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COI Disclosure for Non-PATH Investigators 
Non-Public Health Service (PHS) Funded Human Subjects Research (HSR) 

This form is to be used by non-PATH investigators to support Conflict of Interest (COI) reviews by PATH when the activity is 1) human subjects research (HSR) 2) the funding is not from the U.S. Public Health Service (PHS), 3) the investigator’s institution does not have a COI policy, and 4) PATH’s COI policy applies to the partner investigators. In completing this form, the named institution and investigator assure PATH that the investigator will follow the PATH Policy on Investigator Conflict of Interest for Non-Public Health Service (PHS) Funded Human Subjects Research (HSR) for purposes of the research identified below. 
Instructions: Complete all fields on this form. The information provided will allow PATH to assess possible conflicts of interest as they apply to the research identified below. 
If you have questions or need assistance completing this form, send an email to ResearchCOI@path.org. Send the completed form to the designated PATH contact.
Research Information
Salesforce Research Record Number (RES-#####): Click or tap here to enter text.
Study Protocol Title: Click or tap here to enter text.
Investigator Information
Name of Investigator:  Click or tap here to enter text.
Date of Investigator’s most recent COI training: Click or tap to enter a date.
Investigator’s Institutional Information
Name of Investigator's Institution:  Click or tap here to enter text.
Name of the Institutional Official for Research: Click or tap here to enter text.
Title of the Institutional Official (in addition to their title of Institutional Official): Click or tap here to enter text.
Email Address of the Institutional Official: Click or tap here to enter text.
Phone Number of the Institutional Official: Click or tap here to enter text.

Please have the Institutional Official for research at your institution attest that the institution does not have a COI policy and that the PATH Policy on Investigator COI for Non-PHS Funded HSR will apply to the institution’s employee/agent named above as a research investigator. 
Institutional Assurance
[bookmark: _Hlk157002145]In my capacity as my institution’s Institutional Official, I certify that:
· The institution listed above does not have a written and enforced COI policy. 
· The individual investigator listed above will comply with the PATH Policy on Investigator COI for Non-PHS Funded HSR during the course of carrying out the research identified above.
· I have reviewed the investigator’s responses. 
· If the PATH Institutional Official determines that the investigator has a COI pursuant to the PATH Policy on Investigator COI for Non-PHS Funded HSR, PATH will notify me of the actions required by PATH to manage, reduce, or eliminate such COI.
[image: Play with solid fill]Institutional Official Name: 	    Click or tap here to enter text.					Date:	Click or tap to enter a date.


Interests Disclosure
	Disclosure Type:	☐ Initial 	☐ Updated	☐ Annual

Please answer the following questions (See definitions): 
	FINANCIAL INTEREST
1. Do you or an immediate family member have a Financial or Ownership Interest (e.g., stock, income, etc.) in an entity whose mission is related to your institutional responsibilities as an investigator on the research identified above and/or whose financial position could be affected by the results of the research identified above? 
☐ Yes 		☐ No
If you answered yes, please provide the following information for each entity.
	Entity 1 Name:
	Click or tap here to enter text.

	Interest belongs to:
	☐ Self		☐ Family Member

	Type of Interest:
	☐ Income	☐ Ownership Interest

	Description of Interest
	Click or tap here to enter text.

	Value Description:
	Click or tap here to enter text.

	For equity interests (e.g., stocks, stock options) or other ownership arrangements, please provide an approximate monetary value, if known, or enter 0.00 (zero) if the value cannot be determined. For salary, consulting fees, honoraria, or other payments, please enter the value.
 



	Entity 2 Name:
	Click or tap here to enter text.

	Interest belongs to:
	☐ Self		☐ Family Member

	Type of Interest:
	☐ Income	☐ Ownership Interest

	Description of Interest
	Click or tap here to enter text.

	Value Description:
	Click or tap here to enter text.

	For equity interests, such as stocks, stock options or other ownership arrangements, please provide an approximate monetary value if known, or enter 0.00 (zero) if the value cannot be determined. For salary, consulting fees, honoraria, or other payments, please enter the value. 


