AMERICAN CANCER SOCIETY, INC.
FINANCIAL CONFLICT OF INTEREST POLICY
FOR PROMOTING OBJECTIVITY IN RESEARCH

Introduction

The American Cancer Society, Inc. (“ACS”) seekseatence in the discovery and dissemination



This Policy should be read in conjunction with A& ode of Ethics and Conflict of Interest
Policy (the “Code of Ethics”) which provides gerarstruction on preventing, recognizing, and
mitigating conflicts of interest. The requiremenfshis Policy are intended to supplement, not
replace, the disclosure obligations and processtdeith the Code of Ethics. To access the Code
of Ethics, please visitww.cancer.org

l. DEFINITIONS

Financial Conflict of Interest (FCOI) means a Significant Financial Interest that coutdally
and significantly affect the design, conduct orompg of Research.

Financial Conflict of Interest Committee (FCOI Committee) means a committee appointed to
review and provide recommendations for the managemieSignificant Financial Interests in

accordance with this Policy. The FCOI Committe# k@ comprised of one representative from
the Office of the Chief Financial Officer, the Q#i of the Chief Medical Officer and the Office
of Corporation Counsel.

Financial Conflict of Interest Management Plan (FCOlI Management Plan) means a plan
developed in accordance with this Policy for thenagement, reduction, or elimination of an
identified Significant Financial Interest.

Financial Conflict of Interest Report (FCOI Report) means ACS's report of a Financial Conflict
of Interest to the awarding agency of PHS.

Financial Interest means anything of monetary value, whether or net \thlue is readily
ascertainable.

Institutional Responsibilities means an Investigator's professional activitiesbehalf of ACS
(e.g., teaching, administration, research, clintzak, or service on IRB panels, editorial boards o
peer review panels).

| nvestigator means any principal investigator, project managsearch analyst, or member of the
research team identified as senior/key personndghergrant or contract application, progress
report, or any other report; and/or other individuhat the principal investigator/project manager
identifies as responsible for or having substairidépendent decision making with respect to the



Significant Financial I nterest (SF1) means:

(1) A financial interest consisting of one or marfethe following interests of the Investigator
(aggregated together with those of the Investigmtopouse, same-sex domestic partner and
dependent children) that reasonably appear to lmedeto the Investigator’'s Institutional
Responsibilities:

0] With regard to anypublicly traded entity, asignificant financial interest exists if
the value of any remuneration received from thetyemh the twelve months
preceding the disclosure and the value of any gaufierest in the entity as of the
date of disclosure, when aggregated, exceeds $5,&muneration includes
salary and any payment for services not otherwimtified as salary (e.qg.,
consulting fees, honoraria, paid authorship); ggunterest includes any stock,
stock option, or other ownership interest, as deitezd through reference to public
prices or other reasonable measures of fair magkiae;

(i) With regard to anynon-publicly traded entity, a significant financial interest
exists if the value of any remuneration receivedfithe entity in the twelve months
preceding the disclosure, when aggregated, exc&&d800, or when the
Investigator (or the Investigator’s spouse, samedeenestic partner or dependent
children) holds any equity interest (e.g., stodkck option, or other ownership
interest);

(i) intellectual property rightsand interests (e.g., patents, copyrights) significant
financial interest exists upon receipt of income of related to such rightsl an
interests; or

(iv)  anythird party reimbursed or sponsored travel (i.e., that which is paid on behalf
of the Investigator and/or the Investigator's sgysame-sex domestic partner and
dependent children) that is related to the Invasbigs Institutional
Responsibilities. This disclosure requirement edek travel paid for by ACS or
travel that is reimbursed or sponsored by an UeSeFal, state, or local government
agency, an Institution of higher education as aefimt 20 U.S.C. 1001(a), an
academic teaching hospital, a medical centeryese@arch institute that is affiliated
with an Institution of higher education; or

(v) holding anyposition of influence (e.g., director, officer, trustee, dean, or fagult
in a non-ACS entity.

(2) The ternsignificant financial interest does not include the following:

0] Salary, royalties, or other remuneration paid bySA® the Investigator if the



(i) Income from investment vehicles, such as mutuadlgusnd retirement accounts,
as long as the Investigator does not directly @bnitre investment decisions made
in these vehicles;

(i)  Income from seminars, lectures, or teaching engag&rsponsored by an U.S.
Federal, state, or local government agency, artutisn of higher education as
defined at 20 U.S.C. 1001(a), an academic teadiosgital, a medical center, or a
research institute that is affiliated with an Iagion of higher education; or

(iv)  Income from service on advisory committees or neypanels for an U.S. federal,
state, or local government agency, an Institutibhigher education as defined at
20 U.S.C. 1001(a), an academic teaching hospitaledical center, or a research
institute that is affiliated with an Institution bfgher education.

Research means a systematic investigation, study, or exparindesigned to contribute to
generalizable knowledge relating broadly to pubéalth, including behavioral and social sciences
research. The term encompasses basic and apgdiearch (e.g., a published article, book or book
chapter) and product development (e.g., a diagntestt or drug).

