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A. Purpose and Scope 

MU-JHU CARE Ltd (hereinafter referred as MU-JHU) is committed to maintaining a high standard of 

professional integrity in fostering research work in all its fields of research. 

 

This SOP is designed to promote objectivity in research by adopting standards that will provide 

reasonable expectation that the design, conduct and reporting of research under Public Health Service 

(PHS) grants or cooperative agreements will be free from bias resulting from Investigator financial 

conflicts of interest. This SOP is an integral part of MU-JHU’s efforts to ensure that research is 

conducted with integrity and openness and that the rights and interests of human subjects are 

protected. It is essential that both its members and the general public recognize and have confidence in 

this commitment. Thus, even the appearance of a conflict of interest should be avoided.  

 

This SOP is designed to maintain the trust of the public, research participants, and the research 

community involved in MU-JHU’s research enterprise and to support institutional compliance with 

applicable international regulations. 

 

This SOP governing financial conflict of interest applies to all sponsored investigators or external 

collaborators of MU-JHU participating in any PHS-funded research or cooperative agreements. MU-

JHU has a responsibility to manage, reduce, or eliminate any actual or potential conflicts of interest 

that may be presented by the financial interest of an investigator. Thus, MU-JHU requires that 

investigators disclose any significant financial interest in a research-sponsoring entity that may present 

an actual or potential conflict of interest in the event that the investigator becomes engaged in research 

in a project sponsored by that entity. Violation of any part of these policies may constitute cause for 

disciplinary or other administrative action pursuant to organizational SOP.  

 

 

B. Definitions 

 

Covered Party (ies) are investigators on all PHS-funded research or cooperative agreements conducted 

under the auspices of MU-JHU including research that is funded directly to MU-JHU or through 

subcontracting with other universities or research institutions. 

 

Institution means MU-JHU CARE Ltd, or constituent parts of MU-JHU if any.  

 

Institutional responsibilities are the responsibilities and roles investigators are assigned in the course 

of their appointment or employment by MU-JHU.  

 

Research means a systematic investigation, study or experiment designed to develop or contribute to 

generalizable knowledge. Includes basic and applied research and product development. Includes, but 

is not limited to, any such activity for which research funding is available from an awarding 

component through a grant or cooperative agreement; for example, research grants, career 

development awards, center grants, individual fellowship awards, infrastructure awards, institutional 

training grants, program projects, and research resources awards.  

 

PHS means the Public Health Service of the U.S. Department of Health and Human Services, and any 

components of the PHS to which the authority involved may be delegated, including the National 

Institutes of Health (NIH). 
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Clinical Trial means any externally sponsored research study that involves interaction with human 

subjects and the concurrent investigative use of drugs, biologics, devices or medical or other clinical 

procedures, such as surgery. 

 

Family means any member of the investigator’s immediate family, specifically, any dependent 

children and spouse. 

 

Financial Interest means anything of monetary value, whether or not the value is readily 

ascertainable. 

 

Financial Conflict of Interest (FCOI) means significant financial interest of an investigator (or their 

spouse or dependent children) that could directly and significantly affect the design, conduct, or 

reporting of PHS-funded research.  

 

Investigator means the principal investigator/project director, co-principal investigators, and any other 

person at MU-JHU who is responsible for the design, conduct, or reporting of PHS- sponsored 

research activities funded, or proposed for funding.  

 

Significant financial interest (SFI) means:  

1. Any and all significant financial interests of the Investigator, both foreign and national, 

that reasonably appear to be related to the investigator’s institutional responsibilities in relation 

to PHS-sponsored research: 

a. With regard to the publicly traded entity, if the value of any remuneration received from 

the entity in the twelve months preceding the disclosure and value of any equity interest at 

the date of disclosure, when aggregated, exceeds $5,000. Remuneration includes salary and 

any payment for services (e.g. consulting fees, honoraria, authorship) including equity 

interest any stock, or stock options or other ownership interest, as determined through 

reference to public prices or other reasonable measure of fair market value; 

b. With regard to the non-publicly traded entity, 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 (including spouse or dependent children) holds any equity 

interest (e.g. stock, stock options or other ownership interest); 

c. Intellectual property rights and interests (e.g. patents, copyrights) upon receipt of income 

related to such rights and interests; 

d. Any reimbursed or sponsored travel related to their institutional responsibilities except 

when the said travel is reimbursed or sponsored by PHS-funded projects.  

