CONFLICT OF INTEREST POLICY FOR INVESTIGATORS SPONSORED
BY PUBLIC OR PRIVATE AGENCIES WITH SPECIFIC
CONFLICT OF INTEREST REQUIREMENTS
I.0 Introduction
San Diego State University is generally supportive of appropriate consulting and other outside professional activities by its professional personnel (see Professional Activities, External (University Policy File, Page 73). Indeed, the University recognizes that many such activities may enhance professional experience and complement campus activities.  Consequently, the University does not seek to interfere with the legitimate outside interests of the faculty or other professional personnel. Such involvement, however, may lead to situations and circumstances which do, or reasonably appear to, conflict with: (a) the interests of the University; (b) the individual's primary commitment to his/her responsibilities for teaching, research and service at the University; or (c) the interests of certain external sponsors of their research or other educational activities at the University. 
This policy is intended to serve as a guide to faculty and other employees with principal responsibility for research projects funded by public or private sources having specific conflict of interest requirements and to establish procedures to be followed in avoiding and/or resolving actual and potential conflicts of interest pertaining to such projects.  The purpose of this policy is to protect the integrity of research conducted at SDSU, as well as the integrity and credibility of researchers associated with the University.  Because this may involve adjudicating a variety of academic issues related to the nature of the research, its methodology or its objectives or outcomes, academic involvement in the process of identifying and evaluating real or potential conflict situations is essential. 

2.0 Definitions

Please note, definitions may vary by policy (private or federal).  
Investigator:
The Principal Investigator, Co-investigator(s), and any other person who is responsible for the design, conduct, or reporting of research or educational activities conducted under the auspices of the University and/or the SDSU Research Foundation, including investigators working for sub-grantees or contractors.
Externally Sponsored Research Proposal:
A written proposal to obtain a grant, contract or subcontract from a source external to the University for the funding, in whole or in part, of research or educational activities to be conducted under the auspices of the University and/or the SDSU Research Foundation that has been approved for submission to an outside sponsor by the authorized institutional official in Graduate and Research Affairs.

Designated External Sponsor:
Any outside agency or organization that may be a sponsor of research or educational activities at the University whose specifications explicitly require investigator financial disclosure and/or conflict of interest review, enforcement and/or reporting.  The procedures for implementing this policy for designated external sponsors will be coordinated with The Center for Human Resources consistent with other University policies and procedures about conflicts of interest and financial disclosures.
Outside Activity:
Any professional or remunerative activity undertaken by SDSU faculty or other professional personnel that is outside the scope of their designated University duties.  Refer to policy on Professional Activities, External (University Policy File, Page 73).
Economic Interest - Federal: 
Anything of monetary value, including but not limited to salary or other payments for service (e.g. consulting fees or honoraria); equity interests (e.g. stocks, stock options); being an owner, partner, director or officer in a non-publicly held company or entity; and, intellectual property rights (e.g. patents, copyrights) and royalties from such rights.
Investigator Conflict of Interest:
For the purposes of this policy, a conflict exists when it has been determined that: (a) an outside activity or economic interest undertaken or held by an Investigator (including economic interests of the Investigator's spouse and dependent children) does-- or appears to--compete, interfere, or otherwise adversely affect the Investigator's professional obligations to the University, the SDSU Research Foundation and/or a designated external sponsor; (b) when entities in which economic interests are held would be directly and significantly affected by the research or educational activities of the Investigator such that reasonable questions might be raised as to whether such actions are determined primarily by considerations of personal financial gain; or (c) when a significant financial interest could directly and significantly affect the design, conduct or reporting of funded research or educational activities.

