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1.
Study SYNOPSIS

	APPLICANT/
COORDINATING INVESTIGATOR
	

	TITLE OF STUDY
	

	CONDITION/TOPIC
	

	OBJECTIVE(S)
	

	INTERVENTION (S)
	Experimental intervention:

Control intervention:

Duration of intervention per patient/subject: 

Experimental and/or control off label or on label in Germany:                (only applicable in drug trials)

	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 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/subject in to last patient/subject out:

Duration of the entire trial:

	PARTICIPATING CENTERS 
	 

	PREVIOUS DFG/BMBF PROJECT NUMBER
	 .




1.1
Summary 
1.2
Key WORDS
1.3
Frequency and Scope of study Visits
2.
THE Medical problem

2.1
Evidence 

2.2 The need for a trial 

2.3 Strategies for the dissemination of Results

3.
JUSTIFICATION OF DESIGN ASPECTS

3.1 Control(s)/comparator(s) 

3.2 Inclusion/exclusion criteria 

3.3
Outcome measures
Determination of primary and secondary measures
3.4
Methods against bias 

3.5
Proposed sample size/power calculations

Compliance/Rate of loss to follow up 

3.6
Feasibility OF RECRUITMENT
4.
Statistical Analyses

5.
Ethical Considerations

6.
trial Management

6.1
Major participants
	#
	Name
	Affiliation
	Responsibility/Role
	Signature

	
	
	
	Principal/Coordinating Investigator
	

	
	
	
	…
	

	
	
	
	….
	


	#
	Name
	Affiliation
	Responsibility/Role
	Signature

	
	
	
	Trial Statistician/           Responsible for Statistics
	


6.2
Trial-supporting facilities
6.3
Quality assurance/monitoring
6.4
Safety
7.
REFERENCES

8.
Trial TIMELINE FLOW/milestones
9.
FINANCIAL DETAILS OF THE trial
9.1
FINANCIAL SUMMARY

	 
	Organizational Segment


	Institution/
Participant/
Trial Site
	No of items/
Kind of equipment/
Explanation
	Qualification of staff
	TVöD/

BAT
	Total months
	Total 
years
	 Total (€) 
	y1

(m/€)
	y2 

(m/€)
	y3

(m/€)
	y…

(m/€)

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	1
	Clinical project management
	 
	 
	 
	 
	 
	 
	   
	 
	 
	 
	 

	2
	Project management
	 
	 
	 
	 
	 
	 
	   
	 
	 
	 
	 

	3
	Data Management
	 
	 
	 
	 
	 
	 
	   
	 
	 
	 
	 

	4
	Biometry
	 
	 
	 
	 
	 
	 
	   
	 
	 
	 
	 

	5
	Monitoring
	 
	
	 
	 
	 
	 
	   
	 
	 
	 
	 

	6
	Trial committees
	
	
	 
	 
	 
	 
	   
	 
	 
	 
	 

	7
	Meetings/
Travel
	
	
	 
	 
	 
	 
	   
	 
	 
	 
	 

	
	
	
	
	
	
	
	
	
	
	
	
	

	8
	Case payment
	 
	
	 
	 
	 
	 
	 
	 
	 
	 
	 

	9
	Reference

centers
	 
	
	 
	 
	 
	 
	   
	 
	 
	 
	 

	10
	Materials
	 
	
	 
	 
	 
	 
	   
	 
	 
	 
	 

	 
	 
	 
	
	 
	 
	 
	 
	   
	 
	 
	 
	 

	11
	Trial drug
	 
	
	 
	 
	 
	 
	 
	 
	 
	 
	 

	12
	Insurance
	 
	
	 
	 
	 
	 
	   
	 
	 
	 
	 

	13
	Fees
	 
	
	 
	 
	 
	 
	 
	 
	 
	 
	 

	14
	Equipment
	 
	
	 
	 
	 
	 
	 
	 
	 
	 
	 

	
	
	 
	
	 
	 
	 
	 
	   
	 
	 
	 
	 

	 
	 
	 
	
	 
	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	
	 
	 
	 
	 
	 
	 
	 
	 
	 

	15
	Other 
	 
	
	 
	 
	 
	 
	   
	 
	 
	 
	 

	 
	TOTAL
	 
	 
	 
	 
	 
	 
	 € 
	 € 
	 € 
	 € 
	 € 


m = staff indicated in months; € = other expenditures indicated in Euro; ./p = per person
9.2
Equipment

Scientific instrumentation

9.3
Co-financing by industry and/or other third parties

9.4
Other funding
"A request for funding this project has not been submitted to any other addressee. In case I submit such a request I will inform the Federal Ministry of Education and Research immediately".

10.
TRIAL protocol in accordance with ICH GCP*
* International Conference of Harmonization: Good Clinical Practice
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