2. The term significant financial interest does not include the following types of financial 

interests: salary, royalties, or other remuneration paid by the Institution to the Investigator if 

the Investigator is currently employed or otherwise appointed by the Institution, including 

intellectual property rights assigned to the Institution and agreements to share in royalties 

related to such rights; 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, services on advisory committees or review 

panels or teaching engagements sponsored by a US Federal, state, or local government agency, 

an Institution of higher education, an academic teaching hospital, a medical center, or a 

research institute that is affiliated with an Institution of higher education. 
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Travel payment means advances and reimbursements for travel and related expenses, including 

lodging and meals. 

 

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 and the PHS-research project, which is conducted to determine whether any 

PHS-research conducted during the time period of the noncompliance, was biased in the design, 

conduct, or reporting of such research.  

 

C. Obligations of Covered Parties  

 

1. Disclosure to institution  

Investigators who is planning to participate in, or participating in, PHS-funded research are required to 

report fully and accurately all their significant financial interests (and those of their spouse and 

dependent children): 

a. For Investigator planning to participate in the PHS-funded research, disclosure must be done no 

later than the time of application for PHS-funded research 

b. For Investigator who is already participating in the PHS-funded research, disclosure must be 

updated and completed annually every 30th June, during the period of the award. 

c. Updated disclosure must be done within thirty (30) days of discovering or acquiring (e.g. 

through purchase, marriage, or inheritance) a new significant financial interest.  

 

2. Completion of conflict of interest training 

Covered parties must complete financial conflict of interest training.  

 

a) Prior to engaging in research at MU-JHU  

b) At least every four years  

c) When any of the following occur: 

▪ MU-JHU revises its financial conflict of interest SOP or procedures in any 

manner that affects the requirements of Investigators; 

▪ A covered party is new to MU-JHU; or  

▪ MU-JHU determines that a covered party is not in compliance with this SOP or 

his/her assigned management plan  

 

3. Filing and Records Retention of Disclosure Statement 

Each Investigator shall file a disclosure statement at the time of application for PHS funded research 

and then  annually to MU-JHU’s Human Resources Office; and also within 30 days of discovering or  

of acquiring a new SFI. The disclosure statements shall cover the subjects identified in this SOP (as 

may be amended from time to time) and shall be in the form as prescribed by the MU-JHU Human 

Resources Office. All disclosure statements shall be retained in a secure file at the MU-JHU Human 

Resources Office for at least three (3) years from the date the final expenditures report for PHS- 

 

funded projects where the Investigator was involved on or where applicable from the dates specified in 

45 CFR 75.361 for different situations. Any information provided in the disclosure statement will be 

treated as confidential. It will not be reviewed by any person except as provided herein. 
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D. Compliance  

 

Failure to comply with this SOP is subject to review by the MU-JHU Human Resources Office in 

consultation with the office of the Executive Director as professional or research misconduct. Potential  

 

sanctions under these policies range from a warning and placement of a letter in the covered party's 

file, to suspension for a specified period of time, to termination.  

 

In the event of any of the following, an interim management plan will be implemented and a 

retrospective review of ongoing research will be undertaken to determine whether bias is present in the 

design, conduct or reporting of the research: failure to disclose in a timely manner financial interests 

that are determined to constitute an FCOI; failure by the institution to review or manage an FCOI; or 

failure by a covered party to comply with a management plan. If bias is identified, the institution will 

develop and implement a mitigation plan.  

 

If the failure of an investigator to comply with this conflict of interest SOP has, or appears to have, 

biased the design, conduct, or reporting of research, in accordance with the awarding component 

regulations, the institution must promptly notify the PHS Awarding Component of the findings and 

corrective action(s) taken or to be taken. The PHS Awarding Component will consider the situation 

and take appropriate action or refer the matter to the Institution for further action, potentially including 

directions on how to maintain appropriate objectivity in the funded project.  