If you have a financial or ownership interest in more than two entities, please provide the information requested for each additional entity in Comments at the bottom of the form.
INTELLECTUAL PROPERTY
2. Do you or an immediate family member have any ownership in, or rights held, with respect to Intellectual Property related to your role as an investigator in the research identified above? (Examples include ownership or rights in patents or patent applications held by another entity in the same or similar area of research as that conducted by PATH or related to the research identified above.)
☐ Yes 		☐ No
If you answered yes, please provide the following information for each entity.
	Entity1 Name:
	Click or tap here to enter text.

	Interest belongs to:
	☐ Self		☐ Family Member

	Description of Interest:  
	Click or tap here to enter text.

	Value Description:  
	Click or tap here to enter text.

	For royalty or other revenue from Intellectual Property rights, please provide an approximate monetary value.



	Entity2 Name:
	Click or tap here to enter text.

	Interest belongs to:
	☐ Self		☐ Family Member

	Description of Interest:  
	Click or tap here to enter text.

	Value Description:  
	Click or tap here to enter text.

	For royalty or other revenue from Intellectual Property rights, please provide an approximate monetary value.


If you have intellectual property ownership in more than two entities, please provide the information requested for each additional entity in Comments at the bottom of the form.
BOARD MEMBERSHIPS
3. Are you a board member of any non-profit or for-profit organization whose mission is related to your institutional responsibilities as an investigator in the research identified above? 
☐ Yes 		☐ No
If you answered yes, please provide the following information for each organization.
	Organization 1 Name:  Click or tap here to enter text.

	a. Does the organization have any direct or indirect business or funding relationship with PATH, or is such a relationship anticipated in the next 12 months?
	☐ Yes 	☐ No

	b. Does the organization’s work overlap or have the potential to overlap with work performed by PATH?
	☐ Yes 	☐ No

	If you answered No to questions a. or b. above, enter N/A as your response below. 

	c. Membership description
Click or tap here to enter text.

	d. Describe steps currently in place to address potential conflict of interest (e.g., recusal from discussions and voting, etc.)
Click or tap here to enter text.



	Organization 2 Name:  Click or tap here to enter text.

	a. Does the organization have any direct or indirect business or funding relationship with PATH, or is such a relationship anticipated in the next 12 months?
	☐ Yes 	☐ No

	b. Does the organization’s work overlap or have the potential to overlap with work performed by PATH?
	☐ Yes 	☐ No

	If you answered No to questions a. or b. above, enter N/A as your response below. 

	c. Membership description
Click or tap here to enter text.

	d. Describe steps currently in place to address potential conflict of interest (e.g., recusal from discussions and voting, etc.)
Click or tap here to enter text.


If you are a board member in more than two entities, please provide the information requested for each additional entity in Comments at the bottom of the form.
OTHER EMPLOYMENT
4. Did you receive income from other employment/engagement, such as consulting fees, honoraria, teaching fees, self-employment, or salary that is related to your expertise as an investigator at your institution or to the research identified above?
☐ Yes 		☐ No
If you answered “yes”, please provide the following information.
	Organization/Company 1:
	Click or tap here to enter text.

	Description of services provided:
	Click or tap here to enter text.



	Organization/Company 2:
	Click or tap here to enter text.

	Description of services provided:
	Click or tap here to enter text.



	Organization/Company 3:
	Click or tap here to enter text.

	Description of services provided:
	Click or tap here to enter text.


If you received income from more than three entities, please provide the information requested for each additional entity in Comments at the bottom of the form.
OTHER POTENTIAL CONFLICT OF INTEREST
5. To capture any other interest, situation, or relationship not covered in the above questions that might constitute a conflict of interest or that might create the appearance of a conflict of interest, please answer the following questions.

