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 Financial Conflict of Interest regulation 42 CFR 50 Subpart F 
promotes objectivity in research by establishing standards that 
provide a reasonable expectation that the design, conduct and 
reporting of research funded under Public Health Service (PHS) 
grants or cooperative agreements are free from bias resulting 
from investigator financial conflicts of interest.

 The Jaeb Center for Health Research (JCHR)’s FCOI policy is fully 
compliant with this regulation and is broader than the federal 
regulation in two respects: 
 (1) the threshold for reporting is >$0 for for-profit entities 

(rather than >$5,000 as stipulated in the federal regulation) and 
 (2) for JCHR employees, the policy applies to all staff and not 

just investigators as stipulated in the federal regulation.



 For purposes of financial disclosure, the JCHR policy covers:

 all  JCHR staff, staff spouses, and dependent children;

 investigators at other institutions with which JCHR has 
contracted to participate in a JCHR-directed study if the 
other institution does not have a FCOI policy compliant 
with regulation 42 CFR Part 50 Subpart F;

 consultants and collaborators who are not affiliated with 
an institution.



 The Financial Conflict of Interest policy at the Jaeb 
Center for Health Research is administered through 
the Office of Human Research Protection Program 
(HRPP).

 The Director of the HRPP is the JCHR designated 
official responsible for reviewing financial disclosures 
and determining if a Significant Financial Interest is 
related to the NIH-funded research and a FCOI exists.





 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, which may include, for example, 
collaborators or consultants.

 “Responsible for the conduct of research” is not the 
same as performing a study procedure, so a study 
staff member, for instance, conducting visual acuity 
testing is not considered an investigator.



 Employee Institutional Responsibilities
 Professional responsibilities performed on behalf of 

JCHR, including all professional activities irrespective 
of whether they are performed at JCHR or for JCHR, 
which may include for example: 
 activities such as research, 
 research consultation, 
 teaching, 
 professional practice,
 institutional committee memberships, 
 service on panels such as Institutional Review 

Boards or Data and Safety Monitoring Boards.



 Financial Interest

A financial relationship consisting of one or more of 
the interests of the employee (or those of the 
employee’s spouse and dependent children) that 
reasonably appears to be related to the employee’s 
institutional responsibilities or is not related but occurs 
outside of the employee’s institutional responsibilities 
(e.g., consulting for a company while the employee is 
taking annual leave time off).



The JCHR policy does not set a “de minimis” 
threshold and requires employees to report all FIs.  

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.



For a publicly traded entity, a FI exists: 

 if the value of remuneration received from the entity in the 
12 months preceding disclosure, and the value of any 
equity interest in the entity as of date of disclosure exceeds 
$0.00  

 For a non-publicly traded for-profit entity, a FI exists:

 if the value of remuneration received from the entity in the 
12 months preceding the disclosure exceeds $0.00

 when the Employee (or the Employee’s spouse or 
dependent children) holds any equity interest (e.g., stock, 
stock option, or other ownership interest).



 With regard to any not-for-profit entity, a FI exists:

 if the value of any remuneration received from the entity 
in the 12 months preceding the disclosure is $5,000 or 
more. 

 The definition of financial interest also includes Intellectual 
Property rights and interests (e.g., patents, copyrights), 
upon receipt of income related to such rights and interests.



 Financial Interest does not include the following:

 Salary, royalties, or other remuneration paid by JCHR to 
employee if employee is currently employed or otherwise 
appointed by JCHR, including intellectual property rights 
assigned to JCHR and agreements to share in royalties related to 
such rights; 

 For investigators, consultants and collaborators who are not
employees of JCHR, salary, royalties, or other remuneration paid 
to them by an institution/practice if the investigator is currently 
employed or otherwise appointed by said institution or practice;

 Income from investment vehicles, such as mutual funds and 
retirement accounts, as long as employee or investigator does 
not directly control investment decisions made in these vehicles; 



 Financial Interest does not include the following:

 Income from seminars, lectures, or teaching 
engagements sponsored by :

 Income from service on advisory committees or review 
panels for :

 federal, state, or local government agency, 
 institution of higher education as defined at 20 U.S.C. 