 

E. Management of Financial Conflict of Interest  

 

1. Review Process and Standards  

a. Responsibility for review of disclosures; 

Investigator significant financial interest disclosures (including any new SFIs which need to be 

submitted to the MUJHU institution Human Resources Office within 30 days of investigator 

awareness) are reviewed by the MU-JHU Human Resources Office within 60 days of 

submission within sixty (60) days of submission are sent to NIH in order to:  

• Review and determine whether the significant financial interest is related to a PHS-

funded research  

• Determine whether a financial conflict of interest exists 

• 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 

b. Standards for review of disclosures; 

Disclosures are reviewed in light of related research activity for the following:  

• potential of disclosed interests to directly and significantly affect the design, conduct, 

or reporting of research funded by an awarding component or other sponsor (“financial 

conflict of interest”, or “FCOI”); and  

• risks to the rights and safety of human research subjects; and  

 

• impact on the integrity of research data; and  

• risks to the rights and obligations of students and trainees participating in research; and  

• impact on the availability of research results to the scientific community for use in the 

public interest; and  

• appearance of a conflict of interest.  
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c.  Special Considerations for Review of Financial Interests in Human Subjects Research 

Financial interests in human subjects’ research require additional scrutiny. Such interests may 

present real or perceived risks to the welfare and rights of human subjects, in addition to 

presenting risks to research integrity.  

 

It is presumed that covered parties may not participate in research projects involving human 

subjects while they have certain specified financial interests (“presumptively prohibited” 

financial interests) in the research project. Exceptions may be made in specific cases when, in 

the judgment of the Human Resources Office, individuals holding presumptively prohibited 

financial interests provide the Human Resources Office with a compelling justification 

consistent with the rights and welfare of human research subjects for being permitted to 

simultaneously hold the financial interest and participate in the human subjects research 

project.  

 

If a covered party has a presumptively prohibited financial interest, as defined below, and 

proposes to conduct research, will require a determination by the IRB and may be judged by 

the Human Resources Office a “compelling justification” for permitting participation in a 

human subjects research project by covered parties with significant financial interests. 

Although the arrangements will not be presumptively prohibited, the research project will still 

be subject to review by the Human Resources Office.  

 

d. Presumptively Prohibited Financial Interests in PHS sponsored Human Subjects Research 

Presumptively prohibited financial interests include:  

• Fees, honoraria, gifts or other emoluments, or "in kind" compensation from a 

financially interested entity (or entitlement to the same), whether for consulting, 

lecturing, or any other purpose, that in the aggregate exceed $5,000 in a given twelve-

month period;  

• An equity interest of any amount, including stock options or warrants, in a non-

publicly-traded financially interested entity (or entitlement to the same);  

 

An equity interest, including stock options or warrants, (or entitlement to the same) in a 

publicly-traded financially interested entity that exceeds $5,000 in value as determined through  

 

reference to current prices. (Should the value of the equity interest increase to more than 

$5,000 during the conduct of the research project, the covered party must notify the IRB.)  

 

Any non-royalty payments or entitlements to payments in connection with the research that are 

not directly related to the reasonable costs of the research (as specified in the applicable 

research agreement). This includes any bonus or milestone payments (other than those 

addressed above) to the investigator in excess of reasonable costs incurred, whether such 

payments are received from a financially interested entity or from the Institution;  

 

• Service as an officer, director, or in any other fiduciary role for a financially interested 

entity, whether or not remuneration is received for such service.  

• Royalty income and the right to receive future royalties as a result of traditional 

academic publishing activity, such as the publication of textbooks, are excluded from 

the presumptive prohibition.  
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2. Determination/Management/Administrative Conditions  

 

• The Human Resources Office in consultation with the office of the Executive Director will 

determine whether or not the disclosed significant financial interests constitute a financial 

conflict of interest (FCOI). If an FCOI is identified, the Human Resources Office will 

recommend that the proposed arrangements be either (a) prohibited, or (b) permitted, subject to 

specific management measures. 

