indirectly
received from an entity {or entitlement to the same), whether for consulting, leeturing, or
sctvice on & scientifie advisory board, data safety monitoring board, steering committes fora
ciinical trial, exccutive committee for 2 clinical trial, or other committes far an sutside entity,
ot for any other purpose, that have been recaived in the past calendar yoar or are expected to
be received in the eurrent or nexi calendar year.

{iv) *Royaity Tneame™ means royalty income (i.¢., payments finked to product sales), or the
writien congractual right 10 receive future rayalties, direotly or indirectly, under an Intellectual
Properly Right that has been received in the past calendar year or is expeciad to be received
in the current or next ealendnr year, and includes, for the purpose of this Policy, all income
received by an Investigator from NYU tn accordance with the N¥YLf Statement of Policy aon
Intellsctual Propevty.

{¥v] An *Intellectwral Property Riphi™ iz an jssued or pending patent, license or copyright
covering products or processes being nsed in the Sponsored Project and includes, for the
purpose of this Policy, the right o income fram NYU in connéétion with a patent, license or
coprright held by or to be held by WYU {for further infermation, see NFLT Staiement of
Policy on lmtellectial Propern).



{Exception: Salary from the Medical Center and cosl-related payments for services or reimbursements
from the Medicai Center are nof Financial Inferests. Payments to the Medical Center, or via the Medical
Center to the Investigator, which are direetly related to the reasonable costs incurred in the eonduct of
research or lo the payment of indireet costs and are specified in a grant, agreement or condract between
the Medical Center and the Rescarch Sponsor are not Firancial Interests.}

D. “Finantially-Interested Company™ means an outside entity which would reasonably appear to
affect or be affected by the conduct or outcome of the Sponsored Praject at the Medical Center, This term
includes: (1) the manufacturer or distributor {including business partners and affiliates) of any drug or
device or other product or process being used in the Sponsored Project and {2 any entity acting as the
agent of the Research Sponsor or another Financinlly-Interested Company {eg., a contract research
organization). The tetmn aiso sy include a campany that provides direct and printary competition for the
investigational product iF the Tnvestipalar actually knews that the fMnancial interests of the company
wald reasonably appear to affect or be affected by the Sponsored Project.

E. “Human Swhjects Researeh™ means a systematic mvestigation performed with human sobjects
{inchuding dewelopment, testing, and evaluation) designed to develop or contritwite to gencralizabla
knowledge, regardless of the source of funding,

F. “TACUL™ refors to the Medical Center’s Institutional Animal Care and Use Commitiee.

G. “Immcdiate Family” means the person’s spouse, domestic partner, children, parents, siblings,
cquivalents by marmiage, or ather mdividuals residing in the person’s household.

H, “IRB" refers to fhe Medical Center's Inshiviional Review Board and any other suthorized
Institutional Review Beard for Human Suobfocls Research conducied at or under the auspices of the
MWedieal Center.

. An “Invesiipator” is any person doing any of the following in conmection with 2 Spansored
Praject at or under the auspicos of the Medical Center, whether condueted at an NYU-awned facility, at e
Medical Center-owned facility, at the Bellevue Medieal Center, at the Manhsitan Harbor Vetocrans
Administration Medical Center, at any other affiliated entity, or anywhere else {n the world:

I. Designing, conducting or directing the Sponsored Project;

2, Applying, on behalf of the Medical Conler, for granis or awards ta perform the Spansored
Project;

3. Serving as the principal investigator/pragram director, co-investigator, or suh-investigator;

4, Enrpiling subjects {inchiding obtaining informed consent, if applicable) or making decigions
retated o eligibility for enrollment; or

4. Analyzing, repotting, presenting or publishing research data,

Al key personnel, including the study eanrdinator, listed an g submission for the Sponsored Project to the
TRB, the TACUC or the applicable Sponsated Resaarch Dffice are Investigators.

I. “Non-Human Suohfects Research™ means basic rescarch, animal research, and other research
that s nol Human Suhjeets Research, regardless of the source of funding.

K. “Pre-Clinical Rescarch™ means any MNon-[Human Subjects Research which i reasonably
anticipated (1) to be a component of a submisgian to the FDA related ta & praduct or process to be tested
on human subjects (including an IND or TDE submissfan) or (2) to develop into research involving human
subjects within the coming twelve (12) montha,



L. A “Research Sponsor” is any povernment (fedaral, state, or municipal), foundation, noat-for-
profit or for-profit entity providing gither monctary or material support For a Sponsared Project.

