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1.  PURPOSE: To establish policy and procedures for comprehensive programs regarding oversight of Conflict of Interest (COI) management for the investigator and institution to comply with applicable VA rules and other regulations regarding conflict of interest in research. 
2.  BACKGROUND: A conflict of interest occurs when any financial arrangement, situation or action affects or is perceived to exert inappropriate influence on the design, review, conduct, results or reporting of research activities or findings. Concerns related to conflicts of interest have increased as the relationships of investigators with private corporations, pharmaceutical companies, and outside institutions have become more complex. These concerns are based on the potential effects the conflicts may have on the treatment of research participants. The impact of the conflict may occur in any phase of the research from the development of the study design, to the consenting of research participants, and to the management of the study. The conflict may also bias review of proposals, analysis of data and dissemination of research results through publications and presentations. The perception that a conflict of interest exists may not affect the actual development, management and evaluation of the study but rather may negatively impact on the perceived validity of the study and the credibility of both the investigator and the institution. 

3.  SCOPE:  Real or potential COI may affect the scientific objectivity of research and the protection of research participants. Financial COI will be considered by the Office of Regional Counsel. A potential appearance of conflict will be considered, when applicable, by the COI administrator, the R&D (Research and Development) Committee and the IRB (Institutional Review Board) during protocol reviews. The VA requires that for each proposed study, full disclosure shall be made of all financial and employment relationships between an investigator or an involved member of a study team, his/her spouse and his/her dependent children, and the sponsor of a project or any entity with a potential financial interest in the outcome or conduct of the research. This disclosure shall be made as part of the initial research project application process to the Office of Regional Counsel, the IRB, COI Administrator and R&D Committee. Any subsequent financial conflict arising after initial application shall also be reported. 
VA investigators must comply with all laws, regulations and policies of appropriate Federal agencies including VA, and any applicable state regulations pertaining to conflict of interest in research including Title 5 Code of Federal Regulations (CFR) Part 2635 “Standards of Ethical Conduct for Employees of the Executive Branch, Basic Obligations of Public Service” and Conflict of Interest Statutes Title 18 United States Code (U.S.C.) 202-209 as amended.
4.  DEFINITIONS:

a. Statutory Financial Conflict of Interest prohibition:  An employee is prohibited from participating personally and substantially in an official capacity in any particular matter in which, to his knowledge, he or any person whose interests are imputed to him has a financial interest, if the particular matter will have a direct and predictable effect on that interest. Disqualifying interests include the financial interests of the spouse, the minor child, employers, business partners, prospective employers, organizations which the VA official serves as officer, director or trustee (including non-profit entities), equity interests, non-commercial loans, etc. 

b. A Potential Appearance of Conflict is any financial arrangement, or financial situation, that affects, or is perceived to affect, the design, review, conduct, results, or reporting of research activities or findings. For a researcher or research staff, this refers to any financial interest that competes with the Researcher’s of Research Staff’s obligation to protect the rights and welfare of research participants. The appearance of such a conflict from the point of view of a disinterested party represents a potential COI. Real or potential COI shall be identified, and procedures for managing, mitigating or eliminating them shall be followed. 
c. Institutional Conflict of Interest may occur when the institution, or any of its senior management or an affiliate foundation or organization, has an external relationship or financial interest in a company or organization that itself has a financial interest in a VA investigator’s research project. An institution’s senior management are those persons in a position to make decisions with institution-wide implications. These include the Medical Center Director, Chief of Staff, Associate Chief of Staff for Research & Development, and other senior officers. 
d. Significant Financial Interest is defined as anything of monetary value including, but not limited to: salary; payments for services; equity interests, intellectual property rights; and service as an officer, director, partner, trustee  or other fiduciary role for a financially interested company. 

e. Disclosure is the written process of documenting all aspects relating to the development of potential intellectual property for the purpose of determining and assigning ownership. It also means a complete listing of all financial and employment relationships between an investigator or his/her immediate family and (1) the sponsor of a project or (2) a profit or not for profit entity with a potential financial interest in the outcome or conduct of the research. Potential financial conflicts of interest must be disclosed to the Office of Regional Counsel. 
f. Equity - The money value of a property or of an interest in a property in excess of claims or liens against it.

g. Immediate Family Member - The term investigator includes the investigator’s spouse and dependent children.
h. Intellectual Property (Invention) is any art, machine, manufacture, design, or composition of matter, or any variety of plant, which is or may be patentable under the patent laws of the United States. 

i. Inventor is the individual responsible for the conception or reduction to practice of a device or process. 

