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Blank Protocol Template
Title: 
Study Design

Study Sites

Study Timelines

Assessments / Study Procedures

See the attached Schedule of Assessments for details of the assessments to be conducted at each study visit.

Study Background:

PROTOCOL SYNOPSIS

The following synopsis is provided as an overview of the study.  

	Name of Sponsor:  
	(For National Authority Use Only)

	
	

	Name of Investigational Agent Ingredient:


	

	Title of Study: 
	

	Principal Investigator(s): 
	

	Phase of Development: 
	

	Objectives: 


	

	Methodology: 
	

	Number of Subjects: 
	


	Diagnosis and Main Criteria for Inclusion: 
	

	Test product(s), Dose, Mode of Administration: 
	

	Duration of Treatment: 
	

	Reference Therapy: 
	

	Study Endpoints:

	Efficacy:


	

	Safety:
	

	Health Economic Sub-study:
	

	Statistical Methods: 
	


STUDY PROCEDURES:
Schedule of Assessments
	Procedure
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Table 1:  Schedule of Events
a.

b.

c.

…

Inclusion Criteria

Patients to be included in this protocol must:

1. Be aged ( x years and ( y years
2. …
Exclusion Criteria

A patient with any of the following conditions prior to randomisation will not be enrolled into the study:
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