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	FORM: Sub-Investigator Application

	
	NUMBER
	DATE
	PAGE

	
	35
	08/30/11
	2 of 3



A Sub-Investigator is defined as any member of the study team designated and supervised by the Principal Investigator to perform critical study-related procedures and/or to make important study-related decisions.  You must also submit the following items:

 FORMCHECKBOX 
 CV, signed and dated



 FORMCHECKBOX 
  Human Subject Training Certificate(s) 
 FORMCHECKBOX 
 Medical License copies for Sub-Investigator

within past three years

	A. Connections


	A.1. Principal Investigator

	Name & degrees
	     

	
	Phone 
	     

	
	Fax
	     

	
	E-mail
	     

	I am making a request to add a sub-investigator to assist me in the conduct of this study.  I recognize that I remain responsible for the conduct of this study. 


	A.2.  The study

	E&I Study #
	      -      

	Sponsor
	      

	Protocol Title 
	     


	B.  Sub-Investigator

	See above for the definition.

	B.1.  Identification

	Name & degrees
	     

	Phone 
	     
	Professional 

Licensure
	Number(s)
     
State(s)
     

	Fax
	     
	
	

	Phone 24 hour
	     
	
	

	E-mail
	     
	
	

	Comments 
	     


	B.2.  Duties What duties will this person be asked to assume?

	 FORMCHECKBOX 
  Determining eligibility 

 FORMCHECKBOX 
  Enrolling subjects into the study

 FORMCHECKBOX 
  Study drug dosing

 FORMCHECKBOX 
  Discussing the consent information 

 FORMCHECKBOX 
  Performing a specific clinical test or procedure 
	 FORMCHECKBOX 
  Assessing adverse events

 FORMCHECKBOX 
  Dropping a subject from the study 

 FORMCHECKBOX 
  Answering queries about the data

 FORMCHECKBOX 
  Other:      


	B.3.  Conflict of Interest

	Does this sub-investigator have any interests that could raise a conflict or could be perceived to raise a conflict of interest?

   IF YES to any question, have the sub-investigator complete E&I Form 31.

	(1) Do you have any conflict of interest in the conduct of this study?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	(2) Does any of your immediate family have a conflict of interest?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	(3) Does any of your staff have a conflict of interest?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	EXPLANATIONS

“You” references the sub-investigator and his/her immediate family

“Any” is the bottom limit for this screening question

“Interests” include in the sponsoring company, direct competitors of the sponsor or contractors with the sponsor.

· Any directorship, officer or consultancy or

· Any holdings or ownership (stock) in the sponsor, manufacturer or research organization.
· Any speakership contract
· Any income or compensation related to the research or whose amount could be affected by the outcome.


	B.4.  Professional History

	If you answer “yes” to any of the following questions, please provide an explanation at bottom of section.

Have you:

	(1) Ever been convicted of a felony that could even remotely be perceived as related to your role as PI?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	(2) Ever been disciplined by a public or private organization or licensing agency?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	(3) Ever been sanctioned or restricted by a professional board?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	(4) Had any loss or restriction of institutional privileges?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	(5) Any past, current or pending complaints or legal actions that could lead to any of the above?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	(6) Ever had a subject complain to an IRB about you or one of your studies?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	Explain here or attach explanation for any question answered “yes”: 
	     

	B.5.  Performance Site

	 FORMCHECKBOX 
  The same site as the principal investigator, or

	Company name
	     
	Phone
	     

	Address
	     
	Fax
	     

	City, State, Zip
	     
	E-mail
	     

	Is there is an IRB at this site?
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes  If yes, submit E&I Form 33.


	C. Signature
Principal Investigator
Sub-Investigator

	
	I certify that I am requesting the assistance of this person and will supervise his or her conduct.
	I certify that all the above information is accurate, complete, and that I am fully aware of my responsibilities as a Sub-Investigator.

	Signature
	
	

	Printed name
	     
	     

	Title
	     
	     

	Date
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West Coast Board



E&I West Coast Board



100 Tamal Plaza, Suite 158



Corte Madera, CA 94925



Phone (415) 485-0717



Fax (415) 485-0328



E&I Midwest Board



14400 East 42nd Street, Suite 240



Independence, MO 64055



Phone (816) 421-0008



Fax (816) 356-2227
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