*Schematic of Study Design:

Example #1:  Table format (e.g., dose escalation)

	Cohort A
	ARM 1
	Sample Size
	Intervention 1

	
	ARM 2
	Sample Size
	Intervention 2



Instructions for progressing to next phase (if applicable):

	Cohort B
	ARM 1
	Sample Size
	Intervention 1

	
	ARM 2
	Sample Size
	Intervention 2



Example #2:  Flow diagram
Total N:  Obtain informed consent. Screen subjects by criteria; obtain history, document.
Prior to
Enrollment


	Randomize




	N subjects Arm 2


	N subjects Arm 1



Perform pregnancy test; collect blood for assays;

Administer Study Product/Intervention
Time Point or

Study Visit 1

Clinical and AE assessment

Time Point or

Study Visit 2

Clinical and AE assessment
Time Point or

Study Visit 3

Time Point

or Study Visit …

Assessment of Final Study Outcome Measures
*This schematic study design may be modified to include 3 arms or your protocol-specific design.
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