a. Are you engaged in outside activities that overlap with your work as an investigator at your institution?
☐ Yes 		☐ No
If yes, please explain.
Click or tap here to enter text.
b. Do you have an immediate family member, adult child, parent or sibling who is an employee or officer in an organization with which PATH partners, and will you have or may have direct involvement in or oversight of your family member(s) in PATH-related projects or work? 
☐ Yes 		☐ No
If yes, please explain.
Click or tap here to enter text.
c. Do you have an immediate family member, adult child, parent or sibling who is an employee or officer for a PATH vendor, and you or your family member exercise or may exercise decision-making authority in the PATH-vendor relationship? 
☐ Yes 		☐ No
If yes, please explain.
Click or tap here to enter text.
d. Do you have a close personal friend who does business with or potentially could do business with PATH, and you have decision-making authority in the anticipated transaction?
☐ Yes 		☐ No
If yes, please explain.
Click or tap here to enter text.
e. Do you have other interests you feel may present a conflict in relation to your work as an investigator at your institution or the research specified above?
☐ Yes 		☐ No
If yes, please explain.
Click or tap here to enter text.
[bookmark: _Hlk153972633]Additional Comments (as they pertain to questions 1–5 above):
Click or tap here to enter text.
Investigator Acknowledgement and Certification
I certify that: 
· [bookmark: _Hlk151548775]I will comply with the PATH Policy on Investigator Conflict of Interest for Non-PHS Funded Human Subjects Research (HSR). 
· To the best of my knowledge, this disclosure of significant interests is complete and accurate.
· It is my responsibility to disclose interests obtained during the term of the research identified above in accordance with the PATH policy. This includes disclosures:
· within 30 days of acquiring any new interest or changes to a previously disclosed interest during the course of carrying out the research, and
· annually if a conflict of interest was identified and an ongoing COI Management Plan is in place.   
· If a conflict of interest is identified, I will abide by any requirements of PATH and my institution to manage, reduce, or eliminate such conflict of interest.
[image: Play with solid fill]Investigator Name:             Click or tap here to enter text.					Date:	Click or tap to enter a date.
Definitions
For purposes of completing this form, the following definitions apply:
Award: An Award is any funding mechanism including a grant or subgrant, contract or subcontract, or cooperative agreement. For purposes of the PATH Policy on Investigator Financial Conflict of Interest for Public Health Service (PHS) Funded Research, an Award is a provision of funds by a PHS agency, based on an approved application and budget or progress report, to an organization or an individual to carry out a project or activity. The award (e.g., grant agreement) specifies the terms and conditions under which the funds are provided.
Conflict of Interest (COI): See Investigator Conflict of Interest. 
Disclosure of Significant Interest: Disclosure of Significant Interest refers to an investigator’s disclosure of significant interests to an institution in compliance with the institution’s conflict of interest policy for investigators. 
Employee or Agent: An Employee or Agent is an individual who (a) acts on behalf of PATH, (b) exercises institutional authority or responsibility for PATH, or (c) performs institutionally designated activities for PATH. Employees and agents include staff, interns, fellows, volunteers, and consultants, regardless of whether the individual is receiving compensation. This typically does not include activities undertaken through subcontracts or other collaboration agreements with partner entities.
Equity Interest: Equity Interest is any stock, stock option, or other ownership interest, as determined through reference to public prices or other reasonable measures of fair value.
Financial Interest: A Financial Interest is anything of monetary value, whether or not the value is readily ascertainable.
Human Subjects Research (HSR): Humans Subjects Research (HSR) is a systematic investigation—including development, testing, and evaluation—designed to develop or contribute to generalizable knowledge that involves a living individual about whom an investigator conducting research obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens;  or (2) obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.
Immediate Family Member: For the purposes of the PATH Policies on Investigator Conflict of Interest, an Immediate Family Member is a spouse, domestic partner, or dependent child of an institutional review board member (regular or alternate) or investigator. 
Institutional Official: The Institutional Official is the senior official of the institution (organization) authorized to act for the institution and, on behalf of the institution, obligates the institution to comply with the US Federal Policy for the Protection of Human Subjects (the Common Rule). This institutional commitment to comply with the Federal Policy for the Protection of Human Subjects is documented in the federalwide assurance signed by the institutional official. The institutional official is responsible for establishing an institutional culture of respect for human subjects.
