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2. PURPOSE:

The purpose of this policy is to establish standards and procedures to be followed in the conduct
of -publicly/privately funded projects so that the design, conduct, or reporting of research findings
will not be biased by any conflicting financial interest of those responsible for the research. The
intent of this policy is to ensure compliance with internationally accepted standards by ensuring
that individual financial interests are disclosed and that individual financial conflicts are reported
and managed according to the national and international regulations, including, but not limited to

42 CFR Part 50.604 “Responsibilities of Institutions regarding Investigator financial
conflicts of interest”,

42 CFR Part 50.605, “Management and reporting of financial conflicts of interest” and

42 CFR Part 50.606, “Remedies”.

3. DEFINITIONS:

Conflict Management: Measures taken to address the risk of bias or the appearance of bias,
protect research subjects, and maintain public trust in the institution’s research and its personnel
when research personnel may have a real or apparent financial conflict of interest.

Conflict of Commitment: When an employee of the institute engages in an outside activity that
burdens or interferes with their fulfillment of primary commitments and obligations to the
Institute, even if the outside activity is valuable to the Institute or contributes to their professional
development and competence.

Design, Conduct, or Reporting of Research: Oversight, decision-making, or participation in
research that includes creating the structure, roles, and/or protocol of a research project;
participating in the execution of the research roles and protocol; participating in the publishing,
presentation, or discussion of the research results.

Disclose/Disclosure: To provide relevant information about research personnel’s financial
interests related to a research project to parties inside and outside the institution to assure full
awareness of potential conflicts and institutional efforts to address them.

Financial Conflict of Interest (FCOI)— Real, Apparent: A Real Financial Conflict of Interest
arises when a financial interest, or other opportunity for personal financial gain, is likely to
compromise or influence the objective design, conduct, reporting, or direct administration of
research. An Apparent Conflict of Interest arises when there is a reasonable apprehension, which
reasonably well-informed persons are likely to have, that an individual’s opportunity for personal
financial gain could compromise or influence the design, conduct, reporting, or direct
administration of research

Financial Interest: A monetary interest or relationship excluding stock owned through mutual
funds or reimbursement for reasonable travel expenses, including, but not limited to, compensation
for management, advisory, or consulting roles; gifts, services, loans; payments or inkind gifts for
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services; licensing, patent, royalty, and other intellectual property agreements; equity interests
(e.g., stocks, stock options, bonds, property interests, dividends, convertible

Investigator: 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 USG
PHS, or proposed for such funding, which may include, for example, collaborators, consultants
and subrecipient investigators.

Management Plan: A plan that specifies the actions that have been, and will be, taken to manage
an FCOL

Research: a systematic investigation, study or experiment designed to develop or contribute to
generalizable knowledge relating broadly to public health, including behavioural 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). The term includes any such
activity for which research funding is available through a grant or cooperative agreement, or other
statutory authority, such as a research grant, career development award, , individual fellowship
award, infrastructure award, institutional training grant, program project, or research resources

award.

Research Personnel: Any individual responsible for the design, conduct, or reporting of research,
including key personnel, as well as those responsible for the direct administration of research.

Retrospective Review: A review of past activities of an Investigator with an FCOI that was not
identified or managed in a timely manner or there was failure by the Investigator to comply with
a FCOI Management Plan to determine whether any _research conducted during the period of the
noncompliance, was biased in the design, conduct, or reporting of such research.

Significant Financial Interest (SFI): that could directly and significantly affect the design,
conduct, or reporting of -funded research. 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 appears to be related to the Investigator’s institutional responsibilities:

(1) With regard to any publicly traded entity, SFI 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.

(2) With regard to any non-publicly traded entity, a SFI 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
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or dependent children) holds any equity interest (e.g., stock, stock option, or other
ownership interest); or

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

(4) Reimbursed or funded travel (i.e., that which is paid on behalf of the Investigator and
not recimbursed 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 funded by a federal,
state, or local government agency, an institution of higher education,, an academic
teaching hospital, a medical centre, or a research institute that is affiliated with an
institution of higher education. All financial interests received from a foreign institution
of higher education or the government of another country (which includes local,
provincial, or equivalent governments of another country).