1001(a), 
 academic teaching hospital, 
medical center, or 
 research institute affiliated with an institution of 

higher education.



 Significant Financial Interest
 A significant financial interest (SFI) is defined as FI that is 

$5,000 or more, or when employee (or the employee’s spouse 
or dependent children) holds equity interest in non-publicly 
traded company (e.g. stock, stock option, or other ownership 
interest); or intellectual property rights and interests (e.g. 
patents, copyrights) upon receipt of income related to such 
rights and interests.

 Financial Conflict of Interest
 A SFI is considered to be a financial conflict of interest (FCOI) if 

it could directly and significantly affect the design, conduct, or 
reporting of research. This judgment is made by the JCHR 
Office of Research Administration.





 Each investigator planning to participate in research must:

 disclose to the JCHR Director of the HRPP the investigator’s 
FIs (and those of the Investigator’s spouse and dependent 
children) no later than the time of application for research 
funding;

 submit an updated disclosure of FIs at least annually, within 
30 days of the request.



 Each investigator participating in research must:

 include any information that was not disclosed initially to 
JCHR or in a subsequent disclosure of FIs, and shall include 
updated information regarding any previously disclosed FI 
that has changed (e.g., the updated value of a previously 
disclosed equity interest);

 submit an updated disclosure of FIs within 30 days of 
discovering or acquiring (e.g., through purchase, marriage, 
or inheritance) a new FI of $5,000 or more or an increase in 
an existing FI from <$5,000 to ≥$5,000.



 The FI levels are defined as follows:

 $1-$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.



 Investigators must disclose the occurrence of any reimbursed 
or sponsored travel not reimbursed directly by JCHR, whether 
related to their institutional responsibilities or not (e.g., travel 
related to consulting performed while the investigator has 
taken annual leave time must be reported).

 Sponsored travel is travel paid on behalf of the investigator 
and not reimbursed to the investigator so the amount may 
not be known.

 Investigators must disclose the purpose of the trip, the 
identity of the sponsor or organizer, the destination, and the 
duration.



 Investigators must disclose any travel 
reimbursements paid by a not-for-profit organization 
(such as JDRF).

 The institutional official will determine if further 
information is needed, including a determination or 
disclosure of monetary value, in order to determine 
whether the travel constitutes an FCOI with the 
investigator’s research.



 Disclosure requirement does not apply to travel that 
is reimbursed or sponsored by: 

 a federal, state, or local government agency,
 an institution of higher education as defined at 20 

U.S.C. 1001(a),
 an academic teaching hospital, 
 a medical center, or 
 a research institute that is affiliated with an 

institution of higher education. 



 JCHR will require each investigator to complete training 
regarding the JCHR FCOI policy prior to engaging in research, 
at least every four years thereafter, and immediately when 
any of the following circumstances apply:

 JCHR revises its FCOI policies or procedures in any manner 
that affects the requirements of investigators;

 An investigator is new to JCHR; or

 JCHR finds that an investigator is not in compliance with the 
JCHR FCOI policy or management plan.





 If JCHR carries out a PHS-funded research project through a sub-recipient 
(e.g., subcontractors or consultants), JCHR as the awardee institution must 
take reasonable steps to ensure that any sub-recipient Investigator complies 
with 42 CFR Part 50 Subpart F by incorporating as part of a written agreement 
with the sub-recipient, terms that establish whether the FCOI policy of JCHR 
or that of the sub-recipient will apply to the sub-recipient’s Investigators.



 If the failure of an investigator to comply with JCHR’s FCOI policy or a financial 
conflict of interest management plan appears to have biased the design, 
conduct, or reporting of the PHS-funded research, JCHR will:

 notify the investigator that the JCHR will promptly notify the PHS Awarding 
Component.

