[bookmark: INTERIM_POLICY_ON_CONFLICT_OF_INTEREST_I][bookmark: FOR_PRINCIPAL_INVESTIGATORS] INTERIM POLICY ON CONFLICT OF INTEREST IN GRANTS AND CONTRACTS FOR PRINCIPAL INVESTIGATORS	Comment by Nichole R Walsh: ORSP to review in light of EO 890 https://calstate.policystat.com/policy/14459936/latest/#autoid-6p9ew


I. [bookmark: Introduction]Introduction

The purpose of conflict-of-interest laws is to prohibit public employees from personally benefitting at the expense of the public interest. The Political Reform Act of 1974, administered by the Fair Political Practices Commission (FPPC), is often regarded as the principal conflict of interest law, and is the guiding regulation for the CSU Conflict of Interest Code (see CSU Conflict of Interest Handbook) and the Integrated CSU Administrative Manual (ICSUAM) Policy 11010.02.
This policy sets institutional Conflict of Interest standards and practices applicable togoverns the actions of Investigators on grants and contracts so as to remain compliant with institutional, local, state and federal guidelines and regulations pertaining to conflicts of interest. This policy is intended to strengthen, and where appropriate, be consistent with the CSU Conflict of Interest Code, California Government Code 87302, and federal requirements of 2 CFR 200, and individual federal agency requirements regarding subrecipient financial Conflicts of Interest. 
The Glossary of Terms can be found in section V below.

For procedural inquiries/easy-to-read instructions, please reference ORSP's Research Compliance websites: https://academics.fresnostate.edu/drgs/grants/forms/conflict.html

II. Responsibilities of Investigators

Investigators applying for external grants and contracts must comply with the following requirements regarding conflict-of-interest disclosure and training:

(i) Principal investigators must It is the responsibility of the Principal Investigator of a grant or contract to identify to Office of Research and Sponsored Programs (ORSP) ORSP all investigators -  (as defined above) – that is, all persons with design, conduct or reporting responsibilities on the grant or contract – whether or not they are identified in the proposal, grant or contract, and ensure that they follow the provisions of this policy – on the Intent to Apply form no later than 30 days prior to the grant submission deadline.. All procedures will be described in the intent to apply form, which may be found on https://academics.fresnostate.edu/drgs/grants/index.html.
(ii) The the ORSP Division of Research and Graduate Studies will prompt, monitor and manage all Significant Financial Interest (SFI) and Financial Conflict of Interest (FCOI) disclosures. Investigators must comply with SFI and FCOI disclosure requirements and disclosure deadlines as prompted by the ORSP. 
(iii) 
(iv) In accordance with FPPC requirements and consistent with ICSUAM, Principal Investigators must complete the CSU Ethics and Conflict of Interest training within six (6) months of receiving a grant. Subsequent training is required at least once within each two calendar-year period that the grant or contract is active. Investigators must comply with training requirements and deadlines, whenever prompted by ORSP and HR.
It is the responsibility of each Investigator (as defined above) to disclose any changes or newly identified financial conflicts that arise during the course of the funded project.

III. Investigators are required to disclose  (SFI) whenever an investigator applies for funding from the National Science Foundation (NSF), Public Health Service (PHS) agencies (e.g., the National Institutes of Health), as well as several other agencies adopting federal requirements. The NSF and PHS require investigators to disclose all financial interests that could potentially bias research outcomes. Investigators must disclose SFI annually during the life of a sponsored research project, and within 30 days of discovering or acquiring a new SFI. All investigator disclosures are monitored and managed by the Office of Research and Sponsored Programs, Division of Research and Graduate Studies.Review and management of disclosures, record keeping 

[bookmark: _GoBack]If a significant financial interest or the appearance of a significant financial interest is determined by ORSP after reviewing a disclosure, it will be submitted to the Conflict of Interest Review Committee composed of: the Associate Provost, the AVP for Financial Services, and the AVP for Faculty Affairs. The Committee shall review and make recommendations for the management of the conflict(s) as necessary. 

When the Committee believes a “significant” conflict of interest exists under either State or Federal regulations, it shall:

(1)  inform the employee and Office of Human Resources;
(2)  with the appropriate Dean, draft a Resolution Plan that details steps that will be taken to manage, reduce, or eliminate the conflict of interest prior to acceptance of funding; and
(3)  enter into an MOU between the university and investigator that details the conditions or
restrictions imposed upon the investigator in the conduct of the project or in the relationship with the business entity.
Records of investigator financial disclosures and of actions taken to manage actual or potential conflicts of interest shall be retained by the Recipient (Foundation or University) until three (3) years after the date of termination or completion of the award to which the documents relate, or the resolution of any government action involving these records.