. OVERVIEW

All Investigators covered by this Policy are regdito disclose Financial Interests that could affec
or be affected by Research on which they are wgrkinproposing to work for or on behalf of



1. DISCLOSURE PROCEDURES

A. Annual Disclosure Requirements



regarding appropriate procedures to afford the mami confidentiality and privilege protection
for the investigation.

The Institutional Official will forward all SFI Didosure Forms revealing a Significant Financial






justification will be reviewed by the FCOI Commute If the FCOI Committee determines that
compelling circumstances justify a waiver of thigli®y, the FCOl Committee Research with
support from the Institutional Official will devgloa FCOI Management Plan with stringent
management measures to ensure the safety of tharhparticipants and the integrity of the
Research.

For all Research involving human subjects, the aut of FCOlI Committee reviews and any
recommended FCOI Management Plans will be commtedcto the appropriate Institutional
Review Board (IRB) for review and approval. The IRRy require additional measures to protect
the safety and welfare of Research subjects uhearpurview.

E. FCOI Reporting to Public Health Service

Federal regulations require that ACS report toftimeling agency Financial Conflicts of Interest
related to PHS-sponsored Research. No expendifutending shall occur with respect to any
PHS-supported Research project for which the FC@hRittee has determined that a FCOI
Management Plan is required unless and until AGSohavided the funding agency with a FCOI
Report containing the following information:

I. Project Number
il PD/PI or Contact PD/PI if multiple PD/Pl model sedl;
iii. Name of the Investigator with the Financial Confb€ Interest;

Iv. Name of the entity with which the Investigator lasinancial Conflict of Interest;

V. Nature of the Financial Interest (e.g. equity, ediirsg fee, travel reimbursement,
honorarium)

Vi. Value of the Financial Interest, or a statement tia interest is one whose valued

cannot be readily determined through referenceibdipprices or other reasonable
measure of fair market value;

vii. A description of how the Financial Interest relatethe PHS-funded Research and
the basis for ACS’ determination that the Finandnérest conflicts with such
Research; and

viii. A description of key elements of the Institutionr®COl Management Plan
including:
a. Role and principal duties of the conflicted Invgator in the Research
project;

b. Conditions of the FCOIl Management Plan;

c. How the FCOI Management Plan is designed to safdglgectivity in the
Research project;

d. Confirmation of the Investigator’s agreement to #@0I Management
Plan;

e. How the FCOI Management Plan will be monitoredrieuge Investigator
compliance; and

f. Other information as needed or requested by theéifigragency.

For any Significant Financial Interest that is itled after the funding for the Research is
awarded, including Significant Financial Interestsntified by Investigators new to the project,



ACS will determine whether a Financial Conflict bfterest exists and whether a FCOI
Management Plan is required. For PHS-sponsoreddRes, ACS shall provide a FCOI Report
with the information above to the PHS funding agewahin sixty (60) days of identification of
the Significant Financial Interest.

Additionally, each award year ACS must provideRiS-funding agency an annual FCOI Report
that addresses the status of the Financial Cordlicinterest and any changes to the FCOI
Management Plan for the duration of the projecigoe(including extensions with or without
funding). The annual FCOI Report shall specify thiee the Financial Conflict of Interest is still



For Research covered by this Policy that involwgscentractors, sub-grantees or sub-awardees at
other institutions (collectively “Sub-recipientsACS must take reasonable steps to ensure that
any Sub-recipient Investigator complies with Fetlexgulations by:

(1) Requiring a written agreement from Sub-recipieh&t establishes whether ACS'’s policy
or the Sub-recipient’s policy shall apply to thebSecipient’s Investigators

a.

If the Sub-recipient’s policy is used, the Sub-peant must certify that its financial

conflict of interest policy is compliant with 42 &FPart 50 and 45 CFR Part 94
and will be responsible for ensuring that the Segient institution and its

Investigators comply with the Federal regulatioBab-recipients must report to
ACS as the awardee institution, any identified Rial Conflict of Interest no later

than 45 days after identification of the Financanflict of Interest by the Sub-

recipient. The details of the Financial Conflictloferest will be reported to the
funding agency as required under applicable regulat



VII. COMPLIANCE

A. Oversight






VIII.

A.

the date that the Financial Conflict of Interesttloe Investigator's noncompliance is
determined and the completion of ACS’s retrospectexiew.

In any case that a clinical Research project, whmsgpose is to evaluate the safety or
effectiveness of a drug, medical device or treatnies been designed, conducted or
reported by an Investigator with a conflicting st that was not reported or managed as
required by this Policy or the applicable regulasipthen ACS shall, at minimum, require
the Investigator involved to disclose the confligtinterest in each public presentation of
the results of the Research and to request an ddderto previously published
presentations. An Investigator who has failed feorea Significant Financial Interest
related to clinical Research will also be subjectdanctions under this Policy.

GENERAL PRINCIPLES

Confidentiality

To the extent permitted by law, all SFI Disclostéi@ms, FCOl Management Plans, and related
information will be treated as privileged and cdefitial. However, ACS may be required to make
such information available to PHS and/or HHS, tequestor of information concerning Financial
Conflict of Interests related to PHS funding orth® primary entity who made the funding
available to ACS, if requested or required. If AiSSequested to provide SFI Disclosure Forms,






