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	STUDY TITLE

	Provide full title of the study

	PRINCIPAL INVESTIGATOR - COORDINATOR
	STUDY PROMOTOR

	
	

	STUDY PHASE

	Specify phase (1, 2, 3, 4…)

	STUDY OBJECTIVES

	Provide a brief description of the study objectives e.g., why is the study being done, what is the intent? E.g., safety, feasibility
Primary Objectives:
Secondary Objectives:

Exploratory Objectives:

	STUDY RATIONALE

	Summarize the rationale for testing the proposed therapy

	STUDY POPULATION

	Briefly describe the study population and explain the rationale for choosing this population

	MAIN INCLUSION/EXCLUSION CRITERIA

	Specify the main inclusion/exclusion criteria and explain the rationale.

	PRIMARY ENDPOINT (S)

	Describe the Primary Endpoint(s) and the set of measurements used to address the objectives


	SECONDARY ENDPOINTS

	Describe the Secondary Endpoint(s) and measures that will address them


	EXPLORATORY ENDPOINTS

	Describe the Exploratory Endpoint(s) and measures that will address them

	STUDY DESIGN

	Summarize the study design, including type of study, number of arms, controls or comparators, study scheme

	STUDY SUBJECTS, STUDY ARMS

	Provide the total number of study subjects, the number per study arm, and justification

	TREATMENT DURATION

	Specify the length of the treatment period

	DURATION OF FOLLOW UP

	Specify the length of the protocol-specified follow up period

	STATISTICAL ANALYSIS PLAN

	Summarize the Statistical Analysis Plan or describe how the data will be analyzed
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