


Office of Research affairs
COI Disclosure for Non-PATH Investigators 
Public Health Service (PHS) Funded Research 

This form is to be completed by non-PATH Investigators on Public Health Service (PHS) funded research whose home institution does not have a PHS-compliant financial conflict of interest (FCOI) policy. In this form, the named institution and investigator assure PATH that the investigator will follow the PATH Policy on Investigator Financial Conflict of Interest for Public Health Service (PHS) Funded Research. 
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 project identified below. 
If you have questions or need assistance completing this form, send a direct email to ResearchCOI@path.org. Send the completed form to the designated PATH contact.
Research Information
Salesforce Opportunity record number (OPP-#########): Click or tap here to enter text.
If funded, provide 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 conflict of interest (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 FCOI for PHS Funded Research will apply to the institution’s employee/agent named above as a research investigator. 

Institutional Assurance
In my capacity as my institution’s Institutional Official, I certify that:
· The institution listed above does not have a written and enforced FCOI policy that complies with the US federal regulations found at 42 CFR 50, Subpart F, and 45 CFR Part 94. 
· The individual investigator listed above will comply with the PATH Policy on Investigator FCOI for PHS Funded Research during the course of carrying out the research identified above.
· I have reviewed the investigator’s responses and supplemental information (if any).
· If the PATH Institutional Official determines that the investigator has a FCOI pursuant to the PATH Policy on the Investigator FCOI for PHS Funded Research, 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 any Significant Financial Interest (“SFI”) in a publicly traded company (within the US or outside the US) that may reasonably appear to be related to your institutional responsibilities, in the twelve months preceding this disclosure, that when aggregated exceeds $5,000 USD? 
[bookmark: _Hlk152150504][bookmark: _Hlk128223591]This includes remuneration received from the entity and the value of any equity/ownership interest. Remuneration would include 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.  (Reminder: This does not apply to 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.)  
☐ Yes 		☐ No
2. Do you or an immediate family member have any SFI in a privately held entity (within the US or outside the US) that may reasonably appear to be related to your institutional responsibilities in the twelve months preceding this disclosure? 
This includes remuneration that when aggregated exceeds $5,000 USD or any amount of equity interest (e.g., stock, stock option, or other ownership interest).
☐ Yes 		☐ No
3. Do you or an immediate family member have any ownership in, or receive income from, intellectual property rights and interests (for example, patents, pending patent applications, licenses, or copyrights) that may reasonably appear to be related to the research or to your institutional responsibilities in the twelve months preceding this disclosure? 
Do not include any intellectual property that has been assigned to your institution.
☐ Yes 		☐ No
4. In the past 12 months, have you or an immediate family member received any sponsored or reimbursed travel for a single trip or for multiple trips that, when aggregated from the same entity, exceeds $5,000 USD, and the travel was related to your institutional responsibilities? 
Please review the definitions of sponsored and reimbursed travel in the “definitions” section before answering this question. Do not include travel that is reimbursed or sponsored by PATH, a US Federal, state, or local government agency, a US institution of higher education, a US academic teaching hospital, medical center, or research institute that is affiliated with a US institution of higher education.
☐ Yes 		☐ No
If you answered “yes” to Q4, please review the Guidance on Travel Disclosures with PHS-funded Research.
5. If you answered yes to any of the items 1–4 above, in your judgement, could the interest(s) be affected by the research identified above, or is/are the interests in an entity whose financial interest could be affected by the research identified above?  
☐ Yes 		☐ No
   Please provide a brief justification for your opinion. 
Click or tap here to enter text.
6. If you answered yes to any of the items 1-4 above, is there any existing COI management plan in place related to the interest(s)?
☐ Yes 		☐ No
If yes, provide a copy of the management plan for review.

