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DESCRIPTION:  Our Principal Investigator Application forms (Form 30A, B, and C) have a very strict screening question about financial conflict of interest. Having checked yes, you noted some "interest". This form provides space for a more detailed exploration and, if needed, ideas about management. Attach this to your application form.

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE. 

Send completed package to submit@eandireview.com.
	A. Your Identity

	Your name 
	

	Your role on this study
	 FORMCHECKBOX 
  Principal Investigator     FORMCHECKBOX 
 Sub-investigator     FORMCHECKBOX 
 Coordinator
 FORMCHECKBOX 
  Other:  Explain:      

	Project Title:
	     

	Sponsor: 
	     

	Assigned Number:
	     


	B. The Companies With Whom There Are Financial Interests Listed Below

	Sponsor or funding agency
	     

	Product or service being tested
	     

	Direct competitor(s)
	     


	C. Identification Of Interests:   

	Disclosure Level:   E&I has elected to use $5,000 as our single level for disclosure.  Please be aware that some agencies (states) have lower limits and some (FDA) have higher limits to use.

	[image: image1.jpg]This column is about any staff members with direct contact with subjects or subject data.  
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This column involves your immediate family (spouse, domestic partner, and family members dependent on you).  
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THIS column involves only you.
	
	

	1. Ownership Interest, stock options or other financial interest from one year before now until one year after completion of the study.

… $5,000 family aggregate or
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	… greater than 5% of any single entity whose value


cannot be referenced to publicly traded prices, or 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

could be affected by the outcome of the research
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Income or Compensation related to the research (lectures, seminars, teaching, committees, review panels for public or nonprofit entities) paid to you or your institution during the study and for the prior year and following 1 year exclusive of the costs of conducting the study

... greater than $5,000 per year 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	... whose amount could be affected by the outcome of the study
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Proprietary Interest related to the research including but not limited to a patent, trademark, copyright or licensing agreement
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Membership on the board, director or officer or other executive position regardless of compensation.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.  Travel Paid by a Third Party  

any travel paid for by a third party where the amount is unknown.

any reimbursed travel totaling greater than $5000.

Include travel for industry (except your employer), a non-profit, a professional society.
Exclude travel for federal, state or local government agencies, any institution of higher education or academic teaching hospitals.
	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 



	5. Non Financial Competing Interests  (multiple studies with same population?  Insufficient time? etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.  Other: If nothing is checked, something led you to answer “yes” to the screening question
Please explain:       


	D. Evaluation Of Conflicts:  What Is The Potential That The Interest Might Cause A Problem?

	If you checked any box in C, you are considered to have interests that could result in a conflict whether real or perceived.  Conflicts are not necessarily bad unless they negatively impact subject protection or the study integrity.

	In the worst case, what could be negatively altered as a result of a conflict of interest?


	 FORMCHECKBOX 
  
Subject enrollment, retention or management
 FORMCHECKBOX 
  
Data management, analysis or reporting
 FORMCHECKBOX 
  
Other, please describe,       


	E. Management Of Conflicts - Mitigation Plan

	There are many steps that can manage or control the negative effects.  Some are listed here.  What would you suggest to reduce the chances of have problems later?


(
Divestment
(
More objective endpoints


(
Separate data analysis for site
(
Disclosure to subjects


(
External controls and/or monitoring
(
Use of other personnel for some activities

	The conflict will be disclosed on the consent document.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	My plan to manage the conflict is:
	     

	Were any allegations of conflict of interest to be made later, do you feel comfortable that you have done all that reasonably can be done to manage the problem?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No  


	F. Signature

	Signature
	

	Printed name
	      

	Date
	     




