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I. Study Information

	Protocol Title:       

	Principal Investigator:       
	IRB Protocol Number:

	Subject Initials:      
	Subject ID:


II. Inclusion/Exclusion Criteria

	Inclusion Criteria

(From IRB approved protocol)
	Yes
	No
	Verified by

(Initials/Date)
	Supporting Documentation*

	1. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	2. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	3.  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	3. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	Exclusion Criteria

(From IRB approved protocol)
	
	
	
	

	1. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	2. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	3. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	4. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	* indicate document or information used to confirm this criteria


III. Has the subject met all inclusion and none of the exclusion criteria of the research protocol?  

     Yes   FORMCHECKBOX 
    No    FORMCHECKBOX 
  If YES, proceed to section IV.  
      If NO, please provide the following information:

	
	Exception granted?


	Date sponsor notified

/exception granted (MM/DD/YYYY)  
	Name of sponsor’s representative granting exception
	Date IRB single subject exception granted 

(MM/DD/YYYY)  

	Inclusion criteria not met
	Yes
	No
	
	
	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	

	Exclusion criteria not met
	Yes
	No
	
	
	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	


IV. Statement of Eligibility

This subject is   FORMCHECKBOX 
 eligible /  FORMCHECKBOX 
 ineligible for participation in the study.

V. Comments:       
	Signature‡:

	Date:

	Printed Name:



‡Must be the PI or individual delegated by the PI to perform this task
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