





11.

of Interest Committee. Collaborative and visiting researchers and subrecipient Investigators who
are receiving federal funding awarded through CSHL may also be deemed Investigators and be
required to comply with this CSHL Investigator Conflict of Interest Policy.

Institutional responsibilities mean an Investigator's professional activities on behalf of CSHL
including, but not limited to, research, research consultation, teaching, professional practice,
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21.

Small business technology transfer (SBTT) is a program under the SBIR program designed to
foster technology innovation through cooperative efforts between small businesses and research
institutions.

Sponsored/Reimbursed Travel is any travel expense related to an Investigator’s institutional
responsibilities that are either paid directly by a third party on behalf of Investigator so that the exact
monetary value may not be readily available or for which the Investigator is









7. Sponsored/Reimbursed Travel that meets the following criteria:

f travel within the United States received from a U.S. entity that when aggregated exceeds
$5,000.

Note: Disclosure is not required for Sponsored/Reimbursed Travel stemming from a U.S. federal,
state, or local government agency, a U.S. institution of higher education as defined in 20 U.S.C.
1001(a), a U.S. academic teaching hospital, a U.S. medical center, or a U.S. research institute
that is affiliated with a U.S. institution of higher education.

f travel outside the United States received from a U.S. or foreign entity* regardless of dollar
amount.

*Foreign entities include, but are not limited to, those stemming from a foreign company or
government, including local, provincial or equivalent governments, government agencies,
institutions of higher education, academic teaching hospitals, medical centers, or research
institutes that are affiliated with an institution of higher education.

Information needed for the disclosure of Sponsored/Reimbursed Travel:

Identity of the sponsor/organizer.
Month and year of the travel.
Financial value by range of the travel.
Value of any associated honorarium.
Purpose of the travel.

Destination of the travel.

Time duration of the travel.
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Most scientific journals have implemented policies requiring authors to declare competing financial
interests in relation to work published in those journals. Such requirements, including how financial interests are
defined under those policies, are distinct from federal requirements relating to federally funded research and
should not be used as a guide to what information an Investigator needs to disclose under CSHL'’s Investigator
Conflict of Interest Policy.

6. WHO MUST SuUBMIT AN ANNUAL DISCLOSURE FORM?

At time of appointment/employment, all Investigators, including by way of example PhDs, MDs, graduate
students, non-faculty scientific staff at and above the level of research associate and any others deemed
appropriate, are required to enter an initial Annual Disclosure Form and associated Appendix Forms that
describe all Significant Financial Interests and Outside Activities and Interests related to their Institutional
Responsibilities and then submit a new Annual Disclosure Form each subsequent year thereafter. Refer to
Section 7, Updating the Annual Disclosure Form for additional information. Submitted Annual Disclosure
Forms are retained in the FCOI portal. Collaborative and visiting researchers and subrecipient Investigators who



Investigators are required to promptly disclose Significant Financial Interests and Outside Activities and
Interests to accurately reflect their external activities as follows:

1.

4.

Disclose Significant Financial Interests and Outside Activities and Interests no later than at the time of
application for PHS-funded research.

Within 30 days of acquiring and/or discovering a new Significant Financial Interest or Outside Activity
or Interest, including through purchase, marriage, or inheritance.

Within 30 days of a material change to a previously disclosed Significant Financial Interest or Outside
Activity or Interest.

At least annually in accordance with the November 15" deadline, during the period of an award.

8. ANNUAL DISCLOSURE FORM REVIEWED BY THE CONFLICT OF INTEREST COMMITTEE

CSHL'’s Conflict of Interest Coordinator will review the Annual Disclosure Form and any new or modified
Significant Financial Interests or Outside Activities or Interests disclosed throughout the year, and as such, may
request further information or clarification from the Investigator. CSHL’s Conflict of Interest Coordinator will
review each of the Investigator’s disclosures and determine whether a Significant Financial Interest






10. REPORTING A FINANCIAL CONFELICT OF INTEREST TO THE FUNDING AGENCY

CSHL will promptly notify the appropriate funding agency about any corrective action taken or to be taken
in a situation of noncompliance.

1.