Institutional Conflict of Interest

Institutional Review Board:

The Institutional Review Board (IRB) implements a review process established within the Code of Federal Regulations to ensure that human subjects research complies with federal regulations, institutional policies and ethical standards. The IRB serves to protect the rights and ensure the safety of people involved as participants in research. The IRB also provides assistance to the investigator in complying with federal and state regulations and institutional standards for human subjects research.  The IRB is guided by the ethical principles as set forth in the Ethical Principles and Guidelines for the Protection of Human Subjects of Research also known as the Belmont Report.  The IRB evaluates the investigators financial disclosure to evaluate the potential for conflict specific to human subjects protections.

SBIR and Small Business Technology Transfer Programs

PHS Awarding Component

Research Significant Financial Interest:
Any economic interest of an Investigator (i) that would reasonably appear to be affected by the research or educational activities funded or proposed for funding by a designated external sponsor, or (ii) in entities whose financial interests reasonably would appear to be directly affected by such activities.  The term "significant financial interest" does not include: (a) salary, royalties or other remuneration from SDSU, the SDSU Research Foundation or other SDSU auxiliary organizations; (b) income from seminars, lectures, or teaching engagements sponsored by public or non-profit entities; (c) income from service on advisory committees or review panels for public or non-profit entities; or (d) financial interests in business enterprises or entities if the value of such interests does not exceed the designated sponsor's specified minimum dollar amount and percent of ownership interest for any one enterprise or entity, in aggregate, for the Investigator, spouse and dependent children. 
Required Financial Disclosure:
A requirement of an external sponsor that a disclosure of all significant financial interests of any Investigator submitting a proposal for funding of research or other educational activities from such a designated external sponsor be obtained by the grantee institution.

Relevant Policy and Disclosure Forms:
(
NSF Financial Disclosure Policy
(
PHS Policy on Objectivity in Research


(
Financial Interest Disclosure Statement (DHHS and NSF only)

(
Form 700U and Instructions (For nonexempt private sponsors) 


Exemptions - Sponsors exempt from non-governmental entity financial disclosure

requirements.  

3.0 Disclosure Requirement for Investigators

Each SDSU Investigator (as defined above) who submits, renews or participates in a proposal in which funds are sought from any designated external sponsor or receiving a gift or monetary pledge must file the appropriate financial disclosure statement at the time of the submission of the proposal (federal), or within 30 days or prior to receipt of a privately sponsored grant or contract or receipt of a gift or monetary pledge.  Such disclosures must be updated at the time of the award (if more than 90 days from initial disclosure) and then on an annual basis during the period of the award and as new reportable significant financial interests are obtained.  

University Advancement - Information Services will notify the Division of Research Affairs of gifts, or pledges of gifts, received when the gift is from a profit-making organization and is earmarked by the donor for a specific individual or for a specific research project.  The Division of Research Affairs will advise the designated individual or Principal Investigator regarding completion of the required disclosure form (Form 700U).  Instructions are attached to the form to assist Principal Investigators in the accurate completion of all disclosure statements.

The Investigator may also be advised by a SDSU Research Foundation program administrator of the requirement to file a final disclosure statement upon the completion of a contract or grant, or of complete expenditure of funds.  The investigator is ultimately responsible for compliance with the reporting requirements.  In addition, the SDSU Research Foundation will submit a quarterly report to the Division of Research Affairs listing projects that have ended.

The SDSU Research Foundation Development Services will forward complete disclosures (federal and private) to the Division of Research Affairs for administrative review. If a disclosure reveals a significant financial interest based on accepted standards, the Investigator may be asked to complete an addendum to the disclosure for use in further evaluation.  Copies of the completed disclosure, the addendum, and proposal will then be forwarded to members of the Conflict of Interest Committee for review by the convened Committee.  The Division of Research Affairs will provide administrative support to the Committee.  The Division of Research Affairs will maintain original disclosures for the specific time period.  A copy of the disclosure will be maintained by the SDSU Research Foundation, if desired. 
4.0 Review and Evaluation of Research Investigator Financial Interest Disclosure Statements
Disclosure statements shall be reviewed and evaluated by a Conflict of Interest Committee appointed by the President (or designee) with the recommendation of the University Research Council.  The Committee shall consist of at least three (3) faculty representatives selected from the University Research Council, the Chief Operating Officer (or designee) of the SDSU Research Foundation, the Associate Vice President responsible for Human Resources (or designee) who shall be Chair, and the Director for Research of the Division of Research Affairs. 

