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	Instructions:  Please read and complete all questions carefully.  This form applies to the principal investigator, all members of the study staff, and the immediate family members (spouse, domestic partner, dependent child, etc.), of the principal investigator and study staff.  The Principal Investigator may attest for all individuals on one form.  For assistance with completing this questionnaire, please refer to the Quorum Handbook or contact us at 206-448-4082 or 1-877-472-9883.

Please note:  Forms that are incomplete or missing required information will result in delay of Board review.

	Principal Investigator:
	     

	Sponsor:
	     
	Protocol Number:
	     

	

	PART I - 
Does the Principal Investigator or any member of the study staff, or an immediate family member, have a disclosable financial interest identified in Part II, section 1 – 6 below? 

Yes 
 FORMCHECKBOX 
  If you check YES, please complete Part II and III of the form.

No
 FORMCHECKBOX 
  If you check NO, please do not complete or submit this form. 



	PART II - Check ALL that apply in sections 1-6 below, and provide specifics regarding the nature of the 
disclosable interest by responding to the questions under each section if they apply.         
 FORMCHECKBOX 
  1.  
Any financial arrangement entered into between the sponsor of the covered study and the study staff or an immediate family member involved in the conduct of the covered study, whereby the value of the compensation for conducting the study could be influenced by the outcome of the study. See, Form FDA 3455. (E.g., Compensation that could be higher for a favorable outcome than for an unfavorable outcome, such as compensation that is explicitly greater for a favorable result or compensation to the investigator in the form of an equity interest in the sponsor of a covered study or in the form of compensation tied to sales of the product, such as a royalty interest). 
i. Please provide details regarding the nature of the financial arrangement:     
ii. If compensation is currently being received (or will likely be received in the future) based on a     


favorable outcome of the study, please provide the amount of compensation provided: $       
iii. Other Information (as applicable):      


	 FORMCHECKBOX 
  2.  
Any significant payment of other sorts made on or after February 2, 1999 from the sponsor of the covered study such as a grant to fund ongoing research, compensation in the form of equipment, retained for ongoing consultation, or honoraria. See, Form FDA 3455. (E.g., payments made by the sponsor of a covered study to the investigator or the institution to support activities of the investigator that have a monetary value of more than $25,000, exclusive of the costs of conducting the clinical study or other clinical studies, (e.g., a grant to fund ongoing research, compensation in the form of equipment or retainers for ongoing consultation or honoraria) during the time the clinical investigator is carrying out the study and for 1 year following the completion of the study; For Federally Funded Studies a significant financial interest is $10,000 or more.)
i. Please identify the type of significant payment received:  FORMCHECKBOX 
 Grant  FORMCHECKBOX 
 Honoraria  FORMCHECKBOX 
 Equipment


 FORMCHECKBOX 
 Reimbursement for travel, per diem;  FORMCHECKBOX 
 Other (specify):         

ii. Amount of Payment: $      
iii. Other Information (as applicable):      


	 FORMCHECKBOX 
  3.  
Any proprietary interest in the product tested in the covered study. See, Form FDA 3455. (E.g., property or other financial interest in the product including, but not limited to, a patent, trademark, copyright or licensing agreement.)  
i. Please identify the owner of the proprietary interest:      
ii. If income or royalty resulting from the proprietary interest has been received or will be   


received in the future, please identify the source of that income or royalty:      
iii. If applicable, provide the estimated current value: $      
iv. Please provide details regarding the proprietary or other financial interest:      
v. Other Information (as applicable):      

	 FORMCHECKBOX 
  4.  
Any significant equity interest in the sponsor of the covered study or in a competitor of the sponsor.  See, Form FDA 3455. (E.g., any ownership interest, stock options, or other financial interests whose value cannot be readily determined through reference to public prices (generally, interests in nonpublically traded corporation) or any equity interest in a publically traded corporation that exceeds $50,000 during the time the clinical investigator is carrying out the study and for 1 year following completion of the study;  For federally funded studies, a significant equity interest is  $10,000 or more or represents more than 5% ownership interest in a single entity.)
i. Please identify the type of equity interest:  FORMCHECKBOX 
 Stock  FORMCHECKBOX 
 Stock Options   FORMCHECKBOX 
 Bonds  

