Inclusion/Exclusion Criteria
	STUDY NAME: [Enter study name]
	

	Site Number: [Enter site number] 
	Visit Date.[Enter visit date] 

	Pt_ID: [Enter participant id] 
	(dd/mmm/yyyy)


	Visit Type (check one): |_| Screening
	|_| Baseline



Inclusion Criteria
	Participant must:
	1. Inclusion 1 description

	[bookmark: Check1]|_|Yes
	[bookmark: Check2]|_|No

	2. Inclusion 2 description

	[bookmark: Check8]|_|Yes
	[bookmark: Check3]|_|No

	3. Inclusion 3 description

	[bookmark: Check9]|_|Yes
	[bookmark: Check4]|_|No

	4. Inclusion 4 description

	[bookmark: Check10]|_|Yes
	[bookmark: Check5]|_|No

	5. Inclusion 5 description

	[bookmark: Check11]|_|Yes
	[bookmark: Check7]|_|No

	6. Inclusion 6 description


	[bookmark: Check16]|_|Yes
	[bookmark: Check14]|_|No


	Note: All Inclusion Criteria must be answered YES, to be included in study.

Exclusion Criteria
	Participant must not:
	1. Exclusion 1 description
	|_|Yes
	|_|No

	2. Exclusion 2 description
	|_|Yes
	|_|No

	3. Exclusion 3 description
	|_|Yes
	|_|No

	4. Exclusion 4 description
	|_|Yes
	|_|No

	5. Exclusion 5 description
	|_|Yes
	|_|No

	6. Exclusion 6 description
	|_|Yes
	|_|No


	Note: All Exclusion Criteria must be answered NO, to be included in study.
	Did the participant meet the eligibility requirements for this study?
	|_|Yes
	|_|No



	Investigator Signature: [Investigator signature]
	[bookmark: _GoBack]Date: [Date signed] (dd/mmm/yyyy)
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