The Committee shall review the information provided by the Investigator through the disclosure form and addendum statement, evaluate the disclosure to determine whether the financial interest could significantly affect the conduct or reporting of the project, and determine what, if any, conditions or restrictions should be imposed on the Investigator or research protocol in order to manage, reduce or eliminate conflicts that are identified.  The Committee may also evaluate whether the financial interest has the potential to improperly influence financial expenditures, personnel decisions, or facilities usages, or has potential to limit or influence the teaching and research environment of the University.  The Committee may consult with the Investigator, faculty, administrators or other University personnel, as appropriate, in developing a plan to resolve any real or apparent conflict of interest issues. 

The Committee shall report recommendations on all cases considered to the President, the Vice President for Research and the affected College Dean when conditions or restrictions are placed to manage the potential conflict.  An annual summary report shall also be provided to the University Research Council.  The Committee shall also develop and, as required, amend specific guidelines for the implementation of the provisions of this policy.  These guidelines will be submitted for approval to the Vice President for Research.
5.0 Actions of the Research Investigator Conflict of Interest Committee
Acting in a timely manner so as not to unduly delay the conduct of the research, the Committee shall conclude that the University take one of the following actions: (1) approval of acceptance of the project award; (2) withdrawal of the proposal or disapproval of acceptance of the project award; or (3) approval of acceptance of the project award subject to implementation of recommendations for modifications in either the project proposal or in the external affiliations or economic interests of the Investigator.  Recommended actions to resolve conflicts of interest may include but are not limited to the following:
· Public disclosure of significant financial Interests
· Monitoring of research by independent reviewers
· Modification of the research plan subject to sponsor approval
· Disqualification from participation in the portion of the research that would be affected by the significant financial interests
· Divestiture of significant financial interests
· Severance of relationships that create actual or potential conflicts
If the Committee determines that imposing conditions or restrictions would be either ineffective or inequitable, and that the potential negative impacts that may arise from the real or potential conflict of interest are outweighed by the interests of scientific progress, technology transfer or the public health and welfare, then the Committee may conclude that the research may proceed without imposing such modifications.
6.0 Decision and Appeal Process
The conclusions of the Conflict of Interest Committee, along with any recommended modifications in the project or the significant financial interests of the Investigator shall be promptly communicated to the Investigator, the SDSU Research Foundation and the Vice President for Research.  If the Committee proposes such modifications and the Investigator agrees with the conclusions of the Committee, the Investigator will provide the Committee with appropriate documentation sufficient to verify that any such modifications have been made.  If the Investigator is dissatisfied with the conclusions of the Committee, the Investigator may appeal to the President.  Acting on behalf of the President, the Vice President for Research may investigate and make appropriate recommendations to the President regarding the disposition of the matter.  In such cases, the decision of the President shall be final. 

