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Subject Eligibility Criteria Checklist Template

All subjects enrolled must meet eligibility criteria based on the inclusion and exclusion criteria detailed in IRB approved protocol/research plan and described in the IRB application.  This Checklist is a tool to aid researchers in assessing and documenting the eligibility of each study subject screened for inclusion in the research.  
Instructions:  Customize this checklist by completing Sections I and III for each research study.  For section III, obtain the inclusion and exclusion criteria directly from the IRB approved protocol/research plan.  Use the exact terminology from the IRB approved protocol/research plan and save the document for use with all subjects screened for enrollment in your research.  

As study subjects are screened for enrollment in your research complete sections II and III for each study subject.  For Section III, check the appropriate box for “Yes” or “No” next to each of the inclusion and exclusion criteria.  Based on the study specific inclusion and exclusion criteria, this section may require a review of the subject’s medical records for medical history items and/or reviewing results of study screening procedures.  Supporting documentation for each “yes” and “no” answer is required and should be maintained in the subjects study files.  Only subjects who you’ve answered “yes” to all inclusion criteria and “no” to all exclusion criteria qualify for enrollment in the research.  In some cases, the study sponsor and the IRB may grant exceptions to specific inclusion or exclusion criteria.  When this is the case, prior approval from both the study sponsor and the IRB must be obtained and documented.  This exception should be noted on the eligibility checklist.  A qualified and appropriately delegated member of the research staff verifies the subject’s eligibility and signs this document.  This document should be retained in the subjects study files (for both successfully enrolled and screen failure subjects).
Helpful tips:

· If your document spans more than one page, print the final Eligibility Checklist as a 2-sided document so the signature of the person qualifying the subject is on the complete eligibility document.

I. Study Information

	Protocol Title:
	

	IRB Number:
	

	Principal Investigator:
	


II. Subject Information:

	Subject ID:
	


III. Inclusion/Exclusion Criteria

	Inclusion Criteria

(From IRB-approved protocol)
	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

(From IRB-approved protocol)
	

	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 subject 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, and medical record review.  

IV. Statement of Eligibility

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

If this form is signed by someone other than the PI, he or she must be qualified by education and training to evaluate these criteria.  The individual must also be added to the study with the IRB and be authorized to assess eligibility criteria on the Delegation of Authority Log.  The form should be signed and dated prior to randomization and/or the first study intervention.

	Signature:
	Date:

	Printed Name:


.
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