AACAP FINANCIAL CONFLICT OF INTEREST POLICY FOR INVESTIGATORS WITH
PUBLIC HEALTH SERVICE-SPONSORED RESEARCH

INTRODUCTION

The American Academy of Child and Adolescent Psychiatry’s (AACAP) Financial Conflict of Interest Policy for
Investigators with Public Health Service (PHS)-Sponsored Research is developed to comply with regulations
issued in 42 CFR Part 50, Subpart F. The 2011 revised regulation promotes objectivity in research by
establishing standards that provide a reasonable expectation that the design, conduct, and reporting of
research performed under the National Institutes of Health (NIH) grants or cooperative agreements will be
free from bias resulting from Investigator financial conflicts of interest.

This policy governing financial conflict of interest applies to all PHS-sponsored Investigators/Subrecipient
Pls/Key Personnel of AACAP. The Designated Official is responsible for ensuring implementation of this policy
and may suspend all relevant activities until the financial conflict of interest is resolved or other action
deemed appropriate is implemented. Violation of any part of these policies may also constitute cause for
disciplinary or other administrative action pursuant to AACAP policy.

DEFINITIONS
Designated Official. The Designated Official is the AACAP Secretary.

Financial Conflict of Interest (FCOI). A Financial Conflict of Interest exists when the Institution, through its
designated official(s), reasonably determines that an Investigator’s Significant Financial Interest is related to a
NIH-funded research project (i.e., the Significant Financial Interest could be affected by the research or the
Significant Financial Interest is in an entity whose financial interest could be affected by the research) and
could directly and significantly affect the design, conduct or reporting of the NIH-funded research.

Institutional Responsibilities. An Investigator’s professional responsibilities on behalf of the Institution, and as
defined by the Institution in its policy on Financial Conflict of Interest, which may include, for example,
activities such as research, research consultation, teaching, professional practice, Institutional committee
memberships, and service on panels such as Institutional Review Boards or Data and Safety Monitoring
Boards.

Investigator. “Investigator” means the project director or principal investigator and any other person,
regardless of title or position, who is responsible for the design, conduct, or reporting of research funded by
the PHS (e.g., NIH), or proposed for such funding, which may include, for example, collaborators or
consultants. Institutions should consider the role, rather than the title, of those involved in research and the
degree of independence with which those individuals work. When the definition of investigator is limited to
titles or designations (e.g., to principal investigators, key personnel, faculty) the risk is that an unidentified
FCOIl may compromise the research enterprise increases.

In addition, the Investigator’s spouse and dependent children have been eliminated from the definition of
“Investigator” under the 2011 revised regulation; however, they are referenced in the definition of “Significant
Financial Interest” because the Investigator must also disclose Significant Financial Interests of his/her spouse
and dependent children.
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Public Health Service (PHS). PHS means the Public Health Service of the U.S. Department of Health and Human
Services, and any components of the PHS to which the authority involved may be delegated, including the NIH.

Research. A systematic investigation, study, or experiment designed to contribute to generalizable knowledge
relating broadly to public health, including behavioral and social-sciences research. The term encompasses
basic and applied research (e.g., a published article, book or book chapter) and product development (e.g., a
diagnostic test or drug).

Significant Financial Interest (SFl). A financial interest consisting of one or more of the following interests of
the Investigator (and those of the Investigator’s spouse and dependent children) that reasonably appears to
be related to the Investigator’s institutional responsibilities:

e With regard to any publicly traded entity, a significant financial interest exists if the value of any
remuneration received from the entity in the twelve months preceding the disclosure and the value of
any equity interest in the entity as of the date of disclosure, when aggregated, exceeds $5,000. For
purposes of this definition, remuneration includes salary and any payment for services not otherwise
identified as salary (e.g., consulting fees, honoraria, paid authorship); equity interest includes any
stock, stock option, or other ownership interest, as determined through reference to public prices or
other reasonable measures of fair market value;

e With regard to any non-publicly traded entity, a significant financial interest exists if the value of any
remuneration received from the entity in the twelve months preceding the disclosure, when
aggregated, exceeds $5,000, or when the Investigator (or the Investigator’s spouse or dependent
children) holds any equity interest (e.g., stock, stock option, or other ownership interest); or

e Intellectual property rights and interests (e.g., patents, copyrights), upon receipt of income related to
such rights and interests.