7.0 Enforcement Mechanisms and Sanctions
The SDSU Research Foundation shall withhold access to awards from designated external sponsors when the disclosure statement has not been completed by the investigator or reviewed by the Committee.  Gifts or other monetary pledges designated for research purposes will not be available to the Investigator until the disclosure has been submitted and reviewed.
Alleged violations of the policy or procedures used to implement the policy shall be investigated by the Vice President for Research, who may, after consultation with the President or designee, suspend or terminate the research project or the Investigator's involvement in the research.
Substantive violations of this policy, such as instances of falsification or willful concealment of significant financial interests, or failure to implement or maintain necessary modifications required by the Conflict of Interest Committee and agreed to by the Investigator, may also constitute violations of the SDSU Policy on Integrity in Research and Scholarship (University Policy File, Page 47).  In such cases, the Vice President for Research may initiate procedures for investigation and recommend possible imposition of sanctions by the President of the University as outlined therein. 
In any cases in which it has been determined that a project of clinical research whose purpose is to evaluate the safety or effectiveness of a drug, medical device, or treatment has been designed, conducted or reported by an Investigator with a conflicting interest that was not disclosed or managed as required by this research Investigator conflict of interest policy, the University will require disclosure of the conflicting interest in each public presentation of the results of the research.
8.0 Notification of NSF or Any Other Designated External Sponsor
The Vice President for Research shall be responsible for prompt notification of any designated external sponsor requiring such notification if the University is unable to satisfactorily resolve or manage an actual or potential conflict of interest associated with a proposal submitted to or awarded by such a sponsor.  Upon request, the SDSU Research Foundation, with the concurrence of the Vice President for Research, shall make information available to the designated external sponsor regarding all conflicting interests identified by the University pertaining to a particular research project supported by that sponsor and how those interests have been managed, reduced or eliminated to protect the research from bias. Similarly, the SDSU Research Foundation will also be responsible for promptly notifying any designated external sponsor of the corrective action taken, or to be taken, if the failure of an Investigator to comply with this Policy has biased the design, conduct or reporting of the research.

Conflicting interests that are not able to be managed and that are associated with federally funded research must be reported to the Public Health Service (PHS) awarding component that issued the award prior to expending any funds, and any interest identified as conflicting subsequent to the initial report within 60 days of that identification. 
9.0 Maintenance of Records
The Division of Research Affairs shall maintain records of all disclosure statements and of all actions taken to resolve conflicts of interest for the required period after the termination or completion of the award to which they relate or until the resolution of any government action involving those records, whichever is longer.  Copies of all financial disclosures of University employees may also be kept by The Center for Human Resources in a manner consistent with other conflict or disclosure statements by University personnel.  The SDSU Research Foundation may also retain copies of such records for its employees. 

10.0 Procedures for Submission and Review of Research Investigator Financial Interest Disclosure Statements
10.1 

Federal.  Research proposals seeking funding from any designated external sponsor or a non- governmental agency will follow the current SDSU/SDSU Research Foundation proposal approval process involving the routing of appropriate forms to obtain signature approvals through the appropriate department chair, college dean or division administrator, SDSU Research Foundation and Division of Research Affairs.  Department chairs shall disqualify themselves from approving proposals in which they may have a conflict of interest. 

Private/Nongovernmental Cash Gifts or Monetary Pledges.  A cash gift or written pledge will follow the current notification process through the department chair to University Advancement - Information Services.  Gifts-in-kind will follow the current approval process through the department chair, the dean, the Campanile Foundation or the Vice President for Academic Affairs and University Advancement - Information Services. 
10.2 The SDSU Research Foundation will provide the appropriate disclosure form (Research Investigator Financial Interest Disclosure Statement for federal/public sponsored or 700U for nongovernmental) and access to policy and relevant information/instructions to all affected Investigators associated with a research proposal seeking funding from a designated external sponsor or private for-profit sponsor.  University Advancement will advise individuals receiving research designated gifts or pledges to contact the Division of Research Affairs to obtain a 700U form. 

10.3 Each affected Investigator shall complete the appropriate disclosure form, return the completed form to the SDSU Research Foundation at the time of proposal submission, and sign any Investigator financial disclosure certifications that may be required.  Individuals receiving a gift or pledge managed through University Advancement will submit the completed 700U form directly to the Conflict of Interest Committee via the Division of Research Affairs.