j. Investigator means the principal investigator and any other person who is responsible for the design, conduct, or reporting of the research and also includes the Investigator's spouse and dependent children. In the context of this policy, the term “investigator” includes the Principal Investigator (PI) (an individual who actually conducts an investigation, i.e., under whose immediate direction research is conducted or, in the event of an investigation conducted by a team of individuals, the responsible leader of that team.), Co-PI, Co-investigators and Investigators. An investigator may be employed by the VA full-time or part-time, have a without compensation (WOC) appointment, or be assigned through an Intergovernmental Personnel Act (IPA) Agreement. For purposes of determining financial interests, the Investigator's interests include those of his/her immediate family. 
k. Patent - A patent is an official written document securing to an inventor for a term of years the exclusive right to make, use, or sell an invention. 
l. Re-disclosure is the formal written process of documenting all aspects relating to any improvement of a previously disclosed invention for the purpose of issuing a new determination on the improved invention. 
m. Royalty is compensation for an invention. 
n. Significant Payments of Other Sorts are payments made by the sponsor of a covered study to the investigator or the institution to support activities of the investigator, exclusive of the costs of conducting the clinical study or other clinical studies, (e.g., a grant to fund ongoing research, compensation in the form of equipment or retainers for ongoing consultation or honoraria) during the time the clinical investigator is carrying out the study and for 1 year following the completion of the study.
o. Proprietary Interest in the Tested Product is property or other financial interest in the product including, but not limited to, a patent, trademark, copyright or licensing agreement. 

5.  RESPONSIBILITIES:


a.
Investigator:

(1)
When submitting a research proposal for review by the IRB, the IRB policies must be followed and the Introductory Questionnaire answered which addresses conflicts. The VA Standards of Ethical Conduct and What May Constitute a Real or Potential Conflict of Interest must be read and acknowledged on the Conflict of Interest Attestation form. The appropriate Conflict of Interest Attestation form (for researchers or for committee members) must also be submitted directly to the Research Service Compliance Core. The COI Administrator reviews the VA Conflict of Interest Attestation form from Principal Investigators, Co-Principal Investigators, Investigators, Co-Investigators, or Collaborators who devote 5% or more effort on the research study to be conducted at the NF/SG VHS. 


Any report which reflects a potential financial conflict of interest shall be referred to the Office of Regional Counsel for review prior to IRB decision. 
· NF/SG VHS requires that, for each proposed study, full disclosure shall be made of all financial and employment relationships between an investigator or an involved member of a study team, the investigator’s spouse and dependent children, and the sponsor of a project or any entity with a potential financial interest in the outcome or conduct of the research. This disclosure shall be made as part of the initial research project application process to both the IRB and the VA COI Administrator. 

· This requirement applies to all research activities conducted completely or partially at the NF/SG VHS or conducted in VA approved off-site locations and/or facilities, and/or conducted by VA investigators while on official VA duty time, whether funded by VA or by other sources, or unfunded. 

· This requirement applies to all proposals submitted to the NF/SG VHS for review by the IRB and Research and Development Committee, and to proposals submitted to the Office of Research and Development for scientific Merit Review, and all other VA-funding considerations. 


(2)
Will immediately submit a Conflict of Interest Attestation to the Research Service Compliance Core to be forwarded to the Office of Regional Counsel and/or COI Administrator when new conflicts of interest are identified or current ones cease to exist. 


(3)
When submitting a protocol for continuing review for the annual update process through the R&D Committee for which there has been no change in the Conflict of Interest Statement, the Principal Investigator will report that there is no change to the Conflict of Interest by documenting in the Continuing Review Application that the most recent Conflict of Interest Attestation(s) for that protocol remains current and correct. 

(4)
Must comply with the final decision of the Office of Regional Counsel and/or IRB in managing the conflict of interest. 


b.
Research Service Compliance Core:
Maintain records of all COI Statements and actions taken by NF/SG VHS Research with respect to each conflicting interest in research for the period that the protocol records are maintained. Any action, to include a COI management plan, set forth by the IRB, R&D Committee and/or Director will be provided in writing to the PI through the Research Service Compliance Core. Office of Regional Counsel attorney will advise Research Compliance Core of their decision on whether or not a reported interest represents a prohibited financial conflict of interest. If the interest represents a prohibited financial conflict of interest, the PI will not be authorized to participate. 

c.
The Office of Regional Counsel Staff Attorney:
Will review any reported financial conflict of interest with a potential impact on the outcome or conduct of the research. A financial conflict of interest may be based upon imputed interests –that is, the financial gain of the external organization (such as a non-VA employer) is considered equivalent to gain to the PI. Under 5 C.F.R. §  2635.107(b), a federal employee may not be disciplined for actions taken in reliance upon guidance from an agency ethics official. Agency ethics officials include Regional Counsel Attorneys, and attorneys in Professional Staff Group III of the Office of General Counsel. 

