HOSPITAL FOR SPECIAL SURGERY

OFFICE OF RESEARCH ADMINISTRATION

GUIDELINES AND INSTRUCTIONS 

FOR COMPLETION OF 
INVESTIGATOR FINANCIAL INTEREST DISCLOSURE FORM


1.
Requirements/Responsibility.  Federal regulations require institutions to have policies and procedures that ensure that each Investigator (see definition below) discloses any “significant financial interest” that would reasonably appear to relate to his/her Institutional Responsibilities (see definition below).  Such disclosures must be made prior to the submission of a proposal for funding.  If the designated official responsible for reviewing the disclosures determines that a Financial Interest (see definition below) may “directly and significantly affect the design, conduct, or reporting” of the research or its results, then the institution must implement procedures to manage, reduce, or eliminate the conflict of interest prior to the expenditure of any funds under an award.  The HSS designated official who is responsible for reviewing disclosures is the Vice President of Research Administration (x2261).
It is the responsibility of the Investigator to disclose all Financial Interests that would reasonably appear to be related to the Investigator’s Institutional Responsibilities, and to update this information annually and also as new Financial Interests are obtained.  It is the responsibility of HSS’s designated official and Conflict of Interest Committee for Research to determine whether the disclosed Financial Interests constitute a conflict of interest.

2. Who Must Disclose Financial Interest?  All Investigators must disclose their Financial Interests.  “Investigator” means the project director or principal investigator as well as any other member of HSS’s Medical Staff or Research Staff and any employee (including residents, fellows, and graduate students) who has any responsibility for the design, conduct or reporting of research results/data, using federal or other funds or awards through a grant, subgrant, contract, subcontract, or cooperative agreement from any potential sponsor.  Such sponsors include federal and other governmental agencies, foundations, and other not-for-profit and for-profit entities. 

The Investigator must also disclose any Financial Interests of his/her Immediate Family.  “Immediate Family” means the Investigator’s spouse/domestic partner, children, siblings, parents, or equivalents by marriage, or other individuals residing in the Investigator’s household.

3. What Must Be Disclosed?
· Any Financial Interest of the Investigator and/or the Investigator’s Immediate Family that would reasonably appear to be related to the Investigator’s Institutional Responsibilities; and
· Any Financial Interest of the Investigator and/or Investigator’s Immediate Family with respect to the research sponsor or any company that designs, manufactures, markets, or sells any product (whether a drug, a device, or a biologic) that is part of the research.  

“Financial Interest” means:

i.
Compensation:  Any compensation received in the past 12 months, or that is expected to be received over the next 12 months.  This includes monetary compensation, such as salary and payments for services (e.g., consulting fees, honoraria, payments for services on advisory committees), as well as non-cash compensation (e.g., sponsored or reimbursed travel).  For purposes of this Policy, an Investigator is not required to disclose travel that is sponsored or reimbursed by a federal, state, or local government agency, an Institution of higher education (as defined at 20 U.S.C. 1001(a)), an academic teaching hospital, a medical center, or a research institute that is affiliated with an Institution of higher education.

ii.
Any Ownership Interest in a Public Company:  Ownership of any stock or other equity, or the rights to acquire stock or equity (e.g., options or warrants), in a Public Company.  This includes ownership interests held through trusts or personal holding companies.  This does not include ownership of mutual funds or similar investments where the individual (or any member of such person’s Immediate Family, or any entity owned or controlled by any of them) has no control over the investments held by the fund.

iii.
Any Ownership Interest in a Non-Public Company:  Any ownership of stock or other equity, or any rights to acquire stock or equity (e.g., options or warrants), the value of which cannot be readily determined through reference to public prices.  This includes ownership interests held through trusts or personal holding companies.  This does not include ownership of mutual funds or similar investments where the individual (or any member of such person’s Immediate Family, or any entity owned or controlled by any of them) has no control over the investments held by the fund.

iv.
Royalties from Intellectual Property: Any interest in a patent, trademark, copyright, or other intellectual property that currently produces or in the future may produce royalties or other payments to the Investigator.

