                                    



CENTER MEMORANDUM NO. 151-5

VA WESTERN NEW YORK HEALTHCARE SYSTEM

March 31, 2008

                                         CENTER MEMORANDUM NO. 151-5 
MANAGEMENT OF CONFLICT OF INTEREST IN RESEARCH 
1.
PURPOSE:  This center memorandum describes the processes for identifying, managing, and minimizing actual or potential conflicts of interest related to investigators and research staff conducting research, members of the Research and Development Committee (R&D), its subcommittees and consultants within the Veterans Affairs Western New York Healthcare System. (VAWNYHS). This policy also applies to actual or potential conflicts of interest of the VAWNYHS as an Institution.
2.
POLICY: A potential conflict of interest exists when an employee’s financial interests or other obligations interfere, or might appear to interfere, with the employee’s obligations to act without improper bias and in the best interest of the VAWNYHS.  The mere appearance of a conflict may be as serious and potentially damaging to the public trust as an actual conflict.  Therefore, potential conflicts must be disclosed, evaluated and managed with the same thoroughness as actual conflicts.

All VA employees, VA investigators and R&D Committee and subcommittee members, and consultants must comply with the Standards of Ethical Conduct for Executive Branch Employees and the Federal criminal code.  The obligation to follow applicable ethics laws and regulations also applies to WOC employees and IPAs conducting VA research or participating as a committee or subcommittee member or a consultant.  R&D Committee and subcommittee members, consultants and VA investigators must comply with VA policies on financial conflicts of interest in research. 

R&D Committee and subcommittee members and consultants with outside consulting, employment, or royalty payment opportunities must ensure that these activities do not present any actual or perceived financial conflict of interest, and must recuse themselves from the review of proposals for which any conflict of interest may exist.  They may not be present during the deliberations or the vote on such research proposals.
3.
SCOPE:  This policy applies to all research personnel conducting human subject research approved by the VAWNYHS R&D and IRB committees, members of the Research and Development Committee (R&D) and its Subcommittees, including the Institutional Review Board (IRB), consultants to the R&D Committee or its subcommittees, the VAWNYHS Research administrative staff, the Institutional Official and the Institution itself.
4.
DEFINITIONS:
a. Business (noun, e.g., a business):  Any corporation, partnership, sole proprietorship, limited liability company, limited liability partnership, firm, franchise, association, organization, holding company, joint stock company, receivership, business or real estate trust, or any other legal entity organized for profit or charitable purposes, but excluding the VA, any affiliated hospital, any private medical practice, or any other entity controlled by, controlling, or under common control with the VA.

b. Business (verb, e.g., to do business):  Any patient care, research, teaching, or similar biomedical/health sciences activities; purchasing of goods and/or services for the provision of biomedical/health sciences activities; contracting or attempting to contract for the provision of goods and/or services to be used in biomedical/health sciences activities.

c. Conflict of Interest (COI):  is any situation in which financial or personal obligations may compromise or present the appearance of compromising an individual’s or group’s professional judgment in conducting, reviewing, or reporting research.

d. Executive Position:  Any position that includes responsibilities for a material segment of the operation or management of a business. This would include a position on a Board of Directors.

e. Family:  A spouse and/or dependent child/children.

f. Financially Interested Business:  any business with financial interests that would reasonably appear to be affected by the conduct or outcome of this research project (including the sponsor of the research and/or the manufacturer or licensee of an investigational product or technology used in the research).  This term includes businesses that compete with the sponsor or the manufacturer/licensee of an investigational product, if the covered individual actually knows that the financial interests of such a business would reasonably appear to be affected by the research.  This term also includes any entity acting as the agent of a financially interested business (e.g., a contract research organization).