d. 
COI Administrator:
Is responsible for reviewing, identifying, and evaluating potential appearance of conflicts of interest in research for investigators and the institution based on the review of the VA conflict of interest attestation. If the Regional Counsel staff attorney or other OGC agency ethics official determines that there is a prohibited financial conflict of interest, they will provide guidance to the PI or to the IRB regarding resolution of the conflict. If the Regional Counsel determines that there is no prohibited financial conflict of interest, then the COI Administrator makes recommendations relative to any potential or perceived  conflict of interest to the PI, IRB and R&D Committee to minimize conflicts and to manage associated risks as they might affect the safety of research participants. The COI Administrator will: 

(1) Review and evaluate investigator disclosures and refer any potential prohibited financial conflict of interest to the Regional Counsel’s Office. Upon receipt of the Regional Counsel’s decision as to whether the reported potential conflict has been resolved, the COI Administrator will make recommendations to approve or disapprove directly to the R&D Committee for approval. 

(2) Determine if the apparent conflicts are real (i.e. would change behavior and require a management strategy) or apparent (i.e. would not change behavior but may still need to be disclosed and/or managed in order to preserve the public trust), if there is a potential conflict that would not constitute a statutorily prohibited financial conflict of interest. Considers the nature of the research, the magnitude of the apparently conflicting interest and the degree to which the apparent conflict is related to the research, the extent to which the interest could directly and substantially affect the research, and if there is potential for harm to research participants or for coercion or undue influence. The apparent conflict of interest may affect the design, conduct or reporting of the research;

(3) Determine if potential for harm to participants exists that may result in the need for additional protections to minimize risk; 

(4)
Determine what information should be disclosed in the informed consent form as part of management strategy; 

(5)
Determine what conditions or restrictions, if any, should be imposed to manage, reduce or eliminate the conflict and communicates with the PI those actions that should be taken See 5 C.F.R. §  2635.502. 
(6) Determine if the apparent conflict could result in coercion and undue influence; 
(7) Will report findings and recommend steps to manage the apparent conflict of interest in research concurrently to the IRB and R&D Committee. The R&D Committee also will communicate conclusions and COI management strategies to the Institutional Official. 

e. 
Research and Development Committee:
The R&D Committee may grant final approval to the IRB’s actions concerning COIs, or recommend other stipulations or changes, but may not disallow any of the IRB's stipulations or required changes. The COI Administrator as a representative of the R&D Committee will communicate its findings and recommendations to the IRB. The Office of Regional Counsel has the final authority concerning a financial COI and its management for a study. The ORC shall be available for consultation with the R&D Committee. The report will be sent in the form of a memorandum from the R&D Committee Chairperson.


RC handles financial conflicts, R&D or COI handle non-financial matters or apparent conflicts after review by RC. (not editing all of this) 



The R&D Committee shall also be responsible for issues involving apparent COI for studies not involving human subjects, e.g., involving animal studies and/or basic research.

(1)
When the IRB’s finding regarding a conflict of interest in research is reported to the R&D Committee, the R&D Committee is responsible for reviewing actions taken by the IRB. 


(2)
The R&D Committee will determine if actions, in addition to those recommended by the RC and Conflict of Interest Administrator and required by the IRB, should be taken to manage, reduce or eliminate the conflict of interest in research. The R&D Committee may approve the IRB’s actions, may add other stipulations or changes to the proposal but may not disallow any of the IRB’s stipulations or changes regarding the conflict of interest in research. 


(3)
Any additional action to include a COI management plan, set forth by the R&D Committee will be communicated to the IRB, Director and PI. 


f.
Director 

(1)
Is the Institutional Official responsible for the Research and Development Program at the NF/SG VHS and as such, represents the NF/SG VHS in issues related to research and administers the facility’s program related to research. This includes assuring compliance with ethical standards, except that formal opinions on financial conflicts of interest or the applicability of the Standards of Conduct for Employees of the Executive Branch may be issued only by authorized employees of the Office of Regional Counsel or the Office of General Counsel. 
(2) Subject to the limitations noted above, May appoint another staff member to administer the day-to-day activities related to ethics and the conflict of interest in research program.
(3) Will ensure compliance with all VA, NF/SG VHS and federal policies related to conflict of interest in research through audits or other mechanisms. 

(4) Will ensure the dissemination of this policy, through the R&D Office, to all Principal Investigators to ensure familiarity with this policy. 