The term significant financial interest does not include the following types of financial interests:
salary, royalties, or other remuneration paid by the UVRI to the Investigator if the Investigator is
currently employed or otherwise appointed by the UVRI, including intellectual property rights
assigned to the UVRI and agreements to share in royalties related to such rights; any ownership
interest in the UVRI held by the Investigator, if the Institution is a commercial or for-profit
organization; income from investment vehicles, such as mutual funds and retirement accounts, as
long as the Investigator does not directly control the investment decisions made in these vehicles;
income from seminars, lectures, or teaching engagements funded by a federal, state, or local
government agency, an institution of higher education an academic teaching hospital, a medical
centre, or a research institute that is affiliated with an institution of higher education; or income
from service on advisory committees or review panels for a federal, state, or local government
agency, an institution of higher education , an academic teaching hospital, a medical centre, or a
research institute that is affiliated with an institution of higher education.

Subrecipient Investigator: An Investigator that is participating in research through a subaward
or subcontract from or consortium with UVRI.
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4. POLICY STATEMENT:

UVRI is committed to conducting research with the highest scientific and ethical standards. It is
the policy of UVRI to comply with Stakeholders regulations including the USG Financial
Conflict of Interest Rules to ensure that USG-funded research is carried out in 2 manner that is
free from any bias which may result from FCOI.

All Investigators for USG-funded research must be trained on FCOI policy and must disclose
any Significant Financial Interests (SFI) to UVRI Investigators must complete or update a
disclosure survey at least annually during the period of the award and must disclose any new
SFI’s within thirty (30) days of discovering or acquiring the SFL Investigators also must ensure
that the disclosure survey is completed or updated no later than the time of application for USG-
funded research.

If UVRI determines that a SFI constitutes a Financial Conflict of Interest (FCOI), UVRI will
establish and monitor a Management Plan to manage or eliminate the determined conflict of
interest. The Assistant Director of Research (ADR) will be the conflict of interest official
responsible for evaluating and managing the conflict-of-interest process for USG-funded
research projects, through an FCOI committee. No research funds may be expended unless the
committee has determined that no FCOI exists or that any FCOI is manageable and enforced in
accordance with the terms of the Management Plan.

Compliance with the requirements of this policy is a condition of employment with UVRI for
Investigators working on USG-funded projects and a condition of funding for subrecipient
Investigators.

5. PUBLIC POSTING OF POLICY:

This policy will be made available on the UVRI website https://www.uvri.go.ug/ as well as at the
shared UVRI policies folder.

6. PUBLIC AVAILABILITY OF FCOI:

UVRI will make FCOI information available to those who submit a request by sending an email
to directoruvri@uvri.go.ug or by writing to the address below. Responses will be sent within five
business days.

At a minimum, the following information will be disclosed:
the Investigator‘s name;
the Investigator‘s title and role with respect to the research project;
the name of the entity in which the SFI is held;
the nature of the SFI; and
the approximate dollar value of the SFI (dollar ranges are permissible: $0-$4,999; $5,000-
$9,999; $10,000-$19,999;



amounts between $20,000-$100,000 by increments of $20,000;

amounts above $100,000 by increments of $50,000),
or a statement that the interest is one whose value cannot be readily determined through

reference to public prices or other reasonable measures of fair market value.

7. REVIEW OF POLICY:

This policy will be reviewed no less frequently than every three years.

8. NOTIFICATION OF INVESTIGATORS:

Each Investigator will be notified of the policy on FCOI, including their responsibilities
regarding disclosure of SFIs.

9. TRAINING:

Each Investigator will complete training regarding the policy of FCOI prior to engaging
in research , at least every four years, and immediately when any of the following circumstances

apply:

(1) UVRI revises its FCOI policies or procedures in any manner that affects the

requirements of Investigators
(2) An Investigator is new to UVRI/project or to a subrecipient
(3) UVRI finds that an Investigator is not in compliance with the UVRI‘s FCOT or

Management Plan.

Training may be completed at https:/grants.nih.gov/grants/policy/coi/tutorial201 1/fcoi.htm, by
the UVRI Investigator and/or by the subrecipients, provided that their FCOI policies comply with
this policy. Training will inform each Investigator of UVRI’s policy, the Investigator’s disclosure
responsibilities and the relevant national and international regulations.

10. COMPLIANCE BY SUBRECIPIENT INVESTIGATORS:

Reasonable steps will be taken to ensure that any Subrecipient Investigator complies with the
policy by incorporating as part of a written agreement with the subrecipient terms that establish
whether the FCOI policy of UVRI or that of the subrecipient will apply to the subrecipient’s

Investigators.