• In cases where the Human Resources Office resolved that there is no FCOI, the arrangements 

nevertheless may be subject to administrative conditions. All arrangements may be reviewed 

again if circumstances change or there is new information. 

After reviewing the recommendation of the Human Resources Office, a final decision will be 

communicated to the Investigator concerned, with a description of management measures or 

administrative conditions, to the involved covered party in writing. If the Human Resources 

Office determines that a particular financial interest is not prohibited in the presence of related 

human subject research, it will recommend that the conflict of interest be made subject to a 

management plan or administrative conditions. This may consist of one or more of the 

following:  

▪ Disclosure - Disclosure is required in most cases and generally includes: i) 

public disclosure of the financial interests of the investigator in all relevant 

publications, presentations (whether or not academic presentations), ii) 

disclosure to the appropriate co-investigators, members of the laboratory or 

research group, and students or trainees, and iii) disclosure on human subject 

consent forms;  

▪ Limiting the Role of the Investigator with a Financial Interest - requiring that 

the role of the investigator with the financial interest be limited in some way 

(e.g., the investigator may not be allowed to i) serve as principal investigator, ii) 

analyze data, iii) determine whether potential subjects are eligible for  

enrollment, iv) solicit consent, or v) determine whether an adverse event report 

is required);  

▪ Oversight - appointment of a disinterested individual or group to monitor the 

relevant research activity. Oversight might include review of abstracts and 

manuscripts before submission for presentation or publication to ensure that the 

research is conducted and reported according to scientific and ethical standards 

and that there is compliance with conflict of interest management plans. 

Oversight of human subject research might involve review of protocols, subject 

accrual, adverse events, and other issues as appropriate;  

▪ Divestiture - allow arrangements to go forward contingent upon the sale or 

disposal of specified financial interests to eliminate or reduce the risks 

associated with the financial interests by a certain date;  

▪ Severance of relationships that heighten or create actual or potential conflicts - 

for example, relinquishing a seat on a board of directors or terminating a 

consulting arrangement with an outside entity in order to reduce the risks 

associated with the financial interest or fiduciary relationship. Other conditions 

or restrictions on the proposed arrangements may be recommended if, in the 

view of the committee, such conditions or restrictions will contribute to the 

elimination or reduction of the conflict of interest or to the promotion of 

transparency and research integrity.  
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3. Review and Determination/Management and Administrative Conditions in Cases Involving 

Human Subject Research  

The Human Resources Office in consultation with the office of the Executive Director will review 

reports of proposed financial interests for potential to create FCOIs in human subject research projects. 

Recommendations concerning the covered party's relationship to the outside entity will be 

communicated in writing to the appropriate IRB. Nevertheless, to ensure the privacy of the welfare 

and rights of human subjects, the IRB will have the full and final authority for implementing the 

decision concerning the role of the involved covered party in the human subjects’ research protocol. 

Accordingly, the IRB will communicate its decision concerning participation in the human subjects’ 

research protocol to the covered party and will provide a copy of that communication to MU-JHU’s 

Human Resources Office.  

 

If the IRB deems a specific research project involving human subjects to be exempt from IRB review, 

the financial interest issues associated with that project will remain subject to review by the Human 

Resources Office, and the Human Resources Office may review the project as if it were "human 

subjects’ research" for the purposes of this Section.  

 

The Human Resources Office recommendation may involve prohibition, management, or 

administrative conditions to achieve transparency and promote research integrity. These options are 

described below. 

 

• Prohibition: If, upon reviewing specific evidence provided by the covered party with the 

relevant financial interest, the Human Resources Office determines that a financial interest is 

incompatible with human subjects research, it will recommend to the appropriate IRB that the 

involved covered party be required to eliminate the relevant financial interest before beginning 

the project or be barred from participation in the research.  

 

• Management: In cases involving -financial interests that are not presumptively prohibited, the 

Human Resources Office will generally recommend that the covered party be permitted to 

participate in a given human subjects research project, subject to certain specified conditions. 

In a limited number of cases involving presumptively prohibited financial interests, if the 

Human Resources Office concludes that the justification provided by the covered party is 

sufficiently compelling and that the financial interest can be permitted, it will recommend 

specific project-related measures to the appropriate IRB.  