IV. Appeals

Appeals to a positive finding of a FCOI determination that results in declination of the sponsored project award, or a FCOI determination that results in the implementation of a management plan can be made to the Dean of the Division of Research and Graduate Studies for final review, discussion, and determination. The review of an appealed positive finding must be completed prior to the expenditure of any funds under an award. 

In reviewing positive findings that are appealed, the Dean of the Division of Research and Graduate Studies will be guided by the following principles:
1) Assure adherence to all relevant Fresno State policies and provisions of collective bargaining agreements;
2) Give full consideration to the nature and extent of the financial interests in the relationship of the investigator, and/or the investigator’s family members, with the external constituencies;
3) Give special consideration to the terms and conditions of sponsored project agreements that mitigate or complicate the given situation; and
4) Consult fully with the investigator and obtain additional information from the investigator, as deemed appropriate to the management of the apparent FCOI.




[bookmark: Definitions]DefinitionsGlossary of terms 

1. [bookmark: Investigator]Investigator means the Principal Investigator, Co-Investigators, Project Directors, and any other person at the institution who is responsible for the design, conduct, or reporting of research activities funded or proposed for funding, including relevant federal sub-recipient funding. For reporting of Significant Financial Interest, “investigator” includes the investigator’s spouse and dependent children.

2. [bookmark: Significant]Significant Financial Interest means anything of monetary value, 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)

[bookmark: The_term_does_NOT_include:]The term does NOT include:
· salary, royalties, or other remuneration from the university;
· income from seminars, lectures, or teaching engagements sponsored by public or nonprofit entities;
· income from service on advisory committees or review panels for public or nonprofit entities;
· an equity interest that, when aggregated for the Investigator and the Investigator’s spouse and dependent children meets both of the following tests:

(1) does not exceed $10,000 (or $5,000 for Public Health Service (PHS) projects) in value as determined through reference to public prices or other reasonable measures of fair market value, and;
(2) does not represent more than a 5% ownership interest in any single entity.

· salary, royalties or other payments that, when aggregated for the investigator and the investigator’s spouse and dependent children over the next twelve months, are not expected to exceed $10,000 (or $5,000 for PHS projects).

3. [bookmark: FCOI]Financial Conflict of Interest (FCOI) is a Significant Financial Interest (SFI) that could directly and significantly affect the design, conduct, or reporting of the funded research. The following are examples of when an Investigator would be deemed to have a financial conflict of interest: 

a. If the Investigator (together with Investigator’s spouse or domestic partner and dependent children) has a Significant Financial Interest in an entity that could be affected by the research results from a proposed PHS/NSF‐funded contract based on an analysis of the scope and subject matter of the proposed project described in the application, or 

b. The Investigator (together with Investigator’s spouse or domestic partner and dependent children) has a Significant Financial Interest in an entity that licenses technology from the University which has resulted in license income and that technology is the subject of a proposed PHS/NSF‐funded award. In making this determination, the designated institutional official(s) may consult with all appropriate institutional and governmental officials. 


4. [bookmark: Disclosure]Disclosure means the process of an investigator, as defined above, completing and submitting a Financial Conflict of Interest form to the Office of Research and Sponsored Programs when the following occur:

Public Health Services (PHS) disclosures:
· Initial proposal (prior to award)
· Non-competing continuations
· Renewals
· Supplemental funding
· New personnel added
· Must be reported within 60 days of addition
· New financial interests that would be considered “significant” according to PHS
· Must be reported within 30 days of acquiring or discovering new significant financial interests

National Science Foundation (NSF) disclosures:
· Initial proposal (prior to award)
· New personnel added
· Any change in an investigator’s financial interest



NSF disclosure requirements: https://www.nsf.gov/pubs/policydocs/pappguide/nsf09_29/aag_4.jsp

5. Recipient means the legal entity awarded a contract or grant. At California State University, Fresno, the Recipient is either the University or one of its recognized auxiliary organizations and shall not be an individual, department, or other constituent unit.

Designated Institutional Officials 
The Research Compliance Officer (RCO) is the designated institutional official for the collection of Financial Conflict of Interest Forms. This person, in conjunction with the Director of Research and Sponsored Programs and the Dean of the Division of Research and Graduate Studies, are the designated officials for the review and identification of financial conflicts of interest.


