
 

HelixBind Financial Conflict of Interest (FCOI) Policy 

 
1. PURPOSE  

1.1. The purpose of this document is to define the practices for HelixBind to implement and manage 

compliance with NIH Financial Conflict of Interest regulation, according to the following 

standards and/or regulations: 

1.1.1. Title 42 (Public Health) CFR Part 50 Subpart F, Promoting Objectivity in Research 

(link). 

1.1.2. NIH Financial Conflict of Interest guidance (link). 

2. RESPONSIBILITY 

2.1. The Director of Quality, or a delegate, is responsible to review, approve, implement, and 

change this policy and is designated as the Institutional Official. 

3. REFERENCES 

3.1. The following documents are referenced throughout this procedure: 

Number: Title: 

10002 Document and Records Control Procedure 

10002-LOG Document and Record Log 

10001-ORG Organization Chart  

 

4. DEFINITIONS 

From 42 CFR Part 50 Subpart F: 

4.1. Financial conflict of interest (FCOI): means a significant financial interest that could directly 

and significantly affect the design, conduct, or reporting of PHS-funded research. 

4.2. Institution means any domestic or foreign, public or private, entity or organization 

(excluding a Federal agency) that is applying for, or that receives, PHS research funding. 

4.3. Investigator means 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 funded by the PHS, or proposed for such funding, which may include, for example, 

collaborators or consultants. 

4.4. Senior/key personnel means the PD/PI and any other person identified as senior/key 

personnel by the Institution in the grant application, progress report, or any other report 

submitted to the PHS by the Institution under this subpart. For HelixBind, this is defined as 

Officers and Directors of the company as defined in the Organization Chart (10001-ORG). 

4.5. Significant financial interest means: 

https://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&SID=992817854207767214895b1fa023755d&rgn=div5&view=text&node=42:1.0.1.4.23&idno=42#sp42.1.50.f
https://grants.nih.gov/grants/policy/coi/index.htm


(1) A financial interest consisting of one or more of the following interests of the Investigator 

(and those of the Investigator's spouse and dependent children) that reasonably appears to be 

related to the Investigator's institutional responsibilities: 

(i) With regard to any publicly traded entity, a significant financial interest exists if the value 

of any remuneration received from the entity in the twelve months preceding the disclosure 

and the value of any equity interest in the entity as of the date of disclosure, when 

aggregated, exceeds $5,000. 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; 

 

(ii) With regard to any non-publicly traded entity, a significant financial interest exists 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 (or the Investigator's 

spouse or dependent children) holds any equity interest (e.g., stock, stock option, or other 

ownership interest); or 

 

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

income related to such rights and interests. 

(2) Investigators also must disclose the occurrence of any reimbursed or sponsored travel (i.e., 

that which is paid on behalf of the Investigator and not reimbursed to the Investigator so that 

the exact monetary value may not be readily available), related to their institutional 

responsibilities; provided, however, that this 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. The Institution's FCOI policy will specify the details of this disclosure, which will 

include, at a minimum, the purpose of the trip, the identity of the sponsor/organizer, the 

destination, and the duration. In accordance with the Institution's FCOI policy, the 

institutional official(s) 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 PHS-funded research. 

(3) 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; 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 and retirement accounts, as long as the Investigator does not directly control 

the investment decisions made in these vehicles; 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 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; or 

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 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. 

 

4.6. Small Business Innovation Research (SBIR) Program means the extramural research 

program for small businesses that is established by the Awarding Components of the Public 

Health Service and certain other Federal agencies under Public Law 97-219, the Small 

Business Innovation Development Act, as amended. For purposes of this subpart, the term 

SBIR Program also includes the Small Business Technology Transfer (STTR) Program, which 

was established by Public Law 102-564. 

 

5. POLICIES 

Scope 

5.1. The following statement of policy applies to HelixBind Investigators planning to participate 

in or is who are participating in PHS funded research. 

Fiduciary Responsibility 

5.2. Investigators planning to participate in or are participating in PHS funded research serve the 

public trust and thus have a clear obligation to conduct their operations in a manner 

consistent with those responsibilities.  All operational decisions made, are to be made solely 

on the basis of a desire to promote the best interests of HelixBind and the public good. 

 

5.3. In the spirit of the public trust, Investigators proposing to receive PHS funds must disclose – 

before submitting a proposal – any substantive financial conflict of interest that may 

reasonably affect how the project is carried out.  A possible conflict of interest does not 

preclude acceptance of PHS funding, but appropriate safeguards may need to be 

implemented in certain situations. 