 

Additional project-related measures may include, for example, one or more of the following: the 

covered party may not be allowed to i) serve as principal investigator, (ii) analyze data, (iii) determine 

whether potential subjects are eligible for enrollment, iv) solicit consent, or v) determine whether an 

adverse event report is required. Other project-related administrative conditions may also be 

recommended.  

 

The Human Resources Office recommendation, accompanied by a description of the nature and 

magnitude of the potential risks associated with the financial interest, will be communicated in writing 

to the appropriate IRB. The IRB, which is responsible for ensuring the ethical acceptability of the 

research, will evaluate the recommendations of the Human Resources Office and decide whether to a) 

accept the recommendations, b) accept the recommendations with additional measures prescribed by 

the IRB, or c) conclude that the human subjects’ research cannot proceed. It will then communicate its 
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determination to the covered party in writing. Upon concluding its evaluation, the IRB will inform the 

Human Resources Office of its determination, but the IRB's decision will be final.  

 

4. 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, MU-JHU shall, within 120 days of MU-JHU’s 

determination of noncompliance, complete a comprehensive retrospective review of the Investigator’s 

activities and the PHS-research project to determine whether any PHS-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, MU-JHU may determine that additional interim measures are 

necessary with regard to the Investigator‘s participation in the PHS-funded research project between 

the date that the FCOI or the Investigator‘s noncompliance is determined and the completion of MU-

JHU’s retrospective review. 

 

Retrospective Review Documentation and Reporting 

 

MU-JHU will document the retrospective review; such documentation shall include, but not 

necessarily be limited to, all of 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 

(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, MU-JHU will update the previously 

submitted FCOI report, specifying the actions that will be taken to manage the FCOI going forward. If 

bias is found, MU-JHU is required to notify the PHS Awarding Component promptly and submit a 

mitigation report to the PHS Awarding Component. The mitigation report will include, at a minimum,  

the key elements documented in the retrospective review above and a description of the impact of the 

bias on the research project and MU-JHU’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, MU-JHU will submit FCOI reports annually.  

 

5. Appeals  

 

If a covered party believes that a determination made by the Human Resources Office in a specific 

case is not appropriate or is based on erroneous information, the covered party may request additional 

review by submitting a written request to the Office of the Executive Director.  

 

 

https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=cc1c1f22dac889f0be228ef457624d11&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=e56e14db7cf3089e01fa4378ad3e7aa3&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=5fa0a5443e5a697093a60bc4d386e570&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=b09c8468711daaf2afd7db33ae7d31a4&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=cc1c1f22dac889f0be228ef457624d11&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=e56e14db7cf3089e01fa4378ad3e7aa3&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=c944dd8c9868af2c5efc05dcd1231baf&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=c944dd8c9868af2c5efc05dcd1231baf&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=c944dd8c9868af2c5efc05dcd1231baf&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=e56e14db7cf3089e01fa4378ad3e7aa3&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=4e71cc27dc3504ab1b36d54945b33870&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=e56e14db7cf3089e01fa4378ad3e7aa3&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=cc1c1f22dac889f0be228ef457624d11&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=f5afc5cd6d04ad7feff2c8b86c581e45&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=b193ea139026ac9cf89d3e12deada60b&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=ed854c42b20766dacc04f9b3dbaa3174&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=ed854c42b20766dacc04f9b3dbaa3174&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=b09c8468711daaf2afd7db33ae7d31a4&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=b09c8468711daaf2afd7db33ae7d31a4&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=b09c8468711daaf2afd7db33ae7d31a4&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.605
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F. Institutional Process Related to Reporting Requirements   

 

I. Reporting Requirements to NIH 

If investigators disclose PHS-funded research-related SFIs, the MU-JHU Human Resources Office 

works with the office of the Executive Director to determine whether the SFI is an FCOI and takes 

necessary actions to manage FCOIs pursuant to the Code of Federal Regulations.  The Human 

Resources Office may involve the Investigator in the determination of whether an SFI is related to the 

PHS-funded research. An FCOI exists when the Human Resources Office, through its process, 

reasonably determines that an SFI could directly and significantly affect the design, conduct, or 

reporting of PHS-funded research.  