(5) Will review the findings of the COI Administrator, IRB and R&D Committee regarding conflicts of interest in research identified. The Director may make recommendations to the IRB which has the final authority. Any determination and/or action by the Director will be communicated to the IRB, R&D Committee and PI by the Director or his/her designee through memorandum. 


g.
Institutional Review Board:
Is responsible for review of the introductory questionnaire, protocol and consent document. When protocol submission reviewed by the IRB Administrative Office and/or IRB Membership indicates that a conflict of interest may be present, the UF Assistant Director for Compliance is contacted and provided with the protocol, title, IRB number, the consent document, conflict of interest language (as submitted), the sponsor name, and what the identified conflict is. Once a determination has been made by the Office of Regional Counsel that no statutorily prohibited financial conflict of interest exists, the individual and/or institutional circumstances are evaluated by the Assistant Director of Compliance, recommendations regarding management of ethical concerns are communicated to the IRB Administrative Office and IRB Membership via email, and may include, but are not limited to, and/or restricted involvement of the PI in research activities. http://irb.ufl.edu/docs/irb01ppmanual.doc
6.
MANAGING CONFLICT OF INTEREST


Should the Regional Counsel’s Office conclude that a project might have a direct and significant impact on financial interest and that a prohibited financial conflict of interest exists, the RC will work with the PI to eliminate the prohibited conflict. In cases where the disclosure shows an existing prohibited financial conflict of interest, the matter will be reported to OIG for investigation. Where there is a prohibited financial conflict of interest, steps that may be considered to eliminate the conflict include but are not limited to:  

(1) Investigator or institution severs relationships creating the conflict

(2) Investigator or institution divests significant financial interests
(3) Investigator substitutes someone else to serve as project PI and is appropriately distanced from the conduct of the research including consenting subjects.


Where there is no prohibited financial conflict of interest, but there are non-financial issues or financial issues not constituting a breach of 18 U.S.C. §  208, such as the financial arrangements that could affect the design, conduct or reporting of the project, the COI Administrator will make recommendations to the IRB and R&D Committee on how to manage the potential conflict of interest or other ethical concerns. Examples of conditions or restrictions that might be imposed to manage conflicts of interest include, but are not limited to: 

(1) Investigator or institution severs relationships creating the conflict
(2) Investigator or institution divests significant financial interests
(3) Investigator or institution discloses relationship with sponsor or outside entity (to be consistent with VA requirement in a prior paragraph) on all publications, in the consent form provided to human subjects, and in other appropriate public forums
(4) Investigator separates research from consulting, etc., providing an acceptable detailed written plan for achieving this
(5) Investigator substitutes someone else to serve as project PI and is appropriately distanced from the conduct of the research including consenting subjects.
(6) Not conducting proposed research each at the institution, or halting it if it has commenced. 
(7) Reducing, eliminating, or otherwise modifying the financial (equity or royalty) interests or relationships involved; 
(8) Requiring an independent data and safety monitoring committee or similar monitoring body;
(9) Modifying the role(s) of particular research staff or changes in location for certain research activities, e.g., a change of the person who seeks consent, or a change in investigator; or  
(10) Establishing a research monitoring process, so that the research can be closely scrutinized to ensure that potential conflicts do not undermine the integrity of the work and of the VA.
(11) The COI Administrator will recommend whether the project should be approved and recommend a plan for the management of any conflict to the IRB. Upon IRB approval of a management plan, it will be sent to the NF/SG VHS R&D Committee. 
(12) R & D Member or Sub-Committee Member Conflicts
No R&D or sub-committee member may participate in the initial or continuing review of any protocol in which the member has a conflicting interest. A person recusing themselves for personal reasons can still be counted in the quorum and may remain in the room; otherwise, conflicted members are asked to leave the room before deliberations begin and until after the vote has been taken. The minutes will identify the conflicted member as not voting, and that member will not be counted toward quorum for that specific project.

Conflicts for IRB-01 members will be evaluated and managed according to the IRB policies.
7.
ADDITIONAL PROCEDURES FOR FDA STUDIES:  FDA may consider clinical studies inadequate and the data inadequate if, among other things, appropriate steps have not been taken in the design, conduct, reporting and analysis of the studies to minimize bias. One potential source of bias in clinical studies is a financial interest of the clinical investigator in the outcome of the study because of the way payment is arranged (e.g., a royalty) or because the investigator has a proprietary interest in the product (e.g., a patent) or because the investigator has an equity interest in the sponsor of the covered study. 
a. Any clinical investigator for whom the applicant does not submit the certification Form FDA 3454, the applicant shall submit a completed Form FDA 3455 disclosing completely and accurately the following: 

· Any financial arrangement entered into between the sponsor of the covered study and the clinical investigator involved in the conduct of a covered clinical trial, whereby the value of the compensation to the clinical investigator for conducting the study could be influenced by the outcome of the study. 

· Any significant payments of other sorts from the sponsor of the covered study, such as a grant to fund ongoing research, compensation in the form of equipment, retainer for ongoing consultation, or honoraria. 

· Any proprietary interest in the tested product held by any clinical investigator involved in a study. 

· Any significant equity interest in the sponsor of the covered study held by any clinical investigator involved in any clinical study. 

