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RIKEN

Guidelines for management of FCOI for research funded by NIH or other PHS
funding agencies

This is an English translation of the original Japanese and is for informational purposes only.

Chapter 1: Outline

In RIKEN’s promotion of industry-academia-government collaboration activities, the
appropriate management of possible conflict of interest (COI) situations (“COI management”)
is carried out by the COlI Committee (the “Committee”) through investigations, hearings,
examinations, etc. based on self-reports from RIKEN officers and employees following the
forms, methods, items, and timing prescribed by the Committee in accordance with the
Regulations for the Management of Conflict of Interest (Reg. No.36, 2025).

Of these industry-academia-government collaboration activities that are subject to COI
management, research that is funded by the US National Institutes of Health (NIH) or other US
Public Health Service (PHS) funding agencies, and prospective research activities that are
scheduled to be funded by such agencies (“Applicable Research”) are required to be managed
for financial conflict of interest (FCOI) in compliance with the matters prescribed in US
Department of Health and Human Services (HHS) regulations, 42 CFR Part 50 Subpart F,
"Responsibility of Applicants for Promoting Objectivity in Research for which PHS Funding is
Sought" (“Federal FCOI Regulations”). In line with this, RIKEN is responsible for management
of FCOI in accordance with the Federal FCOI Regulations.

The following "Guidelines for management of FCOI for PHS-funded research" ("the
Guidelines") are guidelines established by RIKEN to comply with the Federal FCOI
Regulations. All investigators involved in Applicable Research at RIKEN must comply with the
Guidelines in addition to other items requiring compliance under the Regulations for the
Management of Conflict of Interest.

Chapter 2: FCOI management guidelines for research funded by NIH or other PHS funding
agencies

The Guidelines were established as RIKEN's guidelines for compliance with Federal FCOI
Regulations, and regardless of what is stated in the Guidelines, the most current version of the
Federal FCOI Regulations will prevail. Moreover, the Guidelines prescribe matters that are
required in addition to other matters stated in the Regulations for the Management of Conflict
of Interest. Any matters not listed below that require compliance under the Regulations for the
Management of Conflict of Interest must also be complied with. In making an FCOI report to
the PHS Awarding Component, the policy of the PHS Awarding Component should also be
confirmed, and compliance kept for any applicable provisions therein. For NIH conflict of




interest policies (NIH Grants Policy Statement 4.1.10 Financial Conflict of Interest), as with
Federal FCOI Regulations, it is necessary to always verify the most current policy.

1. Purpose

The purpose of the Guidelines, which prescribe matters relating to the implementation of
Federal FCOI Regulations for Applicable Research, is to eliminate bias resulting from FCOI of
the Investigator and thereby promote objectivity in research.

2. Applicability

The Guidelines are applied to Applicable Research. The responsibilities specified in the
Guidelines are prescribed to RIKEN as the recipient of the funds and to each Investigator
participating in the Applicable Research.

3. Definitions

(1) “Disclosure of significant financial interests” means an Investigator's disclosure of
significant financial interests to RIKEN.

(2) “Financial conflict of interest (FCOI)” means a significant financial interest that could directly
and significantly affect the design, conduct, or reporting of Applicable Research.

(3) “FCOI report” means RIKEN’s report of a financial conflict of interest to a PHS Awarding
Component.

(4) “Financial interest” means anything of monetary value, whether or not the value is readily
ascertainable.

(5) “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
Applicable Research, which may include, for example, collaborators or consultants.

(6) “FCOI management” means taking action to address a financial conflict of interest, which
can include reducing or eliminating the financial conflict of interest, to ensure, to the extent
possible, that the design, conduct, and reporting of Applicable Research will be free from
bias.

(7) “Significant financial interests” means the following:

(a) Afinancial 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:

(i) With regard to any publicly traded company, a significant financial interest exists if
the value of any remuneration received from the company in the twelve months
preceding the disclosure and the value of any equity interest in the company 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.

(i) With regard to any non-publicly traded company, a significant financial interest exists
if the value of any remuneration received from the company in the twelve months
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preceding the disclosure, when aggregated, exceeds $5,000, or when any equity
interest (e.g., stock, stock option, or other ownership interest) is held.

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

(b) Reimbursed or sponsored (i.e. paid on behalf of the Investigator and not reimbursed back
to the Investigator, so that the exact monetary value may not be readily available) travel
related to responsibilities at RIKEN.

(c) Significant economic interests do not include salaries, royalties, or other compensation
paid by RIKEN to the Investigator if the Investigator is currently employed or otherwise
appointed by RIKEN.

