Stratton VA Medical Center

 Conflict of Interest Disclosure Form

(Principal Investigator, Co-Principal Investigator, co-investigator, sub-investigator)

The IRB requires that potential conflicts of interest be disclosed to determine whether those conflicts would interfere with the protection of human participants.  This form is to be completed by the principal investigator, co-principal investigator, research coordinators, co-investigator, and sub-investigator listed on the New Protocol Submission Form, the Change of Principal Investigator Form, or the Change in Co-investigator/Sub-investigator Form.  This completed and signed document must accompany the proposal to which it applies or the proposal will not be considered for further review.

Name:  
 FORMCHECKBOX 
 Principal Investigator

 FORMCHECKBOX 
 Co-Principal Investigator

 FORMCHECKBOX 
 Co-investigator

 FORMCHECKBOX 
 Sub-investigator

 FORMCHECKBOX 
 Research Coordinator

Sponsor of trial: 
Affiliated Institution:        Phone number:      
Title of Protocol:      
	CONFLICT OF INTEREST DECLARATION


The following questions apply to you, your spouse, or dependent children:

	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
	Do you currently have any financial arrangement with the sponsor or agent of the sponsor of this research? 

If YES, will the outcome of the trial affect the amount of your financial compensation or reward?

	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
	Have you received any direct payments in the form of gifts, consulting fees, or honoraria, from any medical organization, that total in excess of $10,000 or 5% ownership interest in a single entity over the past 12 months, regardless of the relationship to this research?

	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
	Do you hold any economic interest in the sponsor or agent of the sponsor, whereby the outcome of this research study could influence the value of the economic gain to the sponsor ?

	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
	Do you serve as an officer, director, or other fiduciary role for the sponsor or agent of the sponsor of this research?

	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
	Do you receive royalty income or have the right to receive future royalties under a patent license or copyright from any device or drug or method developed as a result of this trial?

	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
	Do you have any financial interest in any competitor of the sponsor of this trial?


If you answered “YES” to any of the Conflict of Interest questions, please provide a detailed explanation on a separate sheet of paper and attach it to this document.  The Stratton VAMC Conflict of Interest Administrator will evaluate the Conflict of Interest before you may be involved in the research.

Please describe any of your VA duties that involve management of research projects or contracts other than those on which you are a principal investigator, co-principal investigator, co-investigator, or sub-investigator.  This includes oversight, approval, advising, recommending, or initiating actions on research related projects (for example, an R&D committee member). 
 FORMCHECKBOX 
 To the best of my knowledge, all of the information on this disclosure is true, correct, complete, and made in good faith.  I understand that false or fraudulent information on this disclosure may be grounds for not accepting the research proposal and my be punishable by fine or imprisonment (U.S. Code, Title 18, section 1001.)  I must file an update to this disclosure form if there should be an interim material change in significant financial interests.  

 FORMCHECKBOX 
 Based on the questions in the Financial Conflict of Interest Disclosure Form, I do NOT have a financial interest that may affect my conduct with this research study.

 FORMCHECKBOX 
 I do have a financial relationship.  I affirm that, if directed, I may not personally seek consent from study participants, and that my financial interest will be disclosed on the informed consent form.

(*The Conflict Of Interest Standard Operating Procedure, IRB-009, can be found on the Public Drive, under Albany.)

_____________________________________

________________

Signature of PI, Co-PI, Co-investigator, Res. Coordinator


Date

_________________________________________

___________________

Signature of ACOS R&D





Date

	Certification of Review by Conflict of Interest Administrator

This Conflict of Interest Statement and applicable protocol have been reviewed for compliance with applicable policies and regulations, and for a determination of the existence of a financial conflict of interest.

A financial conflict of interest:  [ ] has  [ ] has not  been identified for this investigator on this research protocol.  If a conflict of interest has been identified, the following actions are recommended:

______________________________________________________ ______________

Signature of Conflict of Interest Administrator or Committee Chair           Date




	Certification of Review by Institutional Review Board (if applicable)

[ ] (check if appropriate) Review by IRB is not applicable to this protocol.

_______________________________________         _______________

Signature of HRPP Coordinator                                            Date

This Conflict of Interest Statement and applicable protocol have been reviewed for compliance with applicable policies and regulations, and for a determination of the existence of a financial conflict of interest.

A financial conflict of interest:  [ ] has  [ ] has not  been identified for this investigator on this research protocol.  

Concur with recommendations of COI Administrator/Committee: [ ] Yes [ ] No

Any additional recommendations are addressed by letter from the IRB Chair to the investigator.

________________________________________        ______________

Signature of IRB Chair or designee                                      Date




	Certification of Review by Research & Development Committee

This Conflict of Interest Statement and applicable protocol have been reviewed for compliance with applicable policies and regulations, and for a determination of the existence of a financial conflict of interest.

A financial conflict of interest:  [ ] has  [ ] has not  been identified for this investigator on this research protocol.  

Recommendations:

Concur with recommendations of COI Administrator/Committee:    [ ] Yes [ ] No

Concur with recommendations of IRB:                                         [ ] Yes [ ] No

Any additional recommendations are addressed by letter from the R&D Committee Chair to the investigator.

________________________________________        ______________

Signature of R&D Committee Chair                                       Date




2-26-04