· Any steps taken to minimize the potential for bias resulting from any of the disclosed arrangements, interests, or payments.

b. The clinical investigator shall provide to the sponsor of the covered study sufficient accurate financial information to allow the sponsor to submit complete and accurate certification or disclosure statements as required. The investigator shall promptly update this information if any relevant changes occur in the course of the investigation or for 1 year following completion of the study. 

c. The clinical investigator shall provide the sponsor with sufficient accurate financial information to allow an applicant to submit complete and accurate certification or disclosure statements as required. The clinical investigator shall promptly update this information if any relevant changes occur during the course of the investigation and for 1 year following the completion of the study. 

d. A clinical investigator shall disclose to the sponsor sufficient accurate financial information to allow the applicant to submit complete and accurate certification or disclosure statements as required. The investigator shall promptly update this information if any relevant changes occur during the course of the investigation and for 1 year following completion of the study. 
Regional Counsel shall review any informational submissions which show activities or interests as described in para. a, and shall report to Research Service their opinion as to whether or not a statutorily prohibited financial conflict of interest or other violation of law exists. 
8.  FAILURE TO COMPLY WITH CONFLICT OF INTEREST POLICY:  If an investigator fails to comply with the COI policy or with corrective actions requested by the IRB and/or the R&D Committee, the failure to comply will be reported to the VA Hospital Director. Any failure to comply with conflict of interest policy and/or corrective actions pertaining to a specific conflict of interest may result in other conditions or restrictions that would be consistent with applicable policies, regulations, and laws.

These conditions or restrictions may include:


(1)
Termination of the research protocol; 


(2)
Removal of the investigator from the research protocol team; or 


(3)
Revocation of the privilege to conduct research at the NF/SG VHS.

The VA Office of Inspector General, The Public Health Service, the Food and Drug Administration, or other applicable entities may also sanction the investigator, depending on the seriousness of the non-compliance and the determination of the research sponsor and responsible agency.

9.  MAINTENANCE OF RECORDS


a.
The consent contains the COI disclosure. The IRB record including the minutes, forms, emails etc. and the R & D Committee record, discusses the management of the COI.


b. 
The R&D Committee will maintain records of conflict of interest disclosures and all actions taken by the medical center, with respect to each COI. 


c.
 The R&D Committee is responsible for maintenance of records of all actions taken by the medical center with respect to each conflicting interest for the time period that the protocol records are maintained according to the Records Retention Policy.
REFERENCES

VHA Handbook 1200.5 Requirements for the Protection of Human Subjects in Research, paragraph 7.A(9)

VHA Handbook 1200.18, Intellectual Property 
Medical Center Policy 00-8 Appendix H

Institutional Review Board (IRB-01):  http://irb.ufl.edu/docs/irb01ppmanual.doc 
VHA Handbook 1660.03, Conflict of Interest Aspects of Contracting for Scarce Medical Specialist Services, Enhanced Use Leases, Health Care Resource Sharing, Fee Basis and Intergovernmental Personnel Act Agreements (IPAS)
VHA Handbook 1004.07, Financial Relationships Between VHA Health Care Professionals and Industry

VHA Handbook 1200.01 Paragraph 15, Conflicts of Interest in Research

FOLLOW-UP RESPONSIBILITY

This SOP will be reviewed annually, and revised as needed by the ACOS of Research and the Compliance Officer.
Initial Approval:
April 9, 2007
Revised:
February 1, 2010
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North Florida/ South Georgia Veteran’s Health System
(NF/SGVHS)
Research & Development Committee Member, Subcommittee Member,
or Consultant Conflict of Interest Form
	This form must be completed by NF/SGVHS Committee Members, Subcommittee Members, and Consultants.  This is an annual requirement for committee members.  This form must be resubmitted within 30 days if there is a change in conflict of interest status.

	Conflict of Interest Attestation

	Committee Members or Consultants must check all the following boxes:

 FORMCHECKBOX 

I have read the attached “VA Standards of Ethical Conduct and What May Constitute a Real or   Potential Conflict of Interest.” 

 FORMCHECKBOX 

I will not participate in the voting on the initial or continuing review of any project; the review of any project modifications; or the review of adverse or unanticipated events, complaints, or noncompliance with regulations, in which I, an immediate family member, or any other person with whom I have an imputed interest or in which I have a potential personal or financial conflict of interest, except to provide information requested by one of the Committee Chairs.
 FORMCHECKBOX 

If I do have a potential conflict with any research project before the committee for review, I will notify the Chair at the beginning of the meeting and I will leave the room until after the vote on the project in question has been recorded.  If assigned a project as a reviewer, I will immediately declare the conflict and return the project to the Research Office.
 FORMCHECKBOX 

I understand that not recusing myself from the review of any research projects that could involve real or potential conflicts of interests or the providing of false information, may be punishable by fine or imprisonment (U.S. Code, Title 18, section 1001). 
________________________________________

______________________

Signature
Date
_________________________________
Printed Name




For COI Administrator Use:
Does this committee member represent a conflict of interest for the institution?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
If “Yes”, please detail the conflict and recommendations to resolve or manage it.

