	HRPO#:201312059 
Participant ID: ______________ Visit Date: _____/______/_____


Inclusion/Exclusion Checklist
	HRPO#:_____________________      Participant ID: ______________



Instructions: Answer each question by checking the box on the right marked 'Yes' or 'No'. A subject is eligible if he/she meets all inclusion criteria and does NOT meet the exclusion criterion. Add supporting documentation to the subject’s file and/or indicate in the source section where the criteria was verified from.
	Inclusion Criteria

	Source/Comments
	Check One 
	Initials & Date of verifier

	1. Age > or = 18 years 
	DOB: ____/_____/______

Age at time of consent: ______

Source: 

	( Yes

(  No
	

	
	Source:
	( Yes

(  No
	

	
	Source:
	( Yes

(  No


	

	
	Source:
	( Yes

(  No


	

	
	Source:
	( Yes

(  No


	

	Complete for all female participants of child-bearing potential

At least one choice must be marked “Yes”

 FORMCHECKBOX 
 No    FORMCHECKBOX 
  Yes

Tubal ligation

 FORMCHECKBOX 
  No   FORMCHECKBOX 
  Yes

Hysterectomy

 FORMCHECKBOX 
  No   FORMCHECKBOX 
  Yes

Postmenopausal

 FORMCHECKBOX 
  No   FORMCHECKBOX 
  Yes

Negative Pregnancy Test - Date:  _____/____/______

If yes, type of pregnancy test

 FORMCHECKBOX 
  Serum        FORMCHECKBOX 
  Urine



	
	
	
	


	Exclusion Criteria


	Comments
	Check One 
	Initials & Date of verifier

	
	Source:
	( Yes

(  No
	

	
	Source:
	( Yes

(  No
	

	
	Source:
	( Yes

(  No
	

	
	Source:
	( Yes

(  No
	

	
	Source:
	( Yes

(  No
	

	
	Source:
	( Yes

(  No
	

	
	Source:
	( Yes

(  No
	

	
	Source:
	( Yes

(  No
	

	
	Source:
	( Yes

(  No
	

	
	Source:
	( Yes

(  No
	


Please check one:

· I verify that this participant meets all criteria required for enrollment 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. The reason for exclusion is summarized below. 
Comments:
____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
_____________________________________________

____________________________________

PI/Designee Signature





Date
_____________________________________________

____________________________________

PI Signature







Date
___________________________________________________________

________________________________________________

Research Team Signature





Date
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