(1) If the subrecipient’s Investigators must comply with the subrecipient’s FCOI policy,
the subrecipient shall certify as part of the agreement referenced above that its policy
complies with government regulations. If the subrecipient cannot provide such
certification, the agreement shall state that subrecipient Investigators are subject to
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the FCO1 policy of the UVRI for disclosing SFI that are directly related to the
subrecipient’s work for UVRI

(2) Additionally, if the subrecipient’s Investigators must comply with the subrecipient’s
FCOI policy, the agreement referenced above shall specify time period(s) for the
subrecipient to report all identified FCOI to UVRI. Such period(s) shall be sufficient

to enable the UVRI to provide timely FCOI reports.

(3) Alternatively, if the subrecipient’s Investigators must comply with the UVRI’s I'COl
policy, the agreement referenced above shall specify time period(s) for the subrecipient to
submit all Investigator disclosures of SFI to UVRI. Such period(s) shall be sufficient to
enable UVRI to comply timely with its review, management, and reporting obligations

11. REPORTING:

FCOI reports will be provided to the funders regarding all FCOI of all Investigators and UVRI
will ensure that it has implemented a Management Plan at the following times:

1. prior to the expenditure of funds

2. within sixty (60) days of identification for an Investigator who is newly
participating in the project

3. within sixty (60) days of any subsequently identified FCOI

4. annually at the same time as the annual progress report is submitted, for
any FCOI previously reported with regard to an ongoing research project

5. After a retrospective review to update a previously submitted report, if new
information is discovered following completion of the review.

Jn cases in which UVRI identifies a FCOI and eliminates it prior to the expenditure of -awarded

funds, UVRI shall not submit an FCOI report to the awarding agency.

For any SFIthat UVRI identifies as conflicting subsequent to the UVRI’s initial FCOI
reportand during an ongoing research project (e.g., upon the participation of
an Investigator who is new to the research project), UVRI will provide to the funder, within
sixty (60) days, an FCOI report regarding the FCOI and ensure that UVRI has implemented a

Management Plan.

Any FCOI report will include sufficient information to enable the research awarding agencies to
understand the nature and extent of the financial conflict, and to assess the appropriateness of
UVRI’s Management Plan. Elements of the FCOI report shall include, but are not necessarily

limited to the following:

Project number

PD/PI or Contact PD/PI if a multiple PD/PI model is used

Name of the Investigator with the FCOI

Name of the entity with which the Investigator has a FCOI

Nature of the financial interest (e.g., equity, consulting fee, travel reimbursement,

honorarium)

MLk D0 B =



6. Value of the financial interest (dollar ranges are permissible: $0-$4,999; $5.000-
$9,999; $10,000-$19,999; amounts between $20,000-$100,000 by increments of
$20,000; amounts above $100,000 by increments of $50,000), or a statement that
the interest is one whose value cannot be readily determined through reference to
public prices or other reasonable measures of fair market value

7. A description of how the financial interest relates funded research and the basis
for UVRI’s determination that the financial interest conflicts with such research

8. A description of the key elements of UVRI’s Management Plan, including:

a. Role and principal duties of the conflicted Investigator in the research
project
Conditions of the Management Plan

c. How the Management Plan is designed to safeguard objectivity in the

research project
Confirmation of the Investigator‘s agreement to the management plan

& How the Management Plan will be monitored to ensure Investigator
compliance
£ Other information as needed

The annual FCOI report, if needed, will address the status of the FCOI and any changes to the
Management Plan for the duration of the funded research project. The annual FCOI report shall
specify whether the financial conflict is still being managed or explain why the FCOI no longer
exists. UVRI shall provide annual FCOI reports to the awarding agency for the duration of the
project period (including extensions with or without funds) in the time and manner specified by
the awarding agency.

If the FCOI is reimbursed or funded travel, the report will specify the details of this disclosure,
which will include, at a minimum, the purpose of the trip, the identity of the funder/organizer, the
destination, the duration and the monetary value.

12. DESIGNATED OFFICIAL:

The Assistant Director of Research of UVRI is the designated official, who will solicit and review
disclosures of SFI from each Investigator who is planning to participate in, or is participating in,
the funded research.

13. TIMING OF DISCLOSURE:

Each Investigator must disclose to UVRI’s Designated Official their SFI (and those of their
spouse and dependent children) at each of the following times:
1. no later than the time of application for the funded research
2. annually on July 1, during the period of the award. Such disclosure shall include
any information that was not disclosed initially to UVRI or disclosed in a
subsequent disclosure and any updated information regarding previously disclosed
SFI.