g. Human Research Protection Program (HRPP):  is a comprehensive system to ensure the protection of human participants participating in research.  The HRPP consists of the following individuals and committees: the Medical Center Director (MCD), Chief of Staff (COS), Associate Chief of Staff (ACOS) for Research and Development (R&D), the Administrative Officer (AO) for R&D, the Clinical Coordinator for Research, the R&D Committee, the IRB and other subcommittees addressing human participant protection (Laboratory safety Committee), investigators, IRB staff, research staff, health and safety staff and research pharmacy staff.  The objective of this system is to assist the institution in meeting ethical principles and regulatory requirements for the protection of human subjects in research. Refer to CM 151-1 Policy and Procedures Concerning Research Involving Human Participants.
h. Intellectual Property:  Intellectual property includes any invention or improvement intc  \l 1 "
HUMAN SUBJECTS"
technology, whether patentable or not, conceived or developed using the expertise for which an employee is employed by the VA, VA facilities, personnel, information, or other resources; educational, professional or tangible materials, whether or not registered for copyright or trademark, that result from the instructional, research, or public service activities of the VA and data developed using VA facilities, personnel, or other resources. 

i. Investigator:  means the principal investigator and any other person who is responsible for the design, conduct, or reporting of the research.  For purposes of determining financial interests, the Investigator's interests include those of his/her spouse and dependent children.

j. Non-Financial Conflict of Interest:  This may exist when an individual serves dual roles, such as investigator and health care provider. Other interests, such as publication, promotion or tenure, can also become conflicts of interest that may affect an individual’s judgment.

k. Participate:  To be part of the described activity in any capacity or position that may influence an outcome.

l. Project Period:  The project period should match the performance dates on the grant or contract or similar document. This may be an anticipated start and completion date.

m. Significant financial interest:  means anything of monetary value in a financially interested business held by the investigator or the investigator’s immediate family, including but not limited to, salary or other payments for services (e.g., consulting fees or honoraria); equity interests (e.g., stocks, stock options or other ownership interests); intellectual property rights (e.g., patents, copyrights and royalties from such rights), and board or executive relationship with the business regardless of compensation. 
The term “significant financial interest” does not include the following:

(1) Interests of any amount in publicly traded, diversified mutual funds.

(2) Stock or stock options in a publicly-traded company that meets the following four tests:

· The value of the interest when aggregated for the immediate family does not exceed $10,000.

· The interest is publicly traded on a stock exchange.

· The value of the interest is does not exceed 5% interest in any one single entity when aggregated for the immediate family.

· No arrangement has been entered into where the value of the ownership interests will be affected by the outcome of the research.

(3) Compensation related to the research unless it meets two tests:

· The value of the compensation when aggregated for the immediate family does not exceed $10,000 in the past year.

· No arrangement has been entered into where the amount of compensation will be affected by the outcome of the research.
(4) Payments to the institution, or via the institution to the individual, that are directly related to reasonable costs incurred in the conduct of research as specified in the research agreement(s) between the sponsor and the institution.

(5) Salary or other remuneration from the VA, including earnings and the distribution of those earnings that may be established by departmental or other similar agreements provided that those agreements and departmental/divisional group plans are approved by the Medical Center Director.

(6) Income from occasional seminars, lectures, or teaching engagements sponsored by public or nonprofit entities.

(7) Income from service on advisory committees or review panels for public or nonprofit entities (including scientific and technical groups) commissions, committees of professional associations related to the employee’s work and consultations with persons in other governmental agencies or not for profit organizations on matters of mutual interest to the entity and the VA.

5. RESPONSIBILITIES: 
· Research Personnel.  (Investigators and their employees). It is the responsibility of research personnel to complete COI Form for each proposal submitted to disclose potential or actual COI for and to comply with actions to manage that conflict as directed by the IRB. 

· Committee Members and Consultants.  All members of the R&D Committee and its subcommittees including the (IRB), and any consultants used by the R&D Committee or its subcommittees are required to complete a COI form annually.

· Conflict of Interest (COI) Officer.  The COI officer is responsible for reviewing and evaluating all Conflict of Interest (COI) Forms and making recommendations to the appropriate committee chair if the COI relates to a committee member  For study specific COI, the COI officer will review the financial disclosures for all staff on a particular protocol to ensure no COI exists.  If a COI is identified, it will be presented with recommendations for management to IRB for their approval.
· Institutional Review Board (IRB).  The following interests are automatically considered to be conflicting interests of IRB members and consultants:

· Involvement in the design, conduct, or reporting of the research.

