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1. INTRODUCTION
The Federal Department of Health and Human Services has developed regulations (42 
CFR Part 50 Subpart F and 45 CFR Part 94) on Promoting Objectivity in Research. The 

These regulations describe the actions an individual and an organization must take to 
promote objectivity in Public Health Service (PHS) funded research. The regulations 

agre

applications and/or awards.

This policy implements the regulatory requirements provided in 42 CFR Part 50 Subpart 

The implementation of the regulation through the issuance of this policy ensures that 
-funded research will be protected from 

-funded research.

ethical standards.

2. DEFINITIONS

a.
-funded 

research.

b.
whether or not the value is readily ascertainable.

c.
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committee memberships).

d. The Designated Official(s) has been designated by 

latory criteria provided in 42 CFR 50.604(f) and as 
stated within the policy below.

e.

collabor

with which the individual works when determining who is responsible for
-funded research.

f.
designed to develop or contribute to generalizable knowledge relating broadly to public 

and applied res

g. PHS- The term includes any such activity for which research

authority.

h. PHS

i. The biomedical research agency of the PHS.

j.

es to the public accessibility requirements of identified 
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k.

A interest consisting of one or more of the 

institutional responsibilities performed on behalf

•
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 

. For purposes of this 

equity interest includes any stock
determined through reference to public prices or other reasonable measures of 

• -

holds any 

•

2.

of reimbursed or sponsored travel should include income received over the previous 
ose of 

The disclosure requirement does not apply to travel that is reimbursed or sponsored by 

•



TITLE: HEADWATERS 
INNOVATION FINANCIAL 
CONFLICT OF INTEREST 
POLICY 

EFFECTIVE DATE:
July 10, 2025

REVISON 000 7/10/2025 5 of 18

•

•

•

•

3. The term 

• to 

including intellectual property rights 

to such rights.

•
-publicly traded entity and such interest is 

applicant or recipient (including a sub-recipient) is a for- or commercial 
institution.

•

made in these vehicles.

•

nstitute that is

•

research institute that is affiliated with a

•

and reimbursed or sponsored travel) received from any foreign e
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3. SIGNIFICANT FINANCIAL INTEREST DISCLOSURE 
REQUIREMENTS
a.
who

participation in the project.

b.

that was not disclosed ini
-

-award) that 

disclosed equity interest).

c. -funded 

updated disclosure of reimbursed or sponsored travel 
within 30 days of each occurrence.

4. REVIEW OF SFI DISCLOSURES BY HEADWATERS INNOVATION 
DESIGNATED OFFICIAL(S)
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to 

e 

-

a. The Designated Official will review the 

he new award.

b.

previously disclosed equity interest). The Designated Official will review the 
nd will use the updated information to determine if any 

if applicable.

c. -funded 

-

be

5. GUIDELINES FOR DETERMINING ‘RELATEDNESS’ OF SFI TO 
PHS/NIH-FUNDED RESEARCH AND A FINANCIAL CONFLICT OF 
INTEREST

interest.
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•

• -

• -
funded.

-funded award.

•

-

6. MANAGEMENT OF SIGNIFICANT FINANCIAL INTERESTS THAT 
POSE FINANCIAL CONFLICT OF INTEREST

inc

2.

3. Appointment of an independent monitor capable of taking measures to protect 

4.
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5.
personnel from

6.

7.

riate 
direct supervisor.

with any plans determined by the designated Official necessary to manage the Financial 

7. MONITORING INVESTIGATOR COMPLIANCE

-funded award. Monitoring public disclosure requirements will include reviewing 

a copy of 
the communication to the Designated Officials Committee.

8. PUBLIC ACCESSIBILITY OF FCOI POLICY AND INFORMATION 
RELATED TO A FCOI
a.
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b.

2.

3.

2.

3.

4.

5.
- - - -

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

rmation 

-
-

ial
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accessible website for at least three years from the date that the information was most 
recently updated.

9. REPORTING OF FINANCIAL CONFLICTS OF INTEREST

tha
plan.

when a gr
award – –

•

ired in the regulation at 42 CFR 

- -of-

• When an 
-

-
itution will 
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Performance Progress Report or multi-year progress report is due and at the time of 

- -of-
are not submitted as part of grant closeout.

discovered or a Mitigation Report if bias is found.

Report 

submission 

Management Plan. 

Within 60 days of any 

Report is still being managed or no longer 
Annual report due at the same 

required to submit annual 
-year 
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Revised 

actions that will be taken to manage 

changes to the originally submitted 

Following the completion of a 
retrospective review when there 
is noncompliance with the 

Mitigation 
Report 

When bias is found retrospective 
review. 

10. TRAINING REQUIREMENTS

art F. 
-

2.

3.
Policy or a management plan issued under this Policy (training is to be completed within 
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11. FAILURE TO COMPLY WITH HEADWATERS INNOVATION 
FINANCIAL CONFLICT OF INTEREST POLICY APPLICABLE TO NIH 
FUNDED AWARDS

F

the 

•

•

•

-

-
-

2. Document the retrospective review consistent with the regulation at 42 CFR
at 

- -of-

-conflict-of-
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2.
mitigate the effect of the bias.

accordance with the regulations and terms and conditions of the award agreement. 

may determine that additional interim measures are necessary with regard to the 

independent retrospec

12. CLINICAL RESEARCH REQUIREMENTS

terest 

results of the research and to request an addendum to previously published 
presentations.

13. SUBRECIPIENT REQUIREMENTS

conducting a substantive portion of a PHS-funded research project and is accountable 

-



TITLE: HEADWATERS 
INNOVATION FINANCIAL 
CONFLICT OF INTEREST 
POLICY 

EFFECTIVE DATE:
July 10, 2025

REVISON 000 7/10/2025 16 of 18

the 

the period 

-
subm

Hea

ion. 

manageme

14. MAINTENANCE OF RECORDS
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provided in the regulation.

15. ENFORCEMENT ACTIONS: FAILURE TO COMPLY WITH THIS 
POLICY
Compliance with this policy is a condition of employment and/or participation for all 

-

16. USEFUL FCOI AND NIH RECORDS
• -

-42/chapter- -D/part-50/subpart-F

• -and-compliance/policy-
topics/fcoi

• -and-compliance/policy-topics/fcoi/fcoi-
training

• -to-nih/information-
for/foreign-grants

•
-and-compliance/welcome-

wagon

•
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17. POINT OF CONTACT

18. REVISION HISTORY RECORD

000


