


STUDY ID HEADER: PI Name, Protocol or IRB Number, and/or Protocol Short Title
Subject Initials __ __ __ Subject ID __ __ __ - __ __ __ Date: ___ ___ /__ __ __ / __ __
	Day	Month	Year	Comment by Compliance Note: This is the CDASH recommended date format: 2 numerical digits for the day, the first 3 alphabetical letters for the month (AUG, SEP, etc.), and 2 numerical digits for the year (dd-mmm-yy).
[bookmark: _Hlk8395399]Eligibility Criteria
[bookmark: _Toc5984643][bookmark: _Toc5985916][bookmark: _Toc6029436][bookmark: _Toc6203029][bookmark: _Toc54415409][bookmark: _Ref62381919][bookmark: _Ref62382496][bookmark: _Toc63669329][bookmark: _Toc235338873]Inclusion Criteria
Patients who meet all of the following criteria are eligible for enrollment as study participants: 
	
	Yes
	No†

	1. 
	
	

	2. 
	
	

	3. 
	
	


[bookmark: _Toc5984644][bookmark: _Toc5985917][bookmark: _Toc6029437][bookmark: _Toc6203030][bookmark: _Toc54415410][bookmark: _Ref58390930][bookmark: _Toc63669330][bookmark: _Toc235338874]Exclusion Criteria
[bookmark: _Toc6203031][bookmark: _Toc54415411]Patients who meet any of these criteria are not eligible for enrollment as study participants: 
	
	Yes
	No[footnoteRef:1] [1:  if an eligibility criterion might be “not applicable”, include that option for relevant criteria only (such as pregnancy or childbearing status for male subjects).] 


	4. 
	
	

	5. 
	
	

	6. 
	
	

	7. 
	
	

	8.
	
	

	9. 
	
	

	10. 
	
	

	11. 
	
	

	12. 
	
	


[bookmark: _Toc56846623][bookmark: _Toc57012164][bookmark: _GoBack]Eligibility Reviewed and Confirmed by[footnoteRef:2]*:  [2: * If the PI has delegated eligibility determinations to another individual, that individual must be appropriately trained and qualified, including relevant medical training to perform any required medical determinations about subject status, condition, or life expectancy.] 

__________________________________________________	Date: ______________
	(signature)


 Note: This form was developed in accordance with Clinical Data Acquisition Standards Harmonization (CDASH) where possible. 
Consultation with CDASH standards is recommended prior to use and/or modification.
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