Please indicate if VA Regional Counsel and/or University of Florida Assistant Director of Compliance was consulted and if so, what their recommendations were, if any. 

________________________________________

______________________

Signature Conflict of Interest Administrator
Date
Initial Approval:
April 9, 2007
Revised:
February 1, 2010

North Florida/ South Georgia Veteran’s Health System
(NF/SGVHS)
NF/SG VHS Research and Development Program Conflict of Interest Form
	This form must be completed by NF/SGVHS researchers and their staff for every research project submitted to the Research Compliance Office.  This form must be completed, signed and submitted by each principal investigator, co-principal investigator and any study personnel listed on UF IRB-01 form Addendum A. This form must be resubmitted within 30 days if there is a change in conflict of interest status.  

This information will be used to determine if there is a perceived or real financial conflict of interest or if there is the potential for such financial conflicts of interest.  Your disclosure will help us to eliminate bias, ensure the integrity of research, and protect human subjects at the NF/SGVHS.  The form will only be reviewed by persons on a need to know basis.  The completed and signed document must be submitted to the Research Office Compliance Core.



	Name:
     
IRB#:
     

	Project Title:       

	

	VA Employee  FORMCHECKBOX 
   WOC  FORMCHECKBOX 
   IPA/On VA Contract  FORMCHECKBOX 
   Other:  FORMCHECKBOX 
      

	VA Funding:  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 


	Conflict of Interest Attestation (*Check all appropriate boxes)

	 FORMCHECKBOX 

I have read the attached “VA Standards of Ethical Conduct and What May Constitute a Real or Potential Conflict of Interest.” 

	 FORMCHECKBOX 

No Conflict of Interest:

I certify that I do not have any real or perceived financial conflict of interest with this research study in accordance with the items outlined in “VA Standards of Ethical Conduct and What May Constitute a Real or Potential Conflict of Interest.”

	 FORMCHECKBOX 

Yes Conflict of Interest:

I disclose that I do have a real or perceived financial conflict of interest with this research study in accordance with the items outlined in “VA Standards of Ethical Conduct and What May Constitute a Real or Potential Conflict of Interest.”  Here is an explanation of my possible conflict of interest: 

     



________________________________________

______________________

Signature
Date
_________________________________
Printed Name

For COI Administrator Use:
Does this researcher represent a conflict of interest for the institution?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
If “Yes”, please detail the conflict and recommendations to resolve or manage it.

Please indicate if VA Regional Counsel and/or University of Florida Assistant Director of Compliance was consulted and if so, what their recommendations were, if any. 

________________________________________

______________________

Signature Conflict of Interest Administrator
Date
Initial Approval:
April 9, 2007
Revised:
February 1, 2010
Appendix C

VA Standards of Ethical Conduct and What May Constitute
a Real or Potential Conflict of Interest

February 1, 2010

1.  Basic Obligations of Public Service

Public service is a public trust. To ensure that every citizen and human subject can have complete confidence in the integrity of the Department of Veterans Affairs research protocol submission, approval, and monitoring processes, as well as in the conduct of the research, each VA investigator and their staff as well as each NF/SG VHS R&DC and sub-committee member must respect and adhere to the principle of ethical conduct as set forth in 5 CFR 2635, Standards of Ethical Conduct for Employees of the Executive Branch, and must disclose and manage any conflicts of interest.

The following principles apply to every NF/SG VHS Investigator and committee member:

· Public service is a public trust, requiring employees to place loyalty to the Constitution, the laws, and ethical principles above private gain.

· Employees shall not hold financial interests that conflict with the conscientious performance of duty.

· Employees shall not engage in financial transactions using nonpublic government information or allow the improper use of such information to further any private interest

· Employees shall not solicit or accept any gift or other item of monetary value from any person or entity seeking official action from, doing business with, or conducting activities regulated by the employee’s agency, or whose interests may be substantially affected by the performance or nonperformance of the employee’s duties.

· Employees shall not use public office for private gain.

· Employees shall act impartially and not give preferential treatment to any private organization or individual.

· Employees shall protect and conserve public property and shall not use it for other than authorized activities.

· Employees shall not engage in outside employment activities, including seeking or negotiating for employment, that conflict with official government duties and responsibilities.

While all government employees must adhere to all the above principles, there are several of these principles which investigators and committee members involved in VA research can expect to receive greater scrutiny. These involve real or potential conflicts of interest, particularly financial, and the acceptance of gifts.

