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[bookmark: _GoBack]Clinical Research:
DZHK-associate Clinical Studies, Registries, or Cohort Studies
(without DZHK financing)

- Application template for DZHK-Association -

Study synopsis

	a) Applicant/
Coordinating investigator 
	First name, last name, academic title
Institution and department (complete name)
Postal address
Telephone
E-mail address

	b)  Date of application
	Please enter the date here.

	c) Title of study 
	Please enter the text here.

	d) Medical condition 
	Please enter the text here.

	e) Objective(s)
	Please enter the text here.

	f) Intervention(s)
	Experimental intervention / index test:
Please enter the text here.
Control intervention / reference test:
Please enter the text here.
Follow-up per patient:
Please enter the text here.
Duration of intervention per patient: 
Please enter the text here.
Experimental and/or control off label or on label in Germany: (if applicable)
Please enter the text here.

	g) Key inclusion and exclusion criteria 
	Key inclusion criteria:
Please enter the text here.
Key exclusion criteria: 
Please enter the text here.

	h) Outcome(s)
	Primary efficacy endpoint: 
Please enter the text here.
Key secondary endpoint(s):
Please enter the text here.
Assessment of safety:
Please enter the text here.

	i) Study type
	Please enter the text here.

	j) Statistical analysis
	Efficacy / test accuracy: 
Please enter the text here.
Description of the primary efficacy / test accuracy analysis and population:
Please enter the text here.
Safety:
Please enter the text here.
Secondary endpoints:
Please enter the text here.

	k) Sample size
	To be assessed for eligibility (n = …): Please enter the number here.
To be allocated to trial (n = …): Please enter the number here.
To be analysed (n = …): Please enter the number here.

	l) Trial duration
	First patient in to last patient out (months): Please enter the text here.
Duration of the entire trial (months): Please enter the text here.
Recruitment period (months): Please enter the text here.

	m) Participating centres 
	To be involved (n): Please enter the number here.
Signed agreement to participate (n): Please enter the number here.



Summary 
Please enter the text here.
Key words
Please enter the text here.



Intervention Scheme / Trial Flow
Please enter the text here.
 
Please enter the text here.

Frequency and Scope of study Visits
Please enter the text here.

Scientific aim(s) of the trial - the Medical problem

Evidence 
Please enter the text here.

The need for a trial 
Please enter the text here.

Scientific aim(s) of the trial – justification of design aspects

Control(s)/comparator(s) 
Please enter the text here.
Inclusion and exclusion criteria 
Please enter the text here.
Outcome measures
Please enter the text here.
Methods against bias 
Please enter the text here.
Proposed sample size/power calculations
Please enter the text here.
Feasibility of recruitment
Please enter the text here.

Statistical Analyses

What is the proposed strategy of statistical analysis? 
Please enter the text here.
What is the strategy for analysing the primary outcome? 
Please enter the text here.
If interim analyses are planned, please specify. Are there any subgroup analyses? 
Please enter the text here.
What are the methods for calculating test reproducibility in diagnostic trials? 
Please enter the text here.

Ethical Considerations
Please enter the text here.


Trial management

Key participants

	Trial Sponsor

	

	Key participants

	#
	Name
	Affiliation
	Responsibility/Role
	Signature

	1
	
	
	Principal/Coordinating Investigator
	

	2
	
	
	Trial statistician
	

	
	
	
	

	
	
	
	





Supporting facilities

	Trial Supporting facilities (central laboratories, pharmacies etc.)

	#
	Name
	Affiliation
	Responsibility/Role

	
	
	
	

	
	
	
	

	Recruiting centres (please provide signatures on declaration of commitment)

	#
	Name
	Affiliation 

	Expected no. of 
patients recruited for the complete trial

	
	
	
	

	
	
	
	

	Total sum of recruited patients
	Σ = 




Financing
Financial summary

	Item 
	Total funding period (€)

	Administrative/organisational trial management (incl. quality management, data management, travel costs, fees and insurance, etc.)
	

	Case payments
	

	Materials (e.g. trial drug, etc.)
	

	Other: please specify
	

	TOTAL
	


Please enter the text here.
Outline of cost coverage 
Please enter the text here.

Is the trial drug or the therapeutic, diagnostic or prognostic test procedure that is object of this trial under patent protection?

	|_| Yes, until DATE
	|_|  No
Commercial interest
Please enter the text here.

Match of DZHK and trial aims

Matching of scientific aim(s) 
Please enter the text here.

Advantages linked to the trials DZHK association for the DZHK
Please enter the text here. 

Expectations related to DZHK-association of the trial 
Please enter the text here.
Suggestions for merging the trial into DZHK infrastructure
Please enter the text here.

Bibliography
Please enter the text here.
PLEASE DO NOT EXCEED A MAXIMUM OF 10 PAGES UP TO THIS POINT.
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