[bookmark: _Hlk122679591]Institutional Responsibilities: Institutional Responsibilities refer to an investigator’s professional responsibilities on behalf of PATH (or, for external investigators, their institution), which includes, but is not limited to, activities such as research, research consultation, and service on panels such as institutional review boards (IRBs) or data and safety monitoring boards.
Investigator: An Investigator is any individual responsible for the design, conduct, or reporting of research, which includes data analysis. The term may apply, regardless of title or position. For example, it may include collaborators or consultants. Investigators are considered senior/key research personnel. For research conducted by a team of individuals, the principal investigator is the responsible leader of that team, and the other individuals are subinvestigators. 
For US Food and Drug Administration (FDA) and International Conference on Harmonisation Good Clinical Practice (ICH GCP) purposes, an Investigator is an individual who actually conducts a clinical investigation, i.e., under whose immediate direction the test article (i.e., investigational product) is administered or dispensed to, or used involving, a subject.
Investigator Conflict of Interest (COI): An Investigator Conflict of Interest (COI) is a significant interest that could directly and significantly affect the design, conduct, or reporting of research.
Management Plan: A Management Plan refers to the conditions, restrictions, or other actions approved by the Institutional Official to manage, reduce, or eliminate investigator conflicts of interest or the appearance of conflicts of interest.  
Privately Held Entity (Non-Publicly Traded Entity): A Privately Held Entity (Non-Publicly Traded Entity) is a company that is wholly owned by individuals or corporations and whose shares are not offered for sale or trading to the general public on stock exchanges. Instead, the shares or stocks of these companies are traded or exchanged privately.
Publicly Traded Entity: A Publicly Traded entity is a company that offers equity interests (e.g., stocks), which are traded to the general public on the open market, usually on a stock exchange.  
Significant Interest: For purposes of the PATH Policy on Investigator Conflict of Interest for Non-Public Health Service (PHS) Funded Research, a Significant Interest is anything of monetary value, aggregated for the investigator and the investigator’s immediate family members, or other interests of the investigator (and the investigator’s immediate family members), that reasonably appear to be related to the investigator’s institutional responsibilities (as defined in this policy), as follows: 
Income and Equity
1. Income from any outside entity, (publicly traded or privately held) in the 12 months preceding the disclosure or reasonably expected in the 12 months following the disclosure. This may be one payment from a particular entity or multiple payments from the particular entity for the investigator and immediate family members. 
· Examples include salary, directors’ fees, consulting payments, paid authorship, teaching or lecture fees, advisory board fees, honoraria, gifts, dividends, or other payments. 
2. An equity/ownership interest (such as stocks, stock options, or other ownership interests) in a publicly traded company in the 12 months preceding the disclosure;
3. Aggregated income and equity/ownership (such as stocks, stock options or other ownership interests) from a publicly traded company in the 12 months preceding the disclosure;
4. ANY equity/ownership interest in a privately‐held company, or organization type for which ownership holdings may not readily be valued,
5. Intellectual property rights and interests (for example, patents, pending patent applications, licenses, copyrights or royalties from those rights).
6. Service by an investigator or immediate family member as an officer, director, partner, trustee, consultant, advisor, or other management role in an entity, regardless of whether compensation is  received for such service.
7. Any 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 research agreement). This includes any bonus or milestone payments to the investigators in excess of reasonable costs incurred.
Personal or Professional Interests/Roles
8. Other personal or professional interest or involvement of the investigator, or an immediate family member, that could reasonably affect the investigator’s conduct or behavior with regard to the research.
The following are excluded from the definition of “Significant Interest”:
9. Salary, royalty or other renumeration paid to an investigator employed by PATH or by the investigator’s institution.
10. Income from investment vehicles, such as  mutual funds or retirement funds, as long as the investigator or immediate family member do not exercise direct control over the investment decisions made in these vehicles.
A Significant Interest does not necessarily constitute a conflict of interest or the appearance of a conflict of interest.
Subinvestigator: A Subinvestigator means an investigator, i.e., responsible for the design, conduct, or reporting of research, who is a member of a team of investigators and who reports to the principal investigator.
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