10
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3. Within 30 days of discovering or acquiring (e.g., through purchase, marriage or
inheritance) a new SFL

14. DETERMINATION OF SFI AS FCOI:

A FCOI exists when UVRI, through its designated official(s), reasonably determines that
the SFI could directly and significantly affect the design, conduct, or reporting of
the funded research. An Investigator‘s SFI is related to the funded research when the UVRI
designated official reasonably determines that the SFI:

1. could be affected by the funded research; or

2. is in an entity whose financial interest could be affected by the research.
UVRImay involve the Investigator in the designated official(s)’s determination of whether

a SFI is related to the funded research.

15. MANAGEMENT PLAN:

Whenever an Investigator discloses an SF1 the designated official(s) of UVRI will, within sixty
(60) days:
1. review the disclosure of the SFI
2. determine whether the disclosure is related to funded research
3. determine whether a FCOI 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 FCOI.

Depending on the nature of the SFI, UVRI may determine that additional interim measures are
necessary with regard to the Investigator‘s participation in research project between the date of
disclosure and the completion of the UVRI's review.

UVRI will take actions to manage FCOI. The following restrictions will be imposed to manage a

FCOL:

1. Public disclosure of FCOIs (e.g., when presenting or publishing the research)
2. For research projects involving human subjects research, disclosure of FCOI
directly to participants
The following restrictions may be imposed to manage a FCOIL:
1. Appointment of an independent monitor capable of taking measures to protect the
design, conduct, and reporting of the research against bias resulting from
the FCOI;

2. Modification of the research plan

3. Change of personnel or personnel responsibilities, or disqualification of
personnel from participation in all or a portion of the research

Reduction or elimination of the financial interest (e.g., sale of an equity interest)
Severance of relationships that create financial conflicts

el
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16.DELAYED DISCLOSURE/ REVIEW:

When UVRI identifies an SF] that was not disclosed timely by an Investigator, or, for whatever
reason, was not reviewed by UVRI during an ongoing research project, the designated official(s)
will, within sixty (60) days:

1. review the disclosure of SFI

2. determine whether it is related to the research

3. determine whether a FCOI 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 FCOI going forward

4. Conduct a retrospective review

17. NONCOMPLIANCE:

If an Investigator fails to comply with a FCOI management plan, UVRI will conduct a
retrospective review. If the failure of an Investigator to comply with UVRI’s FCOI policy or

a FCOI Management Plan appears to have biased the design, conduct, or reporting of

the funded research, UVRI will promptly notify the awarding agency of the corrective action

taken or to be taken.

18. RETROSPECTIVE REVIEW:

When an FCOI is not identified or managed in a timely manner or if there is failure by the
Investigator to comply with an FCOI Management Plan, UVRI shall, within 120 days of UVRI’s
determination of noncompliance, complete a retrospective review of the Investigator’s activities
and the related research project to determine whether any research conducted during the time
period of the noncompliance, was biased in the design, conduct, or reporting of such research.
Depending on the nature of the FCOI, UVRI may determine that additional interim measures are
necessary with regard to the Investigator‘s participation in the funded research project between
the date that the FCOI or the Investigator‘s noncompliance is determined and the completion of

UVRI’s retrospective review.

19. RETROSPECTIVE REVIEW DOCUMENTATION AND REPORTING:

UVRI will document the retrospective review; such documentation shall include, but not
necessarily be limited to, all the following key elements:

(1) Project number

(2) Project title

(3) PD/PI or contact PD/PI if a multiple PD/PI model is used
(4) Name of the Investigator with the FCOI

(5) Name of the entity with which the Investigator has a FCOI

12



(6) Reason(s) for the retrospective review

(7) Detailed methodology used for the retrospective review (e.g., methodology of the
review process, composition of the review panel, documents reviewed)

(8) Findings of the review

(9) Conclusions of the review

Based on the results of the retrospective review, if appropriate, UVRI will update the previously
submitted FCOI report, specifying the actions that will be taken to manage the FCOI going
forward. If bias is found, UVRI is required to notify the awarding agency promptly and submit a
mitigation report to the Awarding Agency.. The mitigation report will include, at 2 minimum, the
key elements documented in the retrospective review above and a description of the impact of the
bias on the research project and UVRI’s plan of action or actions taken to eliminate or mitigate the
effect of the bias (e.g., impact on the research project; extent of harm done, including any
qualitative and quantitative data to support any actual or future harm; analysis of whether
the research project is salvageable). Thereafter, UVRI will submit FCOI reports annually.
Enforcement:

Whenever UVRI implements a Management Plan, UVRI shall monitor Investigator compliance
with the Management Plan on an ongoing basis until the completion of
the funded research project. Employee sanctions or other administrative actions will be
undertaken to ensure Investigator compliance as appropriate and as deemed by the Designated
Official (e.g. letters of reprimand, restriction in use of funds).

