Schedule of Assessments

	Study Title:
	<enter title here>

	Principal Investigator:
	<enter name here>


	Study Coordinator:
	<enter name here>

	
	


	Activity
	Screening
	Baseline
	Week 2

Visit 2
	Week 4

Visit 3
	Week 8

Visit 4
	Week 12

Final Visit

	Informed Consent
	X
	
	
	
	
	

	Demographic Data
	X
	
	
	
	
	

	Inclusion Exclusion Criteria
	X
	
	
	
	
	

	Pregnancy Test
	X
	
	
	
	
	X

	Medical History / Concomitant disease
	x
	
	
	
	
	

	Physical Examination
	X
	
	
	X
	
	X

	Laboratory Safety Assessments
	X
	X
	X
	X
	X
	X

	Vital Signs
	X
	X
	X
	X
	X
	X

	ECG
	X
	X
	X
	X
	X
	X

	Dispensation of Trial Medication
	
	X
	X
	X
	X
	X

	Drug Accountability
	
	X
	X
	X
	X
	X

	Concomitant Therapy
	X
	X
	X
	X
	X
	X

	Observe / Interview for AEs
	X
	X
	X
	X
	X
	X
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