
STUDY SYNOPSIS

	COORDINATING INVESTIGATOR
	     

	TITLE OF STUDY
	     

	EVIDENCE, BURDEN OF THE DISEASE (Prevalence, incidence, mortality)
	     

	OBJECTIVE(S)
	     

	INTERVENTION(S)
	Experimental intervention:
     
Control intervention
     
Duration of intervention per patient:
      
Follow-up per patient:
     

	KEY INCLUSION AND EXCLUSION CRITERIA
	Key inclusion criteria:
     
Key exclusion criteria: 
     

	OUTCOME(S)
	Primary efficacy endpoint:
     
Key secondary endpoint(s):

     
Assessment of safety:
     

	STUDY TYPE
	     

	STATISTICAL   ANALYSIS
	Efficacy:  
     
Description of the primary efficacy analysis and population:
     
Safety:
     
Secondary endpoint(s):
     

	SAMPLE SIZE
	To be assessed for eligibility: (n =      )
To be allocated to trial:           (n =      )
To be analysed:                      (n =      )

	TRIAL DURATION
	Recruitment period (months):      
First patient in to last patient out (months):      
Time for data clearance and analysis (months):      
Duration of the entire trial (months):      

	PARTICIPATING CENTERS
	(n):      
     

	Methods against bias
	     

	Proposed sample size / power calculations
	     