· Ownership interest, stock options, or other financial interest related to the research unless it meets four tests:

· The value of the interest does not exceed $10,000 when aggregated for the immediate family.

· The interest is publicly traded on a stock exchange.

· The value of the interest does not exceed 5% interest in any one single entity when aggregated for the immediate family.

· No arrangement has been entered into where the value of the ownership interests will be affected by the outcome of the research.

· Compensation related to the research unless it meets two tests:

· The value of the compensation does not exceed $10,000 in the past year when aggregated for the immediate family.

· No arrangement has been entered into where the amount of compensation will be affected by the outcome of the research.

· Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright or licensing agreement.

· Board or executive relationship related to the research, regardless of compensation.

· Any other reason for which the member or consultant believes that he or she cannot provide an independent review.
IRB will not review and make recommendations for conflicting interests for their committee members.  If a conflicting interest is identified by the COI Officer, it will be managed by not allowing that IRB member to be present for the review of that research except to provide information requested by the IRB.  
The IRB members deliberate and vote on all recommendations for action to minimize, manage, monitor and/or eliminate all significant financial interests disclosed by investigators.  R&D Committee will review all COI actions taken by the IRB.  The IRB may consult VA Regional Counsel as necessary.
· Research and Development Committee (R&D).  The R&D is responsible for approving the actions that the IRB has taken and ensuring that they are appropriate to minimize the risks.  If COI has been identified for any member of the R&D, the Chair will ensure that the specific member is recused from discussion and vote on any matters related to the COI. R&D Committee will review all COI actions taken by the IRB.  The R&D Committee may consult VA Regional Counsel as necessary.
6. PROCEDURES:
· Conflicting Interests for Committee Members and Consultants

The following interests are automatically considered to be conflicting interests of IRB members and consultants:

· Involvement in the design, conduct, or reporting of the research.

· Ownership interest, stock options, or other financial interest related to the research unless it meets four tests:

· The value of the interest does not exceed $10,000 when aggregated for the immediate family.

· The interest is publicly traded on a stock exchange.

· The value of the interest does not exceed 5% interest in any one single entity when aggregated for the immediate family.

· No arrangement has been entered into where the value of the ownership interests will be affected by the outcome of the research.

· Compensation related to the research unless it meets two tests:

· The value of the compensation does not exceed $10,000 in the past year when aggregated for the immediate family.

· No arrangement has been entered into where the amount of compensation will be affected by the outcome of the research.

· Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright or licensing agreement.

· Board or executive relationship related to the research, regardless of compensation.

· Any other reason for which the member or consultant believes that he or she cannot provide an independent review.
Conflict of Interest forms must be completed annually by all members of the R&D Committee and its subcommittees, including the IRB.  IRB staff will ensure that consultants complete the same COI for as committee members before participating in the review of research.  All COI forms are reviewed by the Conflict of Interest Officer.  The Research administrative staff will ensure that a current COI form is on file for consultants before they review research.  If the Conflict of Interest Officer identifies any conflicting interest for a committee member, subcommittee member, or consultant, it is referred to the chair of that committee for determination of an appropriate course of action to manage/resolve the conflict.  If a consultant is determined to have a conflicting interest, another consultant without a conflict of interest will be selected.  At the start of each convened meeting the Chair of each committee will poll the members present as to any conflicting interest with the studies on the meetings agenda.  If a conflict of interest is identified, that member may provide information to the committee on the involved study but must leave the room during the discussion and voting on that study.  This will be recorded in the minutes.  Any member with a conflicting interest in a project must disclosure that to the Chair of the VA R&D Committee or applicable subcommittee chairperson.  If a conflict of interest is identified, that member or subcommittee member may provide information to the committee on the involved study but must leave the room during the discussion and voting on that study.  IRB members with a conflicting interest will not be counted towards the quorum.  The definition of conflicting interest extends to consultants, who are asked to review a project because of their expertise.  This policy applies to all projects reviewed by the IRB, regardless of whether the project is exempt or considered during full, expedited, or continuing review.  This will be recorded in the minutes.  All decisions regarding conflict of interest related to subcommittee members will be reported up to the R&D Committee through the subcommittee minutes.

