
42 C.F.R. § 50.605
Management and reporting of financial conflicts of interest.

(a) Management of financial conflicts of interest.

(1) Prior to the Institution's expenditure of any funds under a PHS-funded research project, the designated
official(s) of an Institution shall, consistent with § 50.604(f): review all Investigator disclosures of significant
financial interests; determine whether any significant financial interests relate to PHS-funded research;
determine whether a financial conflict of interest exists; and, if so, develop and implement a management plan
that shall specify the actions that have been, and shall be, taken to manage such financial conflict of interest.
Examples of conditions or restrictions that might be imposed to manage a financial conflict of interest include,
but are not limited to:

(i) Public disclosure of financial conflicts of interest (e.g., when presenting or publishing the research);

(ii) For research projects involving human subjects research, disclosure of financial conflicts of interest directly
to participants;

(iii) Appointment of an independent monitor capable of taking measures to protect the design, conduct, and
reporting of the research against bias resulting from the financial conflict of interest;

(iv) Modification of the research plan;

(v) Change of personnel or personnel responsibilities, or disqualification of personnel from participation in all or
a portion of the research;

(vi) Reduction or elimination of the financial interest (e.g., sale of an equity interest); or

(vii) Severance of relationships that create financial conflicts.

(2) Whenever, in the course of an ongoing PHS-funded research project, an Investigator who is new to
participating in the research project discloses a significant financial interest or an existing Investigator
discloses a new significant financial interest to the Institution, the designated official(s) of the Institution
shall, within sixty days: review the disclosure of the significant financial interest; determine whether it is
related to PHS-funded research; determine whether a financial conflict of interest exists; and, if so,
implement, on at least an interim basis, a management plan that shall specify the actions that have been, and
will be, taken to manage such financial conflict of interest. Depending on the nature of the significant financial
interest, an Institution may determine that additional interim measures are necessary with regard to the
Investigator's participation in the PHS-funded research project between the date of disclosure and the
completion of the Institution's review.

(3) Whenever an Institution identifies a significant financial interest that was not disclosed timely by an
Investigator or, for whatever reason, was not previously reviewed by the Institution during an ongoing PHS-
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funded research project (e.g., was not timely reviewed or reported by a subrecipient), the designated official(s)
shall, within sixty days: review the significant financial interest; determine whether it is related to PHS-funded
research; determine whether a financial conflict of interest exists; and, if so:
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