4. Responsibilities of RIKEN and Investigators
(1) Notification and training
RIKEN will inform each Investigator of the Guidelines, the Investigator's responsibilities
regarding disclosure of significant financial interests, and the regulations related thereto,
and require each Investigator to complete training regarding the same prior to engaging in
Applicable Research and at least every four years, and immediately when any of the
following circumstances apply:
(a) When RIKEN revises the Guidelines or procedures in any manner that affects the
requirements of Investigators;
(b) When an Investigator is new to RIKEN; or
(c) When RIKEN finds that an Investigator is not in compliance with the Guidelines or

management plan.
(2) FCOI Disclosures
(a) RIKEN will require each Investigator who is planning to participate in Applicable

Research to disclose to the Committee any of the Investigator’s significant financial
interests (and those of the Investigator's spouse and dependent children) no later than
the time of application for the Applicable Research.

(b) RIKEN will require each Investigator who is participating in the Applicable Research to
submit an updated disclosure of significant financial interests at least annually, during the
period of the research.

(c) RIKEN will require each Investigator who is participating in the Applicable Research to
submit an updated disclosure of significant financial interests within thirty days of
discovering or acquiring (e.g., through purchase, marriage, or inheritance) a new

significant financial interest.
(3) FCOI Management
(a) Prior to provision of any funds under an Applicable Research project, the Committee will

review all Investigator disclosures of significant financial interests as in paragraph (a) of
the preceding section; determine whether any significant financial interests relate to the
Applicable Research; and if a financial conflict of interest exists, develop and implement
a management plan that specifies the actions to manage such financial conflict of interest.
(b) Within 60 days of a new Investigator reporting a significant financial interest or an existing
investigator reporting a new significant financial interest to the Committee in the course
of ongoing Applicable Research, the Committee will review and determine the significant



financial interest and develop and implement a management plan to address any
financial conflicts of interest that may exist.

(c) Whenever a financial conflict of interest is not identified or managed in a timely manner
(“noncompliance”), RIKEN will, within 120 days of its determination of noncompliance,
complete a retrospective review of the Investigator's activities and the Applicable
Research project to determine whether any Applicable Research, or portion thereof,
conducted during the time period of the noncompliance, was biased in its design, conduct,
or reporting. RIKEN is required to document the retrospective review in writing.

Based on the results of the retrospective review, if no bias is found, RIKEN will update
the previously submitted FCOI report, specifying the actions that will be taken to manage
the financial conflict of interest going forward. If bias is found, RIKEN is required to notify
the PHS Awarding Component promptly and submit a mitigation report to the PHS
Awarding Component. Thereafter, RIKEN will submit FCOI reports annually.

(4) FCOI Report

(a) Prior to the provision of any funds under an appliable research project, RIKEN will provide
to the PHS Awarding Component an FCOI report regarding any Investigator's significant
financial interest found by RIKEN to be conflicting and ensure that RIKEN has
implemented a management plan in accordance with the Guidelines. In cases in which
RIKEN identifies a financial conflict of interest and eliminates it prior to the expenditure
of PHS-awarded funds, RIKEN will not submit an FCOI report to the PHS Awarding
Component.

(b) For any significant financial interest that RIKEN identifies subsequent to RIKEN’s initial
FCOI report during an ongoing Applicable Research project, RIKEN will provide to the
PHS Awarding Component, within 60 days, an FCOI report regarding the financial conflict
of interest and ensure that a management plan is implemented. When such an FCOI
report involves noncompliance related to a significant financial interest, pursuant to
paragraph (c) of the previous section, RIKEN also is required to complete a retrospective
review and to report this to the PHS Awarding Component.

(c) Any FCOI report required under paragraphs (a) and (b) of this section will include
sufficient information to enable the PHS Awarding Component to understand the nature
and extent of the financial conflict, and to assess the appropriateness of RIKEN's
management plan.

(d) RIKEN will provide the PHS Awarding Component with an annual FCOI report on the
status of financial conflicts of interest and any changes to the management plan for the
ongoing Applicable Research for the duration of the Applicable Research for which
RIKEN has previously reported a financial conflict of interest.

5. Remedies

(1) If RIKEN receives a request from the PHS Awarding Component or HHS for an inquiry or
remedies regarding compliance with the Federal FCOI Regulations, RIKEN will respond in
good faith to the request.

(2) In the event of a violation of the provisions of the Guidelines, remedies to be taken may
include suspension of PHS funding or suspension of Applicable Research.

6. Maintaining records



RIKEN will maintain all records relating to disclosure of financial interest by Investigators and
RIKEN's review of and response to such disclosures (regardless of whether disclosure led to
RIKEN's determination of a financial conflict of interest), and all records relating to any actions
taken pursuant to the Guidelines or retrospective reviews, for at least three years from the date
on which the final funding report is submitted to the PHS Awarding Component .

7. Public access

(1) RIKEN will make the Guidelines publicly available through a publicly accessible website.

(2) RIKEN will respond to requests regarding significant financial interests disclosed by
Investigators in writing within five business days, in principle.

8. Subrecipient

When RIKEN conducts the Applicable Research through a subrecipient (subcontractor,
consortium members, etc.), RIKEN will take reasonable measures to ensure that the
subrecipient's Investigators comply with the responsibilities of Investigators stipulated in the
Guidelines, and other applicable Federal FCOI Regulations.
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