Note: SFI does not include the following types of financial interests:
1. 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.
2. Any ownership interest in the institution held by the investigator, if the institution is a commercial or for-profit organization.
3. 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.
4. Income from seminars, lectures, or teaching engagements sponsored by a Federal, state, or local government agency, an Institution of higher education as defined at 20 USC. 1001(a), an academic teaching hospital, a medical center, or a research institute that is affiliated with an institution of higher education.
5. Income from service on advisory committees or review panels for a federal, state, or local government agency, an institution of higher education as defined at 20 USC. 1001(a), an academic teaching hospital, a medical center, or a research institute that is affiliated with an institution of higher education.
If you marked “yes” to any question 1–4 above, please provide information about your SFIs, including sponsored and reimbursed travel, in the next section, Supplemental Information for Disclosures of Significant Financial Interests, so that PATH may evaluate such disclosures.
[bookmark: Definitions]Supplemental Information for Disclosures of Significant Financial Interests
	Entity Name 
	Publicly traded or privately held
	Interest type 
(select all that apply) 
	Amount / Value in USD
	Held by 
	Description of interest/activity

	 
	☐ Publicly traded
☐ Privately held
☐ N/A
	☐ Remuneration
☐ Equity 
☐ IP Rights or interests
☐ Service (director, advisor, etc.)
☐ Payments unrelated to research costs
☐ Other interests or    relationships
	☐ $0–$4,999 
☐ $5,000–$9,999
☐ $10,000–$19,999
☐ $20,000–$100,000
☐ >$100,000
☐ value cannot be determined
	☐ Me
☐ Spouse/Domestic        partner
☐ Dependent Child
	 

	
	☐ Publicly traded
☐ Privately held
☐ N/A
	☐ Remuneration
☐ Equity 
☐ IP Rights or interests
☐ Service (director, advisor, etc.)
☐ Payments unrelated to research costs
☐ Other interests or         relationships
	☐ $0–$4,999
☐ $5,000–$9,999
☐ $10,000–$19,999
☐ $20,000–$100,000
☐ >$100,000
☐ value cannot be determined
	☐ Me
☐ Spouse/Domestic Partner 
☐ Dependent Child
	 

	 
	☐ Publicly traded
☐ Privately held
☐ N/A
	☐ Remuneration
☐ Equity 
☐ IP Rights or interests
☐ Service (director, advisor, etc.)
☐ Payments unrelated to research costs
☐ Other interests or     relationships
	☐ $0–$4,999
☐ $5,000–$9,999
☐ $10,000–$19,999
☐ $20,000–$100,000
☐ >$100,000 
☐ value cannot be determined
	☐ Me
☐ Spouse/Domestic Partner 
☐ Dependent Child
	 

	
	☐ Publicly traded
☐ Privately held
☐ N/A
	☐ Remuneration
☐ Equity 
☐ IP Rights or interests
☐ Service (director, advisor, etc.)
☐ Payments unrelated to research costs
☐ Other interests or     relationships
	☐ $0–$4,999
☐ $5,000–$9,999
☐ $10,000–$19,999
☐ $20,000–$100,000
☐ >$100,000 
☐ value cannot be determined
	☐ Me
☐ Spouse/Domestic Partner 
☐ Dependent Child
	 



Supplemental Information for Disclosure of Sponsored/Reimbursed Travel
	[bookmark: _Hlk152163806]Type of Trip  
	Sponsor/Organizer
	Traveler(s) 
(select all that apply)
	 Purpose of Trip 
	Approximate Cost or Value 
(if known)
	Duration (start & end dates) and Destination(s)

	☐ Sponsored
☐ Reimbursed   
	 
 
 
	☐ Self
☐ Immediate family member(s)   
	
	 
	 

	☐ Sponsored
☐ Reimbursed      
	 
 
	☐ Self
☐ Immediate family member(s)   
	
	 
	 

	☐ Sponsored
☐ Reimbursed   
	
	☐ Self
☐ Immediate family member(s)   
	
	
	

	☐ Sponsored
☐ Reimbursed   
	
	☐ Self
☐ Immediate family member(s)   
	
	
	