 FORMCHECKBOX 
 Other (please specify):      
ii. If stock or stock options, number of shares:      and/or estimated current dollar value:          


$     
iii. If bonds, estimated current value:  $     
iv. Estimated percentage of total value of the company the interest represents:%      
v. Other Information (as applicable):      
Note: Any ownership or other interest, which is a sub-set of a mutual fund or other investment vehicle (e.g., 401K or other non-actively managed retirement fund) that the individual  has no control over and does not direct, need not be disclosed

	 FORMCHECKBOX 
  5.  
An employment or executive relationship with the sponsor of the covered study. Note: Any amount over $10,000 must be disclosed.  
i. Please describe the nature of the employment or executive relationship:      
ii. If you hold a management position such as a board member, director, officer, partner, or trustee 
with the sponsor, please describe that relationship:      
iii. Please identify the amount of income received during the past 12 months:      
iv. Please identify the amount of income that may be received during the next 12 months:      
v. If income was received during the last 12 months, please identify the type of income: 

 FORMCHECKBOX 
 Salary     FORMCHECKBOX 
  Consulting Income   FORMCHECKBOX 
 Dividends:          Other (please specify):      
vi. If income may be received in the future (during the next 12 months), please identify the type of 
income:  FORMCHECKBOX 
 Salary   FORMCHECKBOX 
  Consulting Income   FORMCHECKBOX 
 Dividends:          Other (please specify):      
vii. Other Information (as applicable):      


	 FORMCHECKBOX 
  6.  
Other financial or non-financial relationship with the sponsor of the covered study that may create an actual or apparent conflict of interest. (E.g., enrollment bonuses, finder’s fees, sponsor gift of equipment   to site). 

i. Please describe the nature of the financial or non-financial relationship:      
ii. If financial, provide the estimated current value: $      
iii. Other Information (as applicable):      


	PART III – Investigator Conflict of Interest Management Plan

Describe in detail how you plan to manage the potential conflict of interest that you identified in Part II by checking all that apply in section 1 below and providing a summary of your plan in section 2 below. Your plan should adequately address the steps taken to minimize the impact on study participants and/or your plan for addressing the potential bias of clinical study results by any of the disclosed arrangements or interests.) 

Please also attach additional information or documents (e.g., standard operating procedures, etc.) (section 3) if you believe that the additional information will help the Board to understand how the potential conflict of interest is being or will be managed.    
1. Please identify the steps you will take (check ALL  that apply):
 FORMCHECKBOX 
  
Requiring a sub-investigator or monitor to assist or conduct certain parts of the research such as the   
informed consent process
 FORMCHECKBOX 
   
Additional training or education requirements 

 FORMCHECKBOX 
  
Requiring a designee without a conflict to collect and report study data

 FORMCHECKBOX 
  
Modification to or additional oversight of recruitment plan

 FORMCHECKBOX 
  
Partial or complete financial divestiture
 FORMCHECKBOX 
  
Other (please describe):        
X  
Disclosure in consent form. Language provided by Quorum.
2. Please provide a Detailed Description of Plan:      
3. Please attach additional information, if necessary. 

Please note that the Board may choose to accept or modify your plan, or may impose additional measures to safeguard participants and/or to address potential bias of clinical study results. The Board typically will add language in the consent form that more specifically discloses the conflict.  If the Board does not find your plan acceptable, the Board may also disapprove the research or require a change in PI. 

	

	Signature of Principal Investigator*
	
	Date 


*A signature is not required if your site is submitting this form through the OnQ™ Portal.
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