20. FUNDING CERTIFICATION:

UVRI will certify in each application for research funding that UVRI:

1. Has in effect an up-to-date, written, and enforced administrative process to
identify and manage FCOI with respect to all research projects for which funding
is sought or received

2. Shall promote and enforce Investigator compliance with these requirements

including those pertaining to disclosure of SFI

Shall manage FCOI and provide initial and ongoing FCOI reports to the funder.

4. Make information available, promptly upon request, to the funder relating to
any Investigator disclosure of financial interests and UVRI’s review of, and
response to, such disclosure, whether or not the disclosure resulted in UVRI’s
determination of a FCOL

i

21. MAINTENANCE OF RECORDS:

The following records will be maintained in accordance with UVRI policy and / or for at least

three (3) years from the most recent update:
1. Related to investigator disclosures of financial interests
2. Related to UVRI’s review and/or response to these disclosures

13



3. Related to all actions under UVRI’s policy or retrospective review

22.CONTACT INFORMATION:

The Director The Assistant Director Research
Uganda Virus Research Institute Uganda Virus Research Institute
Email: directoruvri@uvri.go.ug Email: jlutwama@uvri.go.ug
Phone: 0414 320385/6 Phone: 0414 320385/6

14
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Appendix A
CONFLICT OF INTEREST DISCLOSURE STATEMENT

Preliminary note:

To be more comprehensive, this statement of disclosure/questionnaire also requires you to provide
information with respect to certain parties that are related to you. These persons are termed “affiliated
persons” and include the following:

a. your spouse, domestic partner, child, mother, father, brother or sister.

b. any corporation or organization of which you are a board member, an officer, a partner, participate in
management or are employed by, or are, directly or indirectly, a debt holder or the beneficial owner of
any class of equity securities; and

C. Any trust or other estate in which you have a substantial beneficial interest or as to which you serve
as a trustee or in a similar capacity.

1. NAME OF EMPLOYEE OR PROGRAM STAFF: (Please print)

2. CAPACITY: tick as appropriate:

Director Senior Management team member officer committee
member staff (position);

3.Have you or any of your affiliated persons provided services or property to the UVRI in the past year?
YES NO

If yes, please describe the nature of the services or property and if an affiliated person is
involved, the identity of the affiliated person and your relationship with that person:

4.Have you or any of your affiliated persons purchased services or property from the UVRI in the past
year? YES NO

If yes, please describe the purchased services or property and if an affiliated person is involved, the
identity of the affiliated person and your relationship with that person

15



5.Please indicate whether you or any of your affiliated persons had any direct or indirect interest in any
business transaction(s) in the past year to which UVRI was or is a party? YES NO

If yes, describe the transaction(s) and if an affiliated person is involved, the identity of the
affiliated person and your relationship with that person:

6.Were you or any of your affiliated persons indebted to pay money to the UVRI at any time in the past
year (other than travel advances or the like)? YES NO

If yes, please describe the indebtedness and if an affiliated person is involved, the identity of
the affiliated person and your relationship with that person:

6. Inthe past year, did you or any of your affiliated persons receive, or become entitled to receive,
directly or indirectly, any personal benefits from the UVRI or because of your relationship with
the UVRI, that in the aggregate could be valued in excess of $5,000, that were not or will not be
compensation directly related to your duties to UVRI? YES NO

If yes, please describe the benefit(s) and if an affiliated person is involved, the identity of the
affiliated person and your relationship with that person:

7. Are you or any of your affiliated persons a party to or have an interest in any pending legal
proceedings involving UVRI? YES NO

If yes, please describe the proceeding(s) and if an affiliated person is involved, the identity of the
affiliated person and your relationship with that person:

8. Are you aware of any other events, transactions, arrangements, or other situations that have
occurred or may occur in the future that you believe should be examined by UVRI’s [board or a
duly constituted committee thereof] in accordance with the terms and intent of UVRI's conflict
of interest policy? YES NO

If yes, please describe the situation(s) and if an affiliated person is involved, the identity of the
affiliated person and your relationship with that person:

16
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| HERBY CONFIRM that | have read and understand UVRI's conflict of interest policy and that my
responses to the above questions are complete and correct to the best of my information and belief. |
agree that if | become aware of any information that might indicate that this disclosure is inaccurate or
that I have not complied with this policy, | will notify the Assistant Director of Research immediately.

Signature Date

17