[bookmark: _Hlk153972633]Additional Comments (as they pertain to the supplemental information provided above):
Click or tap here to enter text.
Investigator Assurance 
I certify that: 
· [bookmark: _Hlk151548775]I will comply with the PATH Policy on Investigator FCOI for PHS Funded Research. 
· To the best of my knowledge, this disclosure of significant financial interests is complete and accurate.
· It is my responsibility to disclose significant financial interests obtained during the term of the research project identified above in accordance with PATH’s policy and PHS requirements. This includes disclosures:
· at the time of application to the PHS funding agency, 
· annually, during the period of the research funding award, and
· within 30 days of any new significant financial interest or changes to a previously disclosed significant financial interest obtained during the period of the research funding award.
· If a COI is identified, I will abide by any requirements of PATH and my institution to manage, reduce, or eliminate such COI.
[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:
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.  
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 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. 
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.  
Remuneration: Remuneration means salary and any payment for services not otherwise identified as salary, such as consulting fees, honoraria, and paid authorship. 
Significant Financial Interest: For purposes of the PATH Policy on Investigator Financial Conflict of Interest for Public Health Service (PHS) Funded Research, a Significant Financial Interest is anything of monetary value, aggregated for the investigator and the investigator’s immediate family members, that reasonably appear to be related to the investigator’s institutional responsibilities and meet any of the following interests as follows:  
Publicly Traded Entity 
· Remuneration from any outside publicly traded entity, that exceeds $5,000 USD in the 12 months preceding the disclosure. This may be one payment from a particular entity of more than $5,000 USD, or multiple payments from the same entity that in the aggregate exceed $5000 USD, combined for the investigator and immediate family members.  
· Examples include salary, payment for services not otherwise identified as salary, e.g., directors’ fees, consulting payments, paid authorship, teaching or lecture fees, advisory board fees, honoraria, gifts, dividends, or other payments from a publicly traded entity. 
· Any equity/ownership interest (such as stocks, stock options, or other ownership interests) in a publicly traded company that exceeds $5,000 USD in value in the 12 months preceding the disclosure. 
· Aggregated remuneration and equity/ownership (such as stocks, stock options or other ownership interests) from a publicly traded company that exceeds $5,000 USD in the 12 months preceding the disclosure. 
Privately held entity (non-publicly traded entity) 
· ANY equity/ownership interest in a privately held company, or organization type for which ownership holdings may not readily be valued. 
· Remuneration from any outside privately held entity, that exceeds $5,000 USD in the 12 months preceding the disclosure. This may be one payment from a particular entity of more than $5,000 USD, or multiple payments from the same entity that in the aggregate exceed $5000 USD, combined for the investigator and immediate family members.  
Intellectual property rights and interests  
· Any ownership in, or income received from intellectual property rights and interests (for example, patents, pending patent applications, licenses, copyrights or royalties from those rights). 
Sponsored or Reimbursed Travel 
· Sponsored or reimbursed travel expenses that exceed $5,000 USD related to the investigator’s institutional responsibilities received from any outside entity UNLESS it is travel that is reimbursed or sponsored by PATH, (i.e., paid from PATH funds or from sponsored awards funds managed at PATH), US federal, state, or local government agencies, a US institution of higher education, a US academic teaching hospital medical center, or a US research institute affiliated with an institution of higher learning.  
The following are excluded from the definition of “Significant Financial Interest”: 
· Salary, royalty or other renumeration paid to an investigator employed by PATH or by the investigator’s institution, 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;  
· Any ownership interest in the institution held by the investigator, if the institution is a commercial or for-profit organization;  
· 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. 
· Income from seminars, lectures, or teaching engagements sponsored by, or service on advisory committees or review panels for, a US federal, state, or local government agency, a US institution of higher education as defined at 20 U.S.C. 1001(a), a US academic teaching hospital, a US medical center, or a US research institute that is affiliated with an institution of higher education. 
A Significant Financial Interest does not necessarily constitute a conflict of interest or the appearance of a conflict of interest. 
Sponsored or Reimbursed Travel: Sponsored of Reimbursed Travel is any travel expense related to an investigator’s institutional responsibilities that is paid directly by a third party on behalf of the investigator so that the exact monetary value may not be readily available, and reimbursed travel is any travel expense related to an investigator’s institutional responsibilities for which a third party reimburses the investigator. 
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