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                                       VA New York Healthcare System 
(VAWNYHS)

            


Conflict of Interest Form
	This form must be completed by the Principal Investigator, Co-Principal Investigator, Co-Investigator, and Research Coordinator/Staff and submitted with all initial applications. This completed and signed document must accompany the new proposal to which it applies or the proposal will not be considered for further review. This form must be resubmitted if there is a change financial status or in research personnel.

	Study Title:  



	Study Sponsor:



	Name:

 

	Principal Investigator’s Name:




	I.     Indicate by marking YES or NO if any of the financial interests or arrangements of 

        concern (described below) apply to you, your spouse, or dependent children:  

        If all items in section I (items 1 – 5) are No, proceed to table II.

	Yes       No

           

Yes       No

           ADVANCE \u3
ADVANCE \u3
Yes       No

           ADVANCE \u3
Yes       No

           ADVANCE \u3
Yes       No

          ADVANCE \u3

	1) Are there any financial arrangements whereby the value of the compensation could be influenced by the outcome of the study?  This should include, for example, compensation that is explicitly greater for a favorable outcome, or compensation to the investigator in the form of an equity interest in the sponsor or in the form of compensation tied to sales of the product, such as a royalty interest.  If yes, please attach details, including a proposal to manage the conflict of interest.

2) Is there any income related to the sponsor or the product or service being studied excluding the costs of conducting the study or other research protocols (may include: salary, consultation fees, speaking fees, or honoraria)?

Exceptions: Disclosure not required if the interests meets both of the following two tests:

1. 
Total amount of income is not expected to amount to $10,000 or more or 5% ownership interest for any 12 month period during the course of the study at this institution when aggregated for you, your spouse and dependent children

2. 
The amount of income will not be affected by the outcome of the research 

  If yes, please attach details, including a proposal to manage the conflict of interest.

3) Are there any proprietary or financial interests related to the sponsor or the product or service being studied such as a patent, trademark, copyright, royalties or licensing agreement?  If yes, please attach details, including a proposal to manage the conflict of interest.

4) Are there any equity interests (e.g., stocks, stock options or other ownership or financial interests) related to the sponsor or the product or service being studied?  [Equity interest whose value cannot be readily determined through reference to public prices (generally, interests in a non-publicly traded corporation) must be disclosed.]

Exceptions: Disclosure not required if the interests meets all of the following four tests:

1.
The equity instrument is publicly traded on the NYSE, ASE, or NASDAQ

2.
Total value of the equity is less than $10,000 when aggregated for you, your spouse, and dependent children

3.
The total value of the equity represents less than 5% ownership interest in any one entity

4.
The value of the equity will not be affected by the outcome of the research 

If yes, please attach details, including a proposal to manage the conflict of interest.

5) Are there any compensated or uncompensated employment, executive, or fiduciary relationships related to the sponsor or the product or service being studied?  If yes, please attach details, including a proposal to manage the conflict of interest.


OR

	II. 
If all 5 answers in section I. above are No

	

	I hereby certify that none of the financial interest or arrangements listed above (items 1 through 5) exists for my spouse, my dependent children, or myself.




	III.      Indicate by marking YES or NO to the best of your knowledge regarding the financial 

           interests of the VA WNYHHS.

	Yes       No

         ADVANCE \u3

	6) Does the VA WNYHS hold a financial interest that is or could reasonably appear to present a conflict of interest with respect to the sponsor or the product or service being studied?  If yes, please attach details, including a proposal to manage the conflict of interest.


In accordance with 21CFR 54 and 42CFR 50F, I declare that the information provided on this form is, to the best of my knowledge and belief, true, correct, and complete.  Furthermore, if my financial interest and arrangements, or those of my spouse and dependent children, change from the information provided above during the course of the study or up to one year following completion of this protocol, I will notify the IRB promptly (within 30 days).

________________________________________                _________________

Signature of Investigator/Staff



Date

________________________________________                _________________

Signature of Supervisor




Date

________________________________________               __________________

Signature ACOS R&D




Date

________________________________________

__________________

Signature Conflict of Interest Administrator


Date

Does this study represent a conflict of interest for the institution? ___yes ___no

If yes, please detail the conflict and recommendations to resolve or manage it.  ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Please indicate if Regional Counsel was consulted and if so what their recommendations were, if any. ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

________________________________________

__________________

Signature Conflict of Interest Administrator


Date
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