CLINICAL TRIAL OUTLINE APPLICATION
1.
STUDY SYNOPSIS

	APPLICANT / COORDINATING INVESTIGATOR
	     

	TITLE OF STUDY
	     

	CONDITION
	     

	OBJECTIVE(S)
	     

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

     

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

     

	OUTCOME(S)
	Primary efficacy endpoint:
     
Key secondary endpoints(s):
     
Assessment of safety:
     

	STUDY TYPE
	     

	STATISTICAL

ANALYSIS
	Efficacy:
     
Description of the primary efficacy analysis and population:
     
Safety:
     
Secondary endpoints:
     

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

	TRIAL DURATION
	First patient in to last patient out (months):      
Duration of the whole trial (months):      
Recruitment period (months):      

	PARTICIPATING CENTRES
	n =      
     

	PREVIOUS BMBF/DFG PROJECT NUMBER
	     


2.
THE MEDICAL PROBLEM

     
2.1
EVIDENCE

     
2.2
THE NEED FOR A TRIAL

     
3.
JUSTIFICATION OF DESIGN ASPECTS
3.1
CONTROL(S) / COMPARATOR(S)

     
3.2
INCLUSION / EXCLUSION CRITERIA

     
3.3
OUTCOME MEASURES
     
3.4
METHODS AGAINST BIAS

     
3.5
PROPOSED SAMPLE SIZE / POWER CALCULATIONS

     
3.6
FEASIBILITY OF RECRUITMENT

     
4.
STATISTICAL ANALYSIS

     
5.
ETHICAL CONSIDERATIONS

     
6
TRIAL MANAGEMENT

6.1
MAJOR PARTICIPANTS

	#
	Name
	Affiliation
	Responsibility / Role

	1
	     
	     
	Principal investigator

	2
	     
	     
	Trial statistician

	
	     
	     
	     


6.2
TRIALS EXPERTISE

     
Selected publications:

     
6.3
TRIAL-SUPPORTING FACILITIES

     
7
FINANCIAL SUMMARY
	Item
	Total funding period (€)

	Clinical project management
	     

	Project management
	     

	Case payment
	     

	Data management
	     

	Biostatistics
	     

	Quality assurance
	     

	Travel
	     

	Materials
	     

	Trial drug
	     

	Fees, insurance
	     

	Other
	     

	TOTAL
	     


Co-financing of the trial by a company:      
References
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