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Study synopsis
	Title of the project
Subtitle

	Name of researcher in charge:



	
	Acronym:



	
	Date / Version:



	1. Aims of this project

	1.1. Main purpose
      ( Primary objective
      What goals shall be achieved at
      the end of this project – which
      results shall be achieved?
	

	1.2. Null Hypothesis
      for primary objective
	

	1.3. Other purpose(s)
      ( Secondary objective(s)
     
	

	1.4. Null Hypothesis/es
      for secondary objective/s
	

	1.5. Specify relevant/critical effect
      size
      Please differentiate carefully from
      statistical significant result!
	

	2. Project organization

	2.1. Technical requirements
	

	2.2. Tasks
	Name
	Comments

	      1. supervisor
	
	

	      2. supervisor
	
	

	      Examiner
	
	

	      Study group
	
	

	2.3. Quality management
      Contact, meetings, supervision
	

	2.4. Time frame
	

	2.5. Scheduled launch of the project
	

	2.6. End of the project
	

	3. Project related issues

	3.1. Study design
	

	3.2.1. Sample size
3.2.2. Estimation of sample size needed?
	

	3.3. In- and Exclusion criteria?
        further specification depending on project
3.3.1. Inclusion criteria

3.3.2. Exclusion criteria
	

	3.4. Recruitment of patients
	

	3.5. Randomization
	

	3.6. Data analysis / Statistics
	


	3.7. Methodology course
      of the project 
	

	4. Resources and Costs

	4.1. What Costs arise? 
      What Resources are
      needed?

        Personnel/Staff, Material costs,
        Equipment, Space/Rooms
	

	4.2. Insurance needed?
4.2.1. Travel accident insurance

4.2.2. Subject´s insurance 
	

	4.3. Institutional review board /
      Ethics committee approval
      needed?
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