2.  Financial Conflicts of Interest (FCOI)
In accordance with 5 CFR 2635, government employees are prohibited from participating personally and substantially in an official capacity in any particular matter in which, to his/her knowledge, he/she, or any person whose interests are imputed to him/her, has a financial interest, if the particular matter will have a direct and predicable effect on that interest. A particular matter will have a direct effect on a financial interest if there is a close causal link between any decision or action to be taken in the matter and any expected effect of the matter on the financial interest. An effect may be direct even though it does not occur immediately.

The financial interests of the following persons are considered to be imputed interests to the investigator and will serve to disqualify an investigator to the same extent as if they were the investigator’s own interests:

· Employee’s spouse

· Employee’s minor child

· Employee’s general partner in a business

· An organization in which the employee serves as officer, director, trustee, general partner, or employee

· Any person with whom the employee is negotiating or has an arrangement concerning prospective employment

The researcher should report any financial interest which may be related to the proposed research, entities supporting the research, or participants in the research. The following are considered significant financial conflicts of interest including but not limited to the following monetary interests, as qualified by the following paragraphs:

· Non-VA salary or other payments (e.g., consulting fees or honoraria)

· Equity interests (e.g., stocks, mutual funds, stock options, or other ownership interests)

· Intellectual property rights (e.g., patents, copyrights, and royalties from such rights) that would reasonably be expected or appear to affect the proposed research

· Consulting fees, honoraria, gifts, or other “in kind” compensation for any purpose not directly related to the reasonable costs of the research 

· Any non-royalty payments or entitlements to payments in connection with the proposed research that are not directly related to the reasonable costs of the research, including any bonuses or milestone payments to the investigators in excess of reasonable costs incurred

· Service as an officer, director, or in any other fiduciary role for a company with financial interests in the proposed research  

NOTE:  All real or potential COI should be reported to our local Conflict of Interest Administrator for his/her assessment and consultation with general counsel and others as needed. A FCOI can only be ruled out by consultation with the Regional Counsel, or within the Office of General Counsel at the VA Central Office.
Significant financial conflicts of interest do not include:

· Salary, royalties or other remuneration from the Department of Veterans Affairs or other federal salary

APPEARANCE OF CONFLICT OF INTEREST 

Review is recommended to rule out appearance of conflict of interest where the proposed research would potentially impact any of the following:  

(i) A person, other than a prospective employer described in § 2635.603(c), with whom the employee has or seeks a business, contractual or other financial relationship that involves other than a routine consumer transaction;
NOTE: An employee who is seeking employment within the meaning of § 2635.603 shall comply with subpart F of this part rather than with this section.

(ii) A person who is a member of the employee’s household, or who is a relative with whom the employee has a close personal relationship;

(iii) A person for whom the employee’s spouse, parent or dependent child is, to the employee’s knowledge, serving or seeking to serve as an officer, director, trustee, general partner, agent, attorney, consultant, contractor or employee;

(iv) Any person for whom the employee has, within the last year, served as officer, director, trustee, general partner, agent, attorney, consultant, contractor or employee; or

(v) An organization, other than a political party described in 26 U.S.C. 527(e), in which the employee is an active participant. Participation is active if, for example, it involves service as an official of the organization or in a capacity similar to that of a committee or subcommittee chairperson or spokesperson, or participation in directing the activities of the organization. In other cases, significant time devoted to promoting specific programs of the organization, including coordination of fundraising efforts, is an indication of active participation. Payment of dues or the donation or solicitation of financial support does not, in itself, constitute active participation.

Where a committee member knows that a particular matter involving a protocol to be reviewed by the committee on which they serve is likely to have a direct and predictable effect on the financial interests of any of his/her imputed interests or where the committee member determines that the circumstances would cause a reasonable person with knowledge of the relevant facts to question his/her impartiality in the matter, the committee member must immediately recuse himself/herself from the review of that particular protocol or matter. This includes leaving a fully convened meeting during the vote on the protocol or particular matter and only returning after the vote is complete. If a member is assigned a protocol for review, he/she must immediately return it to the committee Chair if a real or the appearance of conflict of interest exists.