Responsibilities

It is the responsibility of the Principal Investigator of a grant or contract to identify all investigators (as defined above) – that is, all persons with design, conduct or reporting responsibilities on the grant or contract – whether or not they are identified in the proposal, grant or contract, and ensure that they follow the provisions of this policy.

It is the responsibility of each Investigator (as defined above) to disclose any changes or newly identified financial conflicts that arise during the course of the funded project.

The Office of Research and Sponsored Programs within the Division of Research and Graduate Studies shall provide a copy of this policy statement to Investigators at the time of application for a project to be submitted to a non-governmental agency and/or a federal agency requiring such reporting.

The Recipient (Foundation or University) will include information about Conflict of Interest disclosure in the PI handbook.

The Recipient will notify PIs of annual deadlines for multi-year awards.  

The Recipient will notify subrecipients of the Conflict of Interest requirements. Subrecipients of externally funded projects from nongovernmental and specified federal agencies will be asked to submit Conflict of Interest declarations or proof of an acceptable Conflict of Interest policy prior to receiving funding.  The recipient will ask the subrecipient to complete disclosure forms prior to full execution of any subcontract.

The Office of Research and Sponsored Programs within the Division of Research and Graduate Studies will review and store the originals of all disclosure forms.  Copies of such forms will be filed in the submission folder and grant folder if awarded.


General Filing Procedure: Private, Non-Governmental Funding 


















PIs requesting funds from state, county, and city government are exempt from filing conflict of interest forms. Exempt sponsors are listed in this document: FPPC List of Exempt Agencies- List begins on Page 3 or in Title 2, Division 6, Section 18755 of the FPPC regulation.
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Federal policy requires Fresno State researchers and investigators submitting to NSF, PHS agencies, or agencies who have adopted the PHS policy to disclose any significant financial interest, as well as those of his/her spouse and dependent children, that would reasonably appear to be affected by the research proposed for funding. The review and management of significant financial interests promotes objectivity in research by establishing standards that provide a reasonable expectation that the design, conduct, and reporting of research will be free from bias resulting from conflicts of interest.

When filing of the Conflict of Interest form is required for federal agencies, PIs must submit forms to the Office of Research and Sponsored Programs, Division of Research and Graduate Studies prior to submission of the grant application.


I. Filing a Disclosure: Federal Disclosure Form




(1) 

(2) 

II. Training



1. 
2. 
3. 
4. 













If a financial interest is disclosed on the federal form, the Research Compliance Officer will determine whether the disclosure meets the definition of significant financial interest (SFI). If a significant financial interest or the appearance of a significant financial interest is determined, it will be submitted to the Conflict of Interest Review Committee. The Committee shall be composed of: the Associate Provost, the AVP for Financial Services, and the AVP for Academic Personnel. Each member of the Committee is to be familiar with the State and Federal regulations governing conflicts of interest. The Committee shall review and make recommendations for the management of the conflict(s) as necessary. 


Each member of the Committee is to be familiar with the State and Federal regulations governing conflicts of interest.

The Committee shall review all statements regarding potential conflicts of interest submitted by the Office of Human Resources.

When the Committee believes a “significant” conflict of interest exists under either State or Federal regulations, it shall:

(1) inform the employee and Office of Human Resources;
(2) with the appropriate Dean, draft a Resolution Plan that details steps that will be taken to manage, reduce, or eliminate the conflict of interest prior to acceptance of funding; and
(3) enter into an MOU between the university and investigator that details the conditions or restrictions imposed upon the investigator in the conduct of the project or in the relationship with the business entity.

Examples of conditions or restrictions that might be imposed to manage, reduce, or eliminate actual or potential conflicts of interest include, but are not limited to:

· public disclosure of significant financial interests;
· monitoring of the project by independent reviewers;
· modification of the project plan;
· disqualification from participation in all or a portion of the project;
· divestiture of significant financial interests; and/or
· severance of relationships that create actual or potential conflicts.

Records of investigator financial disclosures and of actions taken to manage actual or potential conflicts of interest shall be retained by the Recipient (Foundation or University) until three (3) years after the date of termination or completion of the award to which the documents relate, or the resolution of any government action involving these records.

IV. Appeals to FCOI Determinations






4) Consult fully with the investigator and obtain additional information from the investigator, as deemed appropriate to the management of the apparent FCOI.

Reporting Requirements for FCOI




· 
· 
· 
· 
· 
· 
· 
· A management plan will be implemented and reported within sixty days of discovering a failure to comply.