v.
Leadership Positions:  Any position of leadership or influence.  This includes being an officer, a member of the Board of Directors/Trustees/Managers, or a member of any advisory board.
“Institutional Responsibilities” are the Investigator’s professional responsibilities on behalf of HSS, including (i) administrative duties (such as department- or service-level administrative positions and committee memberships), (ii) research activities (including carrying out Human Subjects Research and/or Non-Human Subjects Research, as well as service on panels related to research such as Institutional Review Boards or Data and Safety Monitoring Boards), (iii) teaching activities, and (iv) rendering patient care services for and on behalf of HSS if the Investigator is employed by HSS to do so.
(INVESTIGATOR:  PLEASE COMPLETE FORM ON NEXT PAGE)

HOSPITAL FOR SPECIAL SURGERY

Office of Research Administration

INVESTIGATOR FINANCIAL INTEREST DISCLOSURE FORM 

(Submit With Research Proposal – Guidelines and Instructions Attached)


Principal Investigator: __________________________________

Sponsor/Funding Source:  _______________________________  
Grant or Protocol No. (if known) _________________________  
Title of Project/Protocol:  _________________________________________________________

Investigator Submitting Form (PRINT):  _____________________________________ 
Department: _______________________  Ext: ____

In order to fulfill the requirements of government regulations and HSS policy, each Investigator must list his/her known Financial Interests (as defined in the attached Guidelines) and those of the Investigator’s Immediate Family that would reasonably appear to be related to the Investigator’s Institutional Responsibilities (as defined in the attached Guidelines) or the research sponsor or any company that designs, manufactures, markets, or sells any product (whether a drug, a device, or a biologic) that is part of the research.  Direct payments, equity interests, intellectual property rights, and other Financial Interests (as defined in the attached Guidelines) must all be disclosed.  If none, so indicate.  Use additional pages as required.
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    Financial Interests








Interests     
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YES     NO

      YES    NO

(a) Compensation:*




 FORMCHECKBOX 
        FORMCHECKBOX 


        FORMCHECKBOX 
        FORMCHECKBOX 

(b) Ownership Interest in a Public Company:*
 FORMCHECKBOX 
        FORMCHECKBOX 


        FORMCHECKBOX 
        FORMCHECKBOX 

(c) Ownership Interest in a Non-Public Company:* 
 FORMCHECKBOX 
        FORMCHECKBOX 


        FORMCHECKBOX 
        FORMCHECKBOX 

(d) Royalties from Intellectual Property:*

 FORMCHECKBOX 
        FORMCHECKBOX 


        FORMCHECKBOX 
        FORMCHECKBOX 

(e) Leadership Positions:* 



 FORMCHECKBOX 
        FORMCHECKBOX 


        FORMCHECKBOX 
        FORMCHECKBOX 

* See the attached Guidelines and Instructions for the definition of these terms and for examples of required disclosures.

If you have checked any of the “Yes” boxes above, please provide, in the space below, a description of the Entity(ies) involved and the nature and amount of interest, using the definitions in the Guidelines. You may also choose to provide this information in a sealed envelope marked “Confidential.”  Address the envelope to Vincent Grassia, Vice President, Research Administration and attach it to this form.  


______________________________________________________________


______________________________________________________________


______________________________________________________________

I affirm that I have read the attached Guidelines relating to HSS’s Policy on Conflicts of Interest in Research Activities and agree to abide by the initial and continuing disclosure responsibilities of an Investigator under government regulations and HSS’s Policy.  I understand that the Conflict of Interest Committee for Research will review this Financial Interest Disclosure Form and that if a Financial Interest is disclosed that could affect, or could be perceived to affect, the design, conduct, or reporting of the proposed project, HSS will determine how to manage, reduce or eliminate the conflict.

Make a copy of the completed Form and retain it and the attached Guidelines for your files. 
Attach the original completed Form to the HSS research grant/IRB/IACUC application when the research proposal is submitted to HSS.

_______________________________________                       __________________


Signature of Investigator                                                             Date
In accordance with the HSS Policy on Conflicts of Interest in Research Activities, which applies to all research (whether funded by government or other sponsoring entities, including for-profit companies), the Investigator Financial Interest Disclosure Form attached to these Guidelines and Instructions must be completed for every research protocol by every Investigator involved in that research proposal and attached to the research proposal when submitted, whether to (1) the Office of Research Administration, (2) the Institutional Review Board (IRB), or (3) the Institutional Animal Care and Use Committee (IACUC).





If you have questions about completing this Form, contact Research Administration (x2261) or the Office of Legal Affairs (x1592).
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