 

As needed, and after the review of an SFI disclosure and determination of whether it is related to the 

research, the implementation of a mitigation management plan is undertaken, as warranted, by the 

Human Resources Office, which then provides initial and annual FCOI reports to the Institution’s 

Authorized Business Official to submit reports to the NIH through eRA Commons for investigator 

individual PHS funded grants. (Note: NIH network FCOI investigator reports are collected and 

submitted to NIH by the respective network Leadership groups).  

 

The MUJHU Human Resources Office also ensures that information concerning identified FCOIs held 

by the Investigator is publicly accessible for a period of three years and maintains required records for 

a minimum of three years, from the date the final expenditures report is submitted to the NIH. Upon 

request, the institution agrees to make information promptly available to the NIH relating to any 

disclosure of FCOI and the institutional review of and response to such disclosure. 

 

• To comply with federal regulations, MU-JHU will report to the PHS Awarding Component the 

following information with respect to financial conflicts of interest with funded research:  

▪ Project number  

▪ Program director/principal investigator  

▪ Name of investigator with financial conflict of interest  

▪ Name of entity in which a significant financial interest is held  

▪ Nature of the significant financial interest  

▪ Approximate dollar value of the significant financial interest within ranges (e.g., $0-$4,999; 

$5,000-9,999; $10,000-19,999; $20,000-$100,000 by increments of $20,000; amounts above 

$100,000 in increments of $50,000), or a statement that the value of the interest cannot be 

readily determined through reference to public prices or other reasonable measures of fair 

market value 

 

•  Description of how the financial interest relates to the funded research and basis for the 

Institution’s determination of a financial conflict of interest  

 

• Description of key elements of the Institution’s management plan, including:  

Role and principal duties of the conflicted Investigator in the research project  

Conditions of the management plan  

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  

Other information as needed  
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II. Public Request 

 

• To comply with 42 CFR Part 50 subpart F federal requirements, MU-JHU will make available 

to the public within 5 days of a request the following information with respect to financial conflicts of 

interest:  

▪ Investigator’s name  

▪ Investigator’s title and role with respect to the research project  

▪ Name of entity in which a significant financial interest is held  

▪ Nature of the significant financial interest  

▪ Approximate dollar value of the significant financial interest within ranges (e.g., $0-$4,999; 

$5,000-9,999; $10,000-19,999; $20,000-$100,000 by increments of $20,000; amounts above 

$100,000 in increments of $50,000), or a statement that the value of the interest cannot be 

readily determined through reference to public prices or other reasonable measures of fair 

market value  

 

G. Compliance by Subrecipient Investigators 

 

Reasonable steps will be taken to ensure that any Subrecipient Investigator complies with the SOP by 

incorporating as part of a written agreement with the subrecipient terms that establish whether the 

FCOI SOP of MU-JHU 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 SOP, the 

subrecipient shall certify as part of the agreement referenced above that its SOP complies with 

PHS regulations. If the subrecipient cannot provide such certification, the agreement shall state 

that subrecipient Investigators are subject to the FCOI SOP of MU-JHU for disclosing SFI that 

are directly related to the subrecipient’s work for MU-JHU. 

(2) Additionally, if the subrecipient’s Investigators must comply with the subrecipient’s FCOI 

SOP, the agreement referenced above shall specify time period(s) for the subrecipient to report 

all identified FCOI to MU-JHU. Such time period(s) shall be sufficient to enable MU-JHU to 

provide timely FCOI reports, as necessary, to PHS as required by this SOP 

(3) Alternatively, if the subrecipient’s Investigators must comply with MU-JHU’s FCOI SOP, 

the agreement referenced above shall specify time period(s) for the subrecipient to submit all 

investigator disclosures of SFI to MU-JHU. Such time period(s) shall be sufficient to enable 

MU-JHU to comply timely with its review, management, and reporting obligations 

 

H.  Public Accessibility 

 

This SOP is posted on the MU-JHU web-based public folders. Requests for information concerning 

identified FCOIs will be made available to the requestors via an email response within five (5) 

business days from when MU-JHU Human Resources Office receives the request. 