M. “Signifieant Financizl Inferest”™ is defined as follows:

{0) For a Iuman Sobjects Research project, a Financial Interest is a “Significant Financial
Tnterest™ if it is (a) any Outside Position {including as a director, trustee, pariner, scafor
executive, officer or employee), (b} Ownership Tnterests (including stacks, options and
warranls) of eny ameunt; {¢) Cansulting Compensation (including consulting income and
honoraria} of geealer than $1(L000 in any relevant year; (4} Rovalty Tncarme of gicater than
$10,000 in any relovant vear; or (2) any Iniellestual Propery Right.

{ii) Por a Pre-Clinical Research project, a Financial Tnterest is a “Significant Firancial Interest”
if it 13 (a) any Outside Position (including as a director, trustee, patiner, scnior executive,
officer or emplayee); (b) Ownership [nterests {ineluding stocks, eptions and warrants} of any
amownt; (¢} Consulting Compensation (including consulting income and hongraria) of greater
than $10,000 in any relevant year; or {d) Royalty Tncome of greater than 310,000 in any
relevant year,

{iiitFor all Mon-Homan Subjects Rescarch (other than Pre-Ciinical Rescarch) or Sponsored
Programs, a Financial Tnterest fs a “Significant Tingncial Interest™ if it s (a) any Ouiside
Position {including as a dircctor, trustee, pariner, senjor executive, olficer or employce); (b)
{hwnership Tnterests (including stocks, options and warrants) of greater than $23,000 in a
publiely-held company; (&) Ownarship Tnterests {incloding stocks, options and warrants) of
any amount in a privaiely-held company, (d) Consulting Compensation (ineluding consulting
income and honoraria) of greater than $25,000 in any relevant yenr, or {¢) Royalty Income of
grealer than 523,000 in any relevant year.

M. “Sponsered Program™ means any activily tiwt receives Munding from ontside the Medical Cenler
other than a Human Subjects Research project and a Non-Homan Subjects Research project, including
education and scrvice activitics, {Exception: CME Activities— Commercial support of any certified-CME-
activity is nol a Sponsored Program.)

0. “Sponsared Profeet” means any Human Subjects Research project, any Non=Human Subjeets
Rescarch praject, or any Sponzored Program.

P, “Sponsored Research Offiec” means the Medieal Center office responsible for the Medical
Center's review and adminisiration of a Sponsared Project proposal. The Sponsared Rescarch Offices are
the Office of Sponsored Programs Administration {SFA), the Office of Clinical Trials (OCT) and the
Office of Industrial Lialson {OIL).

¥I. Lxamples of Rescarch Caonflicts of Intersst

Examiples of matters atfsing under this Policy wifl be maintained and updated periodically on the Olfice
of Compliance’s webpage at hitp:ffemu.med.nyg edu/,



WIT. Enforeement

A. Violatians of this Policy are subject to dizciplinary action, up to and including termination of
employment ar agsociation with the Medical Center, in accordance with the Medical Center disciplinary
policies and procedures applicabie to the respective Investigator.

B. A new proposal or eontinuation submission Tor a Sponsored Project will not be considered
complete, and the Medical Center will not proceed with a Sponzered Project or submit & proposal to a
Research Sponsor, unless all Investigators participating in the Sponsored Project have bath {i) submitted
an annmal disclosure finm as provided in the Poligy on Conflets of terest in Business Affairs within the
previous twelve (123 months and {11} submitted an investigatar financial interest disclosure fortn for the
Sponsored Project as required by this Policy, Fatlure to make timely submissions will resalt in delays,

C. [ftherc is a determination by the Senfor Vice President and Viee Dean for Science that the failurc
of an Investigator to comply with this Policy has biased the design, conduet, or reporting of a Sponsored
Prafest, the Medicnl Center shall promptly notify the Research Sponzor and any other potentinlly affected

Aty
VI,  Administration

A. Questions. Any questions relating to this Policy should be directed to the Office of Lepal
Counsel or the Office of Compliange,

B. Reporiing. The RCOIC and the Office of Complinmee must provide reports of ite activities under
this Folicy {o the Senior Vice President and Vice Dean for Serence on an annual basis,

C. Records Retenfion. The Officc of Complfance shall maintain reoords of all disclosores it
receives, all determinations made, all management plans, all final decisions, and all other actions nnder
this Poligy for the longeat of {1y theee (3) years from the date of submission of final expenditure reports
for the Sponsored Prajeet, (if) any other periatd reguired by the research agresment with the Rescareh
Bponser, or (111} until the rezatution of any action imvolving thase records.

X, Relationship to Other Palicies

A. This Policy replaces the Mmvesiinator Financial Interast Disclostre and Conflict of Interest Policy
dated October 7, 1995

B. This Policy is infended to supplement, but not replace, other policies and puidelines applizable to
the Investigalor, including the conflict policics set forth in the NYU Faeulty Handbook and clewhere in
the Medical Center’s Poficies on Conflicis of Interest, Comminment and Consulting,



