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Part II: SIGNIFICANT FINANCIAL INTEREST DISCLOSURE FORM

You are completing this form because the Institutional Review Board (IRB) or the Employing Institution's Conflict of Interest (COI) Committee or Office determined the Significant Financial Interest (SFI) disclosed in Part I represents a potential Financial Conflict of Interest (FCOI) OR the Investigator self-identifies that the SFI disclosed in Part I may represent a potential FCOI with the proposed IRB protocol. 

	SECTION I: RESEARCH PROTOCOL INFORMATION

	
|_|     Sponsored study          |_|     Non-sponsored study (greater than minimal risk studies)

[bookmark: Text19]Name of Sponsor:                                                                  Date:                                                                                          

Name:                                                                                        Department:       

Employing Institution:       

[bookmark: Text17][bookmark: Text18]Telephone:         	                   Email:       




	SECTION II: DISCLOSURE 

	
1. Role of Conflicted Investigator:  
[bookmark: Check91]|_|  Principal Investigator
[bookmark: Check92]|_|  Co-Investigator
[bookmark: Check93]|_|  Authorized Study Personnel
[bookmark: Check94][bookmark: Text2]|_|  Other, describe:       

2. Describe the Significant Financial Interest (SFI) related to the protocol/proposal.
[bookmark: Text3]Name of External Entity:       
[bookmark: Check95]|_|  Remuneration (e.g. salary or any payment for services when aggregated equals $5,000 or more.)
[bookmark: Check96]|_|  Equity interest (e.g. any stock, stock option, or other ownership interest for publicly traded entity that has a value of $5,000 or more; or privately traded represents any ownership interest.)  
[bookmark: Check97]|_|  Intellectual Property (e.g. patents, licenses, copyrights, royalties that are not paid by Employing Institution.)
[bookmark: Check98]|_|  Reimbursed or sponsored travel.  ($0 de minimis)
[bookmark: Check99][bookmark: Text4]|_|  Other, describe:       

3. Describe how the SFI is related to the  protocol/proposal.
[bookmark: Check100]|_|  Entity is the research sponsor.
[bookmark: Check101]|_|  Entity’s product or service will be utilized, tested, evaluated, or otherwise in the research.
[bookmark: Check102]|_|  Entity licenses Employing Institution’s intellectual property that will be utilized, tested, evaluated or otherwise in the research.
[bookmark: Check103]|_|  Investigator’s institutional responsibilities may involve or require interacting with the External Entity.
[bookmark: Check104][bookmark: Text5]|_|  Other, describe:       

4. Describe the conflicted investigator’s function in the research.
(check all that apply and describe principal duties below)
[bookmark: Check105]|_|  Design
[bookmark: Check106]|_|  Conduct
[bookmark: Check107]|_|  Reporting (including authorship)
Describe:       

5. Provide justification for the conflicted investigator’s involvement in the research.
(check all that apply and describe below)
[bookmark: Check108]|_|  The conflicted investigator poses special skills, knowledge, techniques, resources, etc.
[bookmark: Check109]|_|  The nature of the work is such that the conflict cannot have an effect on the outcome.  

Describe:       




	SECTION III:  CONFLICT MANAGEMENT TECHNIQUES

	
A.    Management Mechanisms (check all that apply)(required in most cases)
[bookmark: Check111]|_|  The conflict will be disclosed in manuscripts, publications, presentations, etc. according to the norms of each publication venue.
[bookmark: Check112]|_|  The conflict will be disclosed to other research personnel (e.g., co-investigators, fellows, students).

[bookmark: Check140]|_| All research personnel on this study have completed and are up-to-date on Conflict of Interest training

(these may be specific to the study’s design – check all that apply)
[bookmark: Check114]|_|  The conflicted person will not be involved in the data collection or data entry.
[bookmark: Check115]|_|  The conflicted person will not be involved in data analysis or the dataset will be given to an independent statistician for analysis.
[bookmark: Check116]|_|  The protocol is an analysis of existing data (check a box below):  
[bookmark: Check117][bookmark: Check118][bookmark: Check119][bookmark: Text6]|_|  data is de-identified     |_|  limited data set     |_|  other (describe):       
[bookmark: Check120]|_|  Non-conflicted individuals will be involved in study development (design, conduct, reporting.)
[bookmark: Check121]|_|  This is a multi-site trial, at which Investigator’s Employing Institution is just one site.
[bookmark: Check122]|_|  The study uses a blinded design (e.g., double- or triple-blind.)
[bookmark: Check123]|_|  The study includes oversight by an independent advisory board that will monitor the data (e.g., Data Safety Monitoring Board, Scientific Advisory Board.)
[bookmark: Check124]|_|  The study includes use of a clinical research organization/associate (CRO/CRA) which will monitor the conduct of the research.
[bookmark: Check125]|_|  A monitoring board has a priori rules (e.g., safety and efficacy) for stopping the study.
 

B.     Additional Management Mechanisms (check all that apply):  

[bookmark: Check128]|_|  The conflict has been/will be disclosed to the IRB and the investigators agree to follow all IRB recommendations regarding conflict management.
[bookmark: Check129]|_|  The COI will be disclosed to the sponsor of the research.
[bookmark: Check130]|_|  The conflict will be disclosed to potential research participants during the informed consent process.
[bookmark: Check131]|_|  The conflicted person will not solicit informed consent.
[bookmark: Check132]|_|  A non-conflicted individual acts as research subjects’ advocate or ombudsperson.
[bookmark: Check133]|_|  The protocol presents no more than minimal risk to research subjects.
[bookmark: Check134]|_|  The protocol will undergo increased frequency of continuing review and/or monitoring by the IRB.

C.     Management mechanisms to reduce or eliminate the FCOI.  (check all that apply and describe below)

[bookmark: Check135]|_|  Modification of the research plan.
[bookmark: Check136]|_|  Change of study personnel or personnel responsibilities.
[bookmark: Check137]|_|  Reduction or elimination of the financial interest (e.g., sale of any equity interest).
[bookmark: Check138]|_|  Severance of any relationships that create financial conflicts of interest.
[bookmark: Check139]|_|  Other

[bookmark: Text8]Describe:       



	SECTION IV:  PI/CONFLICTED INVESTIGATOR: ACKNOWLEDGEMENT

	
By signing, the principal investigator and any conflicted investigators in the above-named study attests that:
· He/She agrees to comply with the management mechanisms described herein.
· The information presented in this document is complete, accurate, and true to the best of his/her knowledge.
· He/She will update the disclosure and management plan if there are any changes or within 30 days of discovering or acquiring any new significant financial relationships or changes in the reported relationship(s).  

[bookmark: Text9]___________________________________________________________			Date:       
Principal Investigator’s Name

[bookmark: Text10]___________________________________________________________			Date:       
Conflicted Investigator’s Name (if different from PI)
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