· Conflict of Interest for Investigators and Research Staff

Conflict of interest forms must be submitted with each protocol by the PI, Co-PI and research staff. If the COI Officer identifies a conflict of interest, it is referred to the IRB for determination of an appropriate course of action to manage/resolve the conflict.  The IRB reports any conflict of interest and its decisions on a course of action to resolve or manage the conflict to the R&D Committee through the IRB minutes.  Conflict of interest forms must be submitted with each protocol by the PI, Co-PI and research staff.  The AO for R&D has been appointed by the MCD to serve as the COI Officer. 
He/she reviews all Conflict of Interest forms for any significant financial interest.  (Please see the Conflict of Interest form found on the Research website for information required to be submitted.)

If the COI Officer identifies a significant financial interest or investigator relationship relevant to the research, it is referred to the convened IRB for determination of an appropriate course of action to manage/resolve the conflict.  VA Regional Council may also be consulted to assist the IRB in determining whether a conflict of interest exists and/or appropriate management plans.  The IRB will not issue an approval of the research project until conflict of interest resolution is reached.  Management plans may include, but are not limited to, any of the following:

(1) public disclosure of significant financial interests 

(2) training on conflicts of interest for all personnel involved in the research 

(3) monitoring of research by independent reviewers 

(4) modification of the research plan 

(5) disqualification from participation in all or a portion of the research 

(6) divestiture of significant financial interests 

(7) severance of relationships that create actual or potential conflicts 

(8) other strategies, as deemed appropriate. 

The IRB reports any conflict of interest and its decisions on a course of action to resolve or manage the conflict to the R&D Committee through the IRB minutes. 

The convened IRB will review the final management plan for any financial interest or relationship that has been determined to have the potential to harm subjects or compromise the objectivity of the research, or is likely to be perceived as having that potential.  The convened IRB must review the final management plan, and may either accept the plan, reject the plan, or require additional protections. The IRB shall be provided with sufficient information to determine whether any proposed plan sufficiently manages any financial interest so as to safeguard satisfactorily the rights, welfare, and safety of the research participants.  

The Principal Investigator is notified in writing of the decisions of the IRB Committee to minimize, manage, monitor and/or eliminate all potentially significant financial or other types of conflicts of interest. 

When a potential conflict of interest arises and is immediately disclosed after the IRB has reviewed and approved a research project, the investigator should immediately notify the IRB of the potential conflict and notify the IRB that enrollment and study procedures will stop until the conflict of interest resolution is reached. 

· Institutional Conflict of Interest

An 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.

I.
Assessment of Institutional COI

a.
Invention/Intellectual Property Disclosure:  In the case of an invention (to include improvement of an invention) or believed invention, the inventor must complete a VA certification page and prepare a statement for submission to the inventor’s supervisor. These documents are available at the Technology Transfer Program (TTP) website www.vard.org.  The inventor’s supervisor must review the employee inventor’s statement. The file is then submitted via the Research and Development (R&D) Office for review and approval by the ACOS/R&D. It is then sent to the Director, R&D Technology Transfer Section in VA Central Office. The Technology Transfer Section provides one of three outcomes. They are that the Government:

(1)
Maintains right, title, and interest in, and to, any invention of a 

Government employee;

(2)
Is entitled to a royalty free license with ownership remaining with the 

inventor; or

(3)
Claims no interest or license; i.e., all rights remain with the inventor.

b.
Cooperative Technology Administration Agreements (CTAA):  The CTAA is developed when the intellectual property or invention is co-owned by the VA and an Academic Affiliate.  The CTAAs are developed by the TTP staff, Office of General Counsel (OGC) and an Academic Affiliate. 