10.4 The SDSU Research Foundation shall record that the required disclosure has been filed prior to the date the proposal is submitted (federal) and shall obtain any required institutional conflict of interest certification from the authorized institutional official in the Division of Research Affairs prior to forwarding the proposal to the sponsor.
10.5 The SDSU Research Foundation shall forward the completed disclosure form to the Conflict of Interest Committee via the Division of Research Affairs.  If a disclosure reveals a financial interest, the SDSU Research Foundation will be asked to provide a copy of the proposal, which will be forwarded to the membership of the Conflict of Interest Committee for review and evaluation.  The Investigator may be asked to provide supplemental information to clarify the nature and extent of the financial interest.
10.6 The Chair of the Conflict of Interest Committee shall convey the committee’s conclusions and recommended actions in writing to the SDSU Research Foundation, the Vice President for Research and the Investigator as specified in Section 6.0 above.
10.7 Prior to the expenditure of any funds under the award or access to gifts, the SDSU Research Foundation will report to the designated external sponsor the existence of any conflicting interest found (not the nature of the interest or other details) by the Conflict of Interest Committee and provide assurance that the interest has been managed, reduced or eliminated in accordance with this policy. Conflicting interests identified, subsequent to the SDSU Research Foundation's initial report under the award, will be reported and the conflicting interests managed, reduced or eliminated (at least on an interim basis) within 60 days of that identification. 
11.0 Examples of Conflict of Interest Situations
Each potential conflict of interest situation must be evaluated on a case-by-case basis, since it is not possible to specify precisely what constitutes an unacceptable conflict of interest in all situations. Some conflict situations may, under certain circumstances, be allowed by the President if the Vice President for Research, after consultation with the department chair and college dean and others as appropriate, recommends to the President that the interests of science, education or the public welfare would be better served if the work were allowed to continue.  The following list of examples of potential conflict of interest situations is not intended to be inclusive, but rather to highlight the various kinds of situations that should be disclosed and evaluated:
a) The proposed research might involve the purchase of equipment, instruments or supplies from a private entity in which the researcher or the researcher's family member(s) has a significant financial interest.
b) Relationships that might influence the negotiation of contracts or other dealings between the University and an outside organization that might lead to personal gain for the researcher.
c) Initiating or orienting the research to serve the needs of an outside entity in which the researcher holds a significant financial interest.
d) Directing students into a research area in which the researcher holds a significant financial interest.
e) Relationships that require the researcher to provide exclusive access to research information, to enter contracts with confidentiality or non-competition clauses or other obligations that conflict with the University's patent policy or other financial interests of the University.
f) Situations in which the researcher is asked to assume executive or managerial duties for an outside entity that might influence or divert attention from the research or other University duties.
g) Situations in which research that could be conducted within the University through the SDSU Research Foundation is conducted through another outside organization for purposes of benefiting the financial interests of the researcher, and to the disadvantage of the University.
12.0 Examples of Activities That Are Generally Allowable Without Committee Review
The following set of examples illustrates some relationships that may technically have the potential for conflict but are viewed as generally allowable because they involve very limited personal financial impacts and/or represent long standing accepted practices in academic institutions.  These examples are not intended as a comprehensive list:
a) Situations in which the researcher receives royalties for published scholarly works and other writings.
b) Receipt of honoraria for invited lectures, commissioned papers or reviews of manuscripts.
c) Salaries from teaching seminars or courses at other academic institutions, so long as they do not involve contractual obligations that would conflict with the researcher's obligations as an SDSU employee under the terms of the University's patent, copyright or other intellectual property policies or its Professional Activities, External (University Policy File, Page 73).
d) Researchers receiving royalties under the terms of a patent agreement between the inventor and the SDSU Research Foundation, or patent agreements with other institutions entered into prior to employment at SDSU, so long as they do not conflict with the SDSU Patent Policy.
e) Situations that involve compensation for service on boards of public agencies or private professional organizations, so long as the activity does not conflict or appear to conflict with the researcher's objective involvement in the research.

13.0 Contact Information

Conflict of Interest Committee

Division of Research Affairs
Graduate and Research Affairs

San Diego State University

5500 Campanile Drive, MC 1643

San Diego, CA  92182

Telephone: 619-594-5938
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