	Inclusion/Exclusion Checklist
HRPO#: _______________________ Participant ID: ______________________




	Inclusion/Exclusion Checklist

HRPO#: _______________________ Participant ID: ______________________





Medical Chart/Record Review
	         Inclusion Criteria

Medical Chart Review
	Verification per medical records
	Meets Inclusion Criteria? Check One  
	Initials & Date of verifier

	 
	Collection Date: 
Source: 
	( Yes

(  No
	

	
	
	( Yes

(  No
	

	
	
	( Yes

(  No
	

	Exclusion Criteria

Medical Chart Review
	Verification per medical records
	Meets Exclusion Criteria? Check One  
	Initials & Date of verifier

	
	Collection Date: 

Source: 
Test Result: 
	( Yes

(  No
	

	
	 
	( Yes

(  No
	

	
	
	( Yes

(  No
	


Participant Interview
	         Interview Inclusion Criteria

Medical Chart Review
	Participant’s Response to Question
	Meets Inclusion Criteria? Check One  
	Initials & Date of interviewer

	
	
	( Yes

(  No
	

	
	
	( Yes

(  No
	

	
	
	( Yes

(  No
	

	         Interview Exclusion Criteria

Medical Chart Review
	Participant’s Response to Question
	Meets Exclusion Criteria? Check One  
	Initials & Date of interviewer

	
	
	( Yes

(  No
	

	
	
	( Yes

(  No
	

	
	
	( Yes

(  No
	


Screening Labs & Procedures
	         Entry Lab/Procedure Criteria


	Collection Date & Results 
	Meets Inclusionary Criteria? Check One  
	Initials & Date of verifier

	
	 FORMCHECKBOX 
  Serum    FORMCHECKBOX 
  Urine

Collection Date:
____/____/______ 

Test Result:
 FORMCHECKBOX 
  Positive  FORMCHECKBOX 
  Negative

	( Yes

(  No
	

	
	Collection Date:
____/____/______ 

Test Result:

	( Yes

(  No
	

	
	
	( Yes

(  No
	


Comments: _________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Please check one:

· I verify that this participant meets all criteria required for randomization and does not have, in my opinion, any findings or factors that may negatively impact compliance or the participant’s safety by participation in this study.

· I verify that this subject does not meet all criteria required for study enrollment. This subject is considered a screen failure. 

_____________________________________________

____________________________________

PI Signature







Date
_____________________________________________

____________________________________

PI/Designee Signature





Date
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