 If HHS determines that a PHS-funded project of clinical research whose 
purpose is to evaluate the safety or effectiveness of a drug, medical device, or 
treatment has been designed, conducted, or reported by an individual with a 
FCOI that was not managed or reported by JCHR as required by 42 CFR Part 50 
Subpart F, JCHR will require the individual involved to disclose the FCOI in 
each public presentation of the results of the research and to request an 
addendum to previously published presentations.





 Prior to expending funds under a PHS-funded project, JCHR 
will:

 Provide the PHS Awarding Component a FCOI report 
regarding any SFIs found to be a FCOI and ensure that JCHR 
has implemented a management plan.

 If JCHR identifies a FCOI and eliminates it prior to expending 
PHS funds JCHR will not submit a FCOI report.

 If JCHR identifies a FCOI subsequent to the initial FCOI 
report JCHR will provide the PHS Awarding Component an 
updated FCOI report and management plan within 60 days.



 If bias is found following a retrospective review of a FCOI in 
PHS-funded research, JCHR will notify the PHS Awarding 
Component promptly and submit a mitigation report.

 The mitigation report must include, at a minimum: 

 key elements documented in retrospective review;

 description of impact of the bias on the research project; 

 JCHR’s plan of action to eliminate/mitigate effect of the bias; 

 extent of harm done;

 analysis of whether the research project is salvageable. 



How is the JCHR policy broader than the federal regulation?

The threshold for reporting for for-profit entities is >$0 and not 
>$5,000 and the policy applies to all JCHR staff and not just to 
investigators.

Does the financial disclosure policy apply to the employee’s or 
investigator’s family?
Yes, to the spouse and dependent children.

Does the definition of remuneration include any payments 
other than salary?
Yes it includes any payment for services not otherwise identified 
as salary such as consulting fees, honoraria, paid authorship.



Income from investments such as mutual funds and 
retirement accounts are considered to be financial interests 
even if the employee or investigator does not directly control 
the investment decisions made within these vehicles – TRUE 
OR FALSE?

FALSE – this is not considered to be a financial interest as long as 
the employee or investigator exercises no direct control over the 
investment decisions made within these vehicles.

Must an investigator submit an updated disclosure within 90 
days of discovering or acquiring a new FI or if an existing FI 
increases from <$5,000 to ≥$5,000?

No, this must be submitted within 30 days.



The Juvenile Diabetes Research Foundation (a not-for-profit 
entity) pays you a $200 consulting fee to review a grant 
proposal.  Does this need to be reported?

Maybe – for a not-for-profit entity a financial interest exists if the 
value of the remuneration received in the 12 months preceding 
the disclosure is $5,000 or more.  So if the $200 is added to 
other payments received from JDRF in the preceding 12 months 
and the total exceeds $5,000, then the financial interest must be 
reported.



Your travel expenses are reimbursed by a not-for-profit 
organization.  Do they need to be reported?
Yes – travel reimbursements paid by not-for-profit entities such 
as JDRF must be disclosed.

Your airfare and hotel room are paid for directly by the 
sponsor of a meeting at which you are an invited speaker.  Do 
you need to report this?
Maybe – sponsored travel (travel paid for on behalf of the 
employee and not reimbursed to the employee) must be 
disclosed even if the monetary value of the travel is not known 
by the employee UNLESS the sponsor is a federal, state or local 
government agency, an institution of higher education, an 
academic teaching hospital, a medical center or a research 
institute affiliated with an institution of higher education.



Contact Information:

Jennifer Neal-Jimenez, MD, MSB

Director, Human Research Protection Program

jneal@jaeb.org

813.975.8690

Link to NIH Webinar Slideshow  (Powerpoint)

http://grants.nih.gov/grants/policy/coi/fcoi_webinar_for_nih_grantees.ppt

Link to NIH Webinar Slideshow (PDF)

http://grants.nih.gov/grants/policy/coi/fcoi_webinar_for_nih_grantees.pdf

Link to NIH FAQ

http://grants.nih.gov/grants/policy/coi/coi_faqs.htm
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