c.
Cooperative Research and Development Agreement (CRADA):  A CRADA is an agreement between the VA facility and one or more non-Federal parties (such as an academic affiliate) under which VA Medical Center Directors may accept, retain, and use funds, personnel, services, facilities, equipment, or other resources from collaborating parties in order to conduct R&D in a particular project. This may include the further development of a VA-owned invention and may be entered into in cooperation with a license agreement. CRADAs are negotiated by the VA medical center and regional counsel attorneys. Following review and approval by the Office of General Counsel (OGC), they are returned to the VA Medical Center for execution.

d.
Royalties:  Royalty income to a VA facility is accepted, monitored, and distributed by the TTP. Centralized handling of royalty income allows compilation of data for evaluating and reporting on the TTP’s effectiveness, and ensures compliance with applicable laws; e.g., the current Federal Royalty Income (FRI) cap of $150,000 per year per employee. Note: Royalties paid to employees from non-Federal sources such as universities are not subject to this ceiling.

The IRB Committee and R&D Committee will review projects to assure that, when applicable, the above arrangements are in place in situations where a VA researcher has an intellectual property interest. The R&D Committee also has a responsibility to review the potential for institutional conflict of interest, including intellectual property agreements, and to evaluate whether the potential conflict is managed adequately for the protection of human participants.  Projects involving a potential institutional conflict of interest will be referred to VA Regional Council for determination whether an institutional conflict of interest exists and strategies for management.  The IRB Committee cannot approve a project with an institutional conflict of interest as determined by VA Regional Council until a final management plan has been agreed upon. 

II. Identification of Institutional COI
The ACOS/R&D is responsible for maintaining awareness of the financial interests of the VA facility and reviewing research to determine whether the organization has a financial in the research.

III. Management of Institutional Conflict of Interest

a.
Assumption of conflict of interest:  If the VA facility retains a significant financial interest, or if an institutional official with direct responsibility for the HRPP holds a significant financial interest in the invention, then the IRB Committee and R&D Committee must assess the potential conflict of interest and weigh the magnitude of any risk to human participants. Specifically referring to invention disclosure and inventions that are patentable, the ACOS/R&D will refer to the IRB Committee and R&D Committee his/her review and approval of invention disclosure documents for IRB Committee and R&D Committee evaluation of potential institutional conflict of interest.   

b.
Decision making:  A key aspect in decision-making is to analyze when it would be appropriate and in the public interest to accept and manage a COI, rather than require that the COI be eliminated. VA Regional Council will be consulted for management strategies of institutional conflict of interest.

c.
Evaluation of risk:  Each case should be evaluated based upon the following:

    (1)  the nature of the science; 

    (2)  the nature of the interest;

    (3)  how closely the interest is related to the research; 

    (4)  the degree of risk that the research poses to human participants; and

    (5)  the degree to which the interest may be affect by the research. 

The IRB Committee and R&D Committee will consider whether the institution is uniquely qualified, by virtue of its attributes (e.g., special facilities or equipment, unique patient population) and the experience and expertise of its investigators, to conduct the research and safeguard the welfare of the human subjects involved.

d.
Potential actions:  Potential actions to be considered to better protect subjects are any (or a combination) of the following: 

    (1)  Disclosure of the financial interest to potential subjects; 

    (2)  Not conducting proposed research each at that institution, or halting it if it has commenced;

    (3)  Reducing or otherwise modifying the financial (equity or royalty) stake involved;

    (4)  Increasing the segregation between the decision-making regarding the financial and research activities; 

    (5)  Requiring an independent data and safety monitoring committee or similar monitoring body;

    (6)  Modifying of 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

    (7)  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/or of the VA.
7.
REFERENCES: VHA Handbook 1200.5

8.
RESCISSION:  CM 151-6
9.
FOLLOW-UP RESPONSIBILITY: Associate Chief of Staff/R&D (151).
10. AUTOMATIC REVIEW DATE:  April 1, 2011
MICHAEL S. FINEGAN
Medical Center Director 

Distribution: 1 copy each:  00, 00QM, 151
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