CLINICAL TRIAL OUTLINE APPLICATION

1.
STUDY SYNOPSIS

	APPLICANT/ COORDINATING INVESTIGATOR
	     

	TITLE OF STUDY
	     

	CONDITION
	     

	OBJECTIVE(S)
	     

	INTERVENTION(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 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
	First patient in to last patient out (months):      
Duration of the entire trial (months):      
Recruitment period (months):      

	PARTICIPATING CENTERS
	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:      
For pharmacological interventions: trial drug under patent protection  FORMCHECKBOX 
 no;    FORMCHECKBOX 
 yes, until      
References
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