2. NSF Reporting Requirement






All identified FCOI will be reported to Fresno State’s Office of Research and Sponsored Programs before proposal submission.  The Office of Research and Sponsored Programs will report to the NIH funding agency any FCOI in accordance with this policy.


Actions for Noncompliance

Failure to comply with this FCOI policy, as well as the prescribed management plan, will result in corrective action.  If actions of non‐compliance by an investigator appears to have biased the design, conduct or reporting of the PHS/NSF funded research, the University, through the Office of Research and Sponsored Programs, as required under federal regulations, shall promptly notify the agency of the corrective actions to be implemented.



If the Department of Health and Human Services determines that a PHS-funded research 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 an FCOI that was not managed or reported as required by the regulation, the University, through the Office of Research and Sponsored Programs, shall require the Investigator involved to: (1) Disclose the FCOI in each public presentation of the results of the research, and (2) To request an addendum to previously published presentations.


Anyone found to be noncompliant with the University Independent Review Committee requests and/or in violation of this policy will be reported to the Provost for further action. If sanctions are imposed, they may range from a formal reprimand to the imposition of disciplinary action as defined in Article 19 of the Memorandum of Understanding (MOU) between The California State University and the California Faculty Association.

Maintenance of Records





1. 
2. 
3. 
4. 
5. 
6. 
7. 
8. 
9. 
10. 
11. 
12. 
13. 






1. 
2. 
3. 
4. the nature of the significant financial interest; 
5. the approximate dollar value of the significant financial interest (dollar ranges are permissible: $0-$4,999; $5,000-$9,999; $10,000-$19,999; amounts between $20,000-$100,000 by increments of $20,000; amounts above $100,000 by increments of $50,000), or a statement that the interest is one whose value cannot be readily determined through reference to public prices or other reasonable measures of fair market value; 
6. 
7. The information provided will remain available for three years from the date the information was most recently updated. 
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General Filing

When filing of the Conflict of Interest form is required, PIs must submit forms with the Project Information Form to the Division of Research and Graduate Studies prior to submission of the grant application.

PIs requesting funds from state, county, and city government are exempt from filing conflict of interest forms.
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California Form 700-U. PIs requesting funding from non-governmental sources must file the one-page California form 700-U. California regulations require: (1) an annual update of form 700-U; (2) California State ethics training in the first year and every two years thereafter; and (3) a final form 700-U submitted within 90-days after the project ends. The following link gives a list of private non-profit agencies that have been determined to be EXEMPT by the California Fair Political Practices Commission: http://www.fppc.ca.gov.

Federal Form. PIs applying to federal agencies requiring Financial Conflict of Interest disclosure (e.g., NIH, NSF) must complete the Federal Disclosure form available on the Division of Research and Graduate Studies website (www.csufresno.edu/grants).

[bookmark: Responsibilities]Responsibilities

It is the responsibility of the Principal Investigator of a grant or contract to identify all investigators (as defined above) – that is, all persons with design, conduct or reporting responsibilities on the grant or contract – whether or not they are identified in the proposal, grant or contract, and ensure that they follow the provisions of this policy.

It is the responsibility of each Investigator (as defined above) to disclose any changes or newly identified financial conflicts that arise during the course of the funded project.

The Division of Research and Graduate Studies shall provide a copy of this policy statement to Investigators at the time of application for a project to be submitted to a non-governmental agency and/or a federal agency requiring such reporting.

The Recipient (Foundation or University) will include information about Conflict of Interest disclosure in the PI handbook.

The Recipient will notify PIs of annual deadlines for multi-year awards and annual/final reporting.

The Recipient will notify subrecipients of the Conflict of Interest requirements. Subrecipients of externally funded projects from nongovernmental and specified federal agencies will be asked to submit Conflict of Interest declarations or proof of an acceptable Conflict of Interest policy prior to receiving funding. The recipient will ask the subrecipient to complete disclosure forms prior to full execution of any subcontract.

The Office of Human Resources at the university will review and store the originals of all disclosure forms. Copies of such forms will be filed in the submission folder and grant folder if awarded.

[bookmark: Managing_Conflicts_of_Significant_Financ]Managing Conflicts of Significant Financial Interest

Upon initial review of the disclosure form, the Office of Human Resources will determine if there is any potential conflict of interest covered by this policy, and if so, will submit it to the Conflict of Interest Review Committee.

The Committee shall be composed of: the Associate Provost, the AVP for Financial Services, and the AVP for Academic Personnel.




