
Eligibility Checklist – Instructional
	Purpose/Guidance:

All participants enrolled in the study must have adequate source documentation in their study file documenting that they have been included or excluded appropriately in order to confirm study participation eligibility.



	Customization:

· Include any relevant study information, including but not limited to:

· Sponsor name

· Study identifier (protocol number)

· Site #

· Modify the form to add all inclusion and exclusion criteria per the IRB-approved protocol




The template starts on the next page.

Eligibility Checklist
I. Study Information

	Principal Investigator:
	

	STU #:
	

	Study Title:
	

	Visit ID or #:
	


II. Participant Information:

	Participant ID/#:
	

	Sex (optional):    


III. Inclusion/Exclusion Criteria

	Inclusion Criteria
	Yes
	No
	Supporting Documentation*

	1.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	8.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	9.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	10.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Exclusion Criteria
	Yes
	No
	Supporting Documentation*

	1.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	8.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	9. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	10. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


*All participant files must include supporting documentation to confirm subject eligibility. The method of confirmation can include, but is not limited to, laboratory test results, radiology test results, subject self-report, and medical record review.  

IV. Statement of Eligibility

This participant is [  FORMCHECKBOX 
 eligible /  FORMCHECKBOX 
 ineligible ] for participation in the study.

	Signature:

	Date:

	Printed Name:
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