Training 

 

5.4. Investigators must receive FCOI training before submitting a PHS application and repeat the 

training at least once every four years.  Training must take place right away if a) an 

Investigator is new to HelixBind; b) HelixBind revises its FCOI policy in a way that affects 

requirements of Investigators; or c) the Investigator is not in compliance with the policy. 

Investigators can find the NIH FCOI training module at the following link: 

http://grants.nih.gov/grants/policy/coi/tutorial2011/fcoi.htm 

http://grants.nih.gov/grants/policy/coi/tutorial2011/fcoi.htm


Upon successful completion of the training module, the Investigator must print a copy of the 

certificate of completion, keep one copy, and send another copy to HelixBind’s Director of 

Quality Systems. 

Disclosure of Significant Financial Interest (SFI) 

5.5. Before submitting a PHS grant or contract proposal, the Investigator must disclose in writing 

to the Institutional Official and report all Significant Financial Interests (including those of his 

or her spouse or domestic partner and dependent children) (see Definitions above): 

i) that would reasonably appear to be affected by the research activities; or 

ii) in entities whose financial interests would reasonably appear to be affected by such 

activities. 

If no SFIs are known to the Investigator, the Investigator will indicate as such to the 

Institutional Official in writing. 

Exclusions 

5.6. The term Significant Financial Interest does not include: 

i) Salary or other remuneration from HelixBind. 

ii) Income from investment vehicles such as mutual funds or retirement accounts, as long as 

the Investigator does not directly control the investment decisions made in these vehicles. 

iii) Income from seminars, lectures, or teaching engagements sponsored by government 

agencies, institutions of higher education, academic teaching hospitals, medical centers, or 

research institutions affiliated with institutions of higher education. 

iv) Income from service on advisory committees or review panels for government agencies, 

v) institutions of higher education, academic teaching hospitals, medical centers, or research 

institutes affiliated with institutions of higher education. 

vi) Unlicensed intellectual property that does not generate income.    

Submitting and Updating FCOI/SFI 

5.7. In addition to disclosing any financial conflict of interest at the time of proposal submission, 

Investigators are required to update their financial disclosures during the period of the 

award, either on an annual basis or as new significant financial interest are obtained. 

5.8. If the Investigator has no significant financial interests to disclose, he or she is required to 

certify the lack of such interests. 

5.9. A possible FCOI may not preclude acceptance of the grant or contract in question; but 

appropriate disclosures or other safeguards may need to be implemented and accepted by 

both the Investigator and the institution. Information received on possible financial interests 

in a proposed project will be kept strictly confidential, except where public disclosure is a 

safeguard the Investigator and HelixBind have agreed upon, or such disclosure is required by 

law or court order. 

Guidelines for identifying conflicts of interest 

5.10. Based on the Investigator’s disclosures, the Institutional Officer will decide whether a conflict 

of interest exists and decide upon conditions or restrictions (if any) should be imposed to 



manage, reduce, or eliminate any conflict of interest.  A conflict of interest exists when the 

Institutional Officer reasonably determines that a significant financial interest could directly 

and significantly affect the design, conduct, or reporting of the proposed or funded research 

activities. 

5.11. Examples of conditions or restrictions that might be imposed to manage, reduce or eliminate 

conflicts of interest include, but are not limited to: 

i) disclosure of significant financial interests to all project staff;  

ii) monitoring of research by independent reviewers;  

iii) modification of the research plan; 

iv) disqualification from participation in the portion of the PHS-funded research that would 

be affected by significant financial interests; 

v) divestiture of significant financial interests; or  

vi) severance of relationships that create conflicts. 

 

5.12. If the Institutional Officer determines that imposing conditions or restrictions would be either 

ineffective or inequitable, and that the potential negative impacts that may arise from a 

significant financial interest are outweighed by interests of scientific progress, technology 

transfer, or the public health and welfare, then the Institutional Officer may allow the 

research to go forward without imposing such conditions or restrictions. 

Compliance, Reporting, and Record-keeping 

5.13. Investigators are expected to comply fully and promptly with the policy. 

5.14. If the Institutional Officer determines that a conflict of interest exists or if the conflict-of-

interest policy is violated, HelixBind will follow federal regulations regarding notification of 

the sponsoring agency. 

5.15. The Institutional Officer will maintain records of all financial disclosures and of all actions 

taken to resolve conflicts of interest for at least one year beyond the termination or 

completion of the grant to which they relate, or until the resolution of any PHS action 

involving those records, whichever is longer.  