e The occurrence of any reimbursed or sponsored travel (i.e., that which is paid on behalf of the
Investigator and not reimbursed to the Investigator so that the exact monetary value may not be
readily available), related to their institutional responsibilities; provided, however, that this disclosure
requirement does not apply to travel that is reimbursed or sponsored by a federal, state, or local
government agency located in the United States, a United States Institution of higher education, an
academic teaching hospital, a medical center, or a research institute that is affiliated with a United
States Institution of higher education.

Exclusions include: Salary or other remuneration from AACAP; income from seminars, lectures, or teaching
engagements sponsored by a government agency, an institution of higher education, an academic teaching
hospital, a medical center, or a research institution affiliated with an institution of higher education; and
income from service on advisory committees or review panels for a government agency, an institution of
higher education, an academic teaching hospital, a medical center, or a research institution affiliated with an
institution of higher education.

REPORTING REQUIREMENTS

Each Investigator must complete an annual AACAP Financial Conflict of Interest Form in which they indicate
whether or not they (including their spouse/domestic partner and dependent children) may have a significant
financial interest that would reasonably appear to be affected by the research for which funding is sought; and
in entities whose financial interests would reasonably appear to be related to their AACAP responsibilities.
AACAP Directors are responsible for determining who in their area of responsibilities meets the definition of
Investigator as set forth in this policy and for ensuring that each Investigator has submitted a form.
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Prior to committing or expending any funds under an award, AACAP must assess whether or

not to report to the appropriate federal agency the existence of any conflicting financial interests. If there is an
FCOI, AACAP must assure that the interest has been managed, reduced, or eliminated in accordance with the
regulation, also prior to committing or expending any funds under an award.

In addition, prior to entering into PHS-sponsored projects or applications for PHS-sponsored projects, where
the Investigator has a significant financial interest, the Investigator must affirm the currency of the annual
disclosure or submit to the Designated Official an ad hoc updated disclosure of his or her significant financial
interests with the outside entity. AACAP will not submit a research proposal unless the Investigator(s) have
submitted such ad hoc disclosures.

All Investigators must submit to the Designated Official an ad hoc disclosure of any FCOI they acquire or
discover during the course of the year within thirty (30) days of discovering or acquiring the significant
financial interest.

REVIEW AND DECISION OF THE DESIGNATED OFFICIAL

The Designated Official will review potential FCOI disclosures and make a determination whether the activities
disclosed indicate a FCOI. If no conflict is found, the Investigator will be notified and no further action needs to
be taken. If a FCOl is identified, the Secretary will ensure that the interest has been managed, reduced, or
eliminated in accordance with the regulation. Research in which an Investigator is found to have a FCOI will
not be permitted to proceed until the Investigator has agreed to implement an acceptable management plan.

The AACAP Secretary and Advisory Committee will work with the Investigator to develop a written
management plan that will reduce or eliminate the FCOIl. Management plans might include:

e Monitoring of research by independent parties;

e Disclosure of all financial conflicts of interest in all presentations and publications;

e Designation of a colleague to serve as lead investigator;

e Removal of Investigator as Principal Investigator;

e Severance of relationships that are the source of actual or potential conflicts;

e Written notification to the research sponsor; or

e Modification of the research plan.

COMPLIANCE

Investigators subject to this policy will comply with it in a timely manner. AACAP will follow policies outlined
in 42 CFR Part 50, Subpart F related to disclosure, training requirements, management, reporting
requirements, public accessibility, and retrospective review and mitigation.

RECORD RETENTION

Pursuant to 42 CFR Part 50, Subpart F, AACAP is required to maintain conflict of interest

disclosure forms and related communications with Investigators and actions taken for three years from the
date of submission of the final expenditures report or from other dates specified.
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