With regard to a new NIH - sponsored research award, CSHL will report the identified FCOI to
the NIH through the electronic Research Administration (eRA) Commons FCOI Module. CSHL will
submit the FCOI report before dispensing or spending any funds. If the FCOI is eliminated prior to
dispensing or spending any funds, then no FCOI report is required. In addition, CSHL is required to
submit a FCOI report fo



f The value of the financial interest; $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 a value cannot be readily
determined through reference to public prices or reasonable measures of fair market

value.
1 A description about how the FCOI relates to the research and the basis for CSHL's

determination that a Significant Financial Interest conflicts with such research.
A description of the key elements of CSHL’'s management plan must also be submitted to the NIH
including the following information:

Role and principal duties of the conflicted Investigator in the research project.
Conditions of the management plan.

How the management plan is designed to safeguard objectivity in the research project.
Confirmation of the Investigator's agreement to the management plan.

How the management plan will be monitored to facilitate Investigator compliance.
Other information as needed.
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Other funding agencies outside the NIH may require that different information to be submitted, and CSHL
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information before implementing, if needed, further corrective actions to ensure research objectivity. If the NIH
decides that the particular FCOI will bias the objectivity of the funded research to such an extent that further
corrective action is needed or that CSHL has not managed the FCOI in accordance with the regulation, it may

11



participation in the research project between the date the FCOI is identified and the completion of CSHL'’s
retrospective review. Thereafter, CSHL will submit FCOI reports as prescribed by the regulation.

Furthermore, if the NIH determines that one of its funded clinical research projects 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 by CSHL, CSHL shall require the
Investigator involved to disclose the FCOI in each public presentation of the results of the research and to request
an addendum to previously published presentations.

The following key elements apply to both the retrospective review and mitigation report:

1  Project number.

| Project title.

1 The Pl or contact PI/PD if a multiple Pl model is used.

1 Name of the Investigator with the FCOI.

1 Name of the entity with which the Investigator has a FCOI.

1 Reason(s) for the retrospective review.

1 Detailed methodology used for the retrospective review including the methodology of the
process, compaosition of the review panel, documents reviewed etc.

Findings of the review.

Conclusions of the review.
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16. PROJECT SPECIFIC CERTIFICATION FORM SUBMISSION

The Principal Investigator or Project Director involved with a funding submission is required to enter a
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CSHL's Conflict of Interest Coordinator will contact any Principal Investigator or Project Director who fails
to submit a Project Specific Certification Form. Upon receipt of an award notice of $5,000 or more, CSHL'’s
Conflict of Interest Coordinator will verify that a Project Specific Certification Form was entered into the FCOI
portal, and if not, the Principal Investigator or Project Director must complete the Project Specific Certification
Form in order for the award to be processed by the Office of Sponsored Programs.

17. FOREIGN RESEARCH COMPONENTS

CSHL values its international collaborations, but the federal government remains concerned about
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If the subrecipient’s conflict of interest policy applies to the subrecipient Investigator, the agreement shall
specify the time period for the subrecipient to report all identified FCOls to CSHL. Such time period must be

sufficient to enable CSHL to provide timely FCOI reports to the NIH as necessary, through the eRA Commons
FCOI Module.

If the subrecipient Investigator is subject to CSHL's Investigator Conflict of Interest Policy, the agreement
shall specify the time period for the subrecipient to submit all Investigator disclosures of Significant Financial
Interests to CSHL. Such time period shall be sufficient to enable CSHL to comply with its review, management,
and reporting obligations under the regulation. CSHL will submit any NIH FCOI reports for a subrecipient
Investigator through the eRA Commons FCOI Module.

Other funding agencies
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mailto:FCOI@cshl.edu
https://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&SID=992817854207767214895b1fa023755d&rgn=div5&view=text&node=42:1.0.1.4.23&idno=42#sp42.1.50.f
https://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&SID=992817854207767214895b1fa023755d&rgn=div5&view=text&node=45:1.0.1.1.51&idno=45
http://grants.nih.gov/grants/policy/coi/
https://grants.nih.gov/grants/policy/coi/tutorial2018/story_html5.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-19-114.html
https://grants.nih.gov/grants/forms/othersupport.htm
https://www.nsf.gov/bfa/dias/policy/cps_faqs/currentandpendingfaqs_june2021.pdf
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