If it is necessary for the committee to obtain preliminary information pending resolution of the potential conflict of interest, the committee Chair may ask the member to remain to answer any questions. Once all questions have been answered, the member must leave the meeting. 
Where an investigator or member of his research team knows that the protocol on which they are working, would cause a reasonable person with knowledge of the relevant facts to question his/her impartiality in the matter, they must disclose this to the COI Administrator and the Research Office. 
3.  Acceptance of Gifts

With a few exceptions, an investigator or a NF/SG VHS R&DC or sub-committee member, shall not, directly or indirectly, solicit or accept a gift from a prohibited source or which is given because of the employee’s official position or function. 
A prohibited source is any person who meets one or more of the following criteria:

· Is seeking official action by the employee’s agency

· Does business or seeks to do business with the employee’s agency 

· Conducts activities regulated by the employee’s agency

· Has interests that may be substantially affected by performance or nonperformance of the employee’s official duties

· Is an organization, the majority of whose members are engaged in or have interests in the activities described in the above bullets

In general, a government employee may not:

· Accept a gift in return for being influenced in the performance of an official act or for reviewing a particular protocol

· Solicit or coerce the offering of a gift

· Accept gifts from the same or different sources on a basis so frequent that a reasonable person would be led to believe the employee had a conflict of interest

· Receive any salary or any contribution to or supplementation of salary from any source other than the Unites States as compensation for services as a government employee

· Accept vendor promotional training contrary to applicable regulations, policies, or guidance relating to the procurement of supplies and services for the government.

A gift is any gratuity, favor, discount, entertainment, hospitality, loan, forbearance, or other item having monetary value. It includes services as well as gifts of training, transportation, local travel, lodgings and meals, whether provided in-kind, by purchase of a ticket, payment in advance, or reimbursement after the expense has been incurred. It does not include the following:

· Modest items of food and refreshments, such as soft drinks, coffee, and donuts, offered other than as part of a meal

· Greeting cards and items with little intrinsic value, such as plaques, certificates, and trophies, which are intended solely for presentation

· Loans from banks and other financial institutions on terms generally available to the public

· Opportunities and benefits, including favorable rates and commercial discounts, available to the public or to a class consisting of all federal government employees, whether or not restricted on the basis of geographic considerations

· Rewards and prizes given to competitors in contests or events, including random drawings, open to the public unless the employee’s entry into the contest or event is required as part of their official duties

· Pension and other benefits resulting from continued participation in an employee welfare and benefits plan maintained by a former employer

· Anything which is paid for by the government or secured by the government under government contract

· Anything for which market value is paid for by the employee 
There are many exceptions to the prohibition on accepting gifts. Only a few of the more common ones are detailed below. When in doubt about the acceptance of a gift, you should contact your Regional Counsel. 
· A government employee may accept unsolicited gifts having an aggregate market value of $20.00 or less per source per occasion provided that the aggregate market value of the individual gifts received from any one person shall not exceed $50 in a calendar year. This exception does not apply to gifts of cash or of investment interests such as stock, bonds, or certificates of deposit, which are strictly prohibited.

· A government employee may accept a gift given under circumstances which make it clear that the gift is motivated by a family or personal friendship rather than the position of the employee. Relevant factors in making such a determination include the history of the relationship and whether the family member or friend personally pays for the gift.

· A government employee may accept discounts and other similar opportunities and benefits if they are offered to all government employees or to members of a group, class, or organization to which the investigator belongs that is not related to their government employment or does not otherwise discriminate among government employees on the basis of their official position or rank.

4.  Other Potential Conflicts of Interest

Two other areas that may result in a conflict of interest or the appearance of a conflict of interest that require a short mention are the use of nonpublic information and compensation for teaching, speaking and writing.

A government employee shall not engage in a financial transaction using nonpublic information, nor allow the improper use of nonpublic information to further his/her own private interest or that of another, whether through advice or recommendation, or by knowing unauthorized disclosure. Nonpublic information is information that the employee gains by reason of federal employment and that he/she knows or reasonably should know has not been made available to the general public.

Finally, a government employee should not receive compensation from any source for teaching, speaking, and writing other than the government, that relates to his/her official duties. This generally means an employee may not be compensated for teaching, speaking, or writing on any matter to which the employee is presently assigned or to which the employee  had been assigned during the previous one-year period or on any ongoing or announced policy, program, or operation of the employee’s agency. There are many nuances to this particular prohibition, such as teaching certain courses in a regularly established curriculum of an institution of higher education. Again, if in doubt, please consult your Regional Counsel.

5.  Disclosure of Conflicts of Interest

Where a NF/SGVHS R&DC or sub-committee member or a researcher knows that a particular matter involving specific parties  is likely to have a direct and predictable effect on the financial interests of any of his/her imputed interests or where the individual determines that the circumstances would cause a reasonable person with knowledge of the relevant facts to question his/her impartiality in the matter, they must  disclose  to the NF/SGVHS COI Administrator that a conflict of interest exists. Committee members must not participate in the review of the particular matter.

After reading this information, each NF/SGVHS R&DC and/or sub-committee member as well as each study team member listed on Addendum A of a specific project must complete a NF/SG VHS  Conflict of Interest Attestation Form and submit it to the Research Office Compliance Core  via inter-office mail, Commerce Building room E101 or place in the document submission safe in room E584-1.
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