



Clinical Trial Eligibility Criteria Checklist 

 [Insert protocol name here] 

** Note:  You are not mandated to use this form.  If the sponsor provides a checklist for all or part of this document, please check the box below and attach to your research source documents.  Be sure that ALL items are addressed (inclusion, exclusion, written waiver for deviation from sponsor and IRB and signature/date of Investigator and Study Coordinator).  Complete any sections not provided by the sponsor.**

 FORMCHECKBOX 
  Check here if you are utilizing a checklist provided to you by the sponsor. Be sure to keep this with your research source documents.

Inclusion Criteria (subject should be excluded from study if marked no).  If n/a, please describe.











Y            N         n/a

	[Insert Inclusion Criteria here, as listed in the protocol]
	
	
	

	Add additional rows when needed
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Exclusion Criteria (subject should be excluded from study if marked yes)  If n/a, please describe.










             Y            N          n/a

	[Insert Exclusion Criteria here, as listed in the protocol]
	
	
	

	Add additional rows when needed
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


If n/a marked above, please explain: ____________________________________________________________

_________________________________________________________________________________________

_________________________________________________________________________________________

BRI Study Number: __________

Subject Initials: __________ Subject Number: __________ Date of Review: 


** THE PORTION BELOW MUST BE COMPLETED FOR EVERY SUBJECT **
Were any waivers granted in order for the subject to be determined eligible for entry into the study?  If yes, please describe:_______________________________________________________________
_________________________________________________________________________________________

_________________________________________________________________________________________

_________________________________________________________________________________________

By whom:___________________________________  Date: _________________  

Please attach supporting documentation.
Was the IRB notified?

 FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
   No

Explain and attach supporting documents if necessary:  ________________________________________
_________________________________________________________________________________________

_________________________________________________________________________________________

Signatures verify that subject has met all inclusion, exclusion and eligibility criteria prior to enrollment (e.g., receiving first dose of test article or use of device):

Date subject is to receive first dose of test article or use of device: _______________________

_________________________________

__________________

PI / Sub-Investigator Signature



Date

_________________________________

__________________

Clinical Research Coordinator Signature

Date
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