 

Additionally, this information will be updated annually throughout the life of the funded project and 

within 60 days of any new disclosure determined to be a financial conflict of interest. The information 

shall be retained for three (3) years from the date of the most recent update of the information. 

 

 

 

 

https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=e56e14db7cf3089e01fa4378ad3e7aa3&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.604
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=e56e14db7cf3089e01fa4378ad3e7aa3&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.604
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=1d9776188768926cef9beaff2057344e&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.604
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=e56e14db7cf3089e01fa4378ad3e7aa3&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.604
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=e56e14db7cf3089e01fa4378ad3e7aa3&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.604
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=1d9776188768926cef9beaff2057344e&term_occur=999&term_src=Title:42:Chapter:I:Subchapter:D:Part:50:Subpart:F:50.604




 

 

 

 

PHS Financial Conflict of Interest SOP | V2.0, dated 19 April 2022 

MU-JHU Research Collaboration/ MU-JHU Care Ltd 

Page 13 of 14 

 

APPENDIX 1 

Financial Conflict of Interest Disclosure Form 

Part 1 

All MU-JHU Investigators seeking PHS- sponsored funding to conduct research activities are required 

to complete and file a signed disclosure of Significant Financial Interests each year or whenever need 

arises. Each investigator must complete this form before a proposal can be endorsed for submission. 

Specific Instructions: Place ‘x’ in the appropriate box for each question. Once every question is 

answered, the investigator must certify the information by signing the bottom of the form. 

 

Investigator Name:__________________________________________________________ 

 

Email:_____________________________________Telephone Number:________________  

 

Title of Research Project:____________________________________________________ 

 

Name of the Funding Entity:_________________________________________________ 

 

Amount of Funding:_____________________________________________________________ 

 

Actual  

 

Estimated 

Questions 

 

Yes No 

Do you, your spouse or dependant child(ren) hold position of management such as a board 

member, director, offier, partner, trustee, employee or consultant with sponsor related to 

the  sponsored program actvity? 

  

Do you your spouse or dependant child(ren) have significant Financial Interest related to 

your sponsored program activity? 

  

If yes, is it reasonable to anticipate that your financial interest could be directly and 

significantly affected by the design, conduct, or reporting of your sponsored program 

activity? 

  

 

If you answered “No” to all of the questions above, your disclosure is complete and you do not have 

to submit part II. Please sign and forward to the chairman, board of directors 

If you answered “Yes” to any questions above, please complete a separate Part II for every outside 

organization with which you have relationship(s) indicated above. 

 

Investigator Certification: 

• I have read and understood the SOP on PHS Financial conflict of interest 

• I agree to file a new or updated Disclosure of Significant Financial Interest form if the answer 

to any of my questions changes 

• I certify that the answers to the declaration are accurate and truthful to the best of my 

knowledge 

 

Name:…………………………………………………………………………………... 

 

Signature:…………………………………  Date:…………………………… 
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Financial Conflict of Interest Disclosure Form 

Part II 

 

Complete Part II only if you answered “YES” to at least one of the questions in Part I. Attach one part 

II form for each organization with which you have the relationship(s) indicated in Part I. 

 

Investigator 

Name:_____________________________________________________________________ 

 

Number of Entity of Part II forms submitted:….of which, this is number:…. 

 

1. Name of the organization: 

_______________________________________________________________ 

 

2. Financial Relationship(s) with the organization: 

 

Consultant 

    

Owner 

 

Employee 

 

Board of Director 

 

Other (describe)________________________________________________________________ 

 

3. The Financial Relationship is between the organization and (check all that apply) 

 

Self 

 

Spouse 

 

Dependant child(ren) 

 

4. Have you received in the last 12 months or do you expect to receive in the next 12 months 

payments for salary, director’s fees, consulting, honoraria or any other payments that when 

aggregated with payments from this organization to your spouse and/or dependant child(ren) 

will exceed $5,000? 

 

Yes 

 

No 

 

5. What relationship, if any is there between the business or activities of the organization and 

your current or planned areas of research? 
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