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Please prepare the layout of your study proposal not exceeding 7 pages (DIN A4, at least 10 point Arial, not including appendix). It is recommended to write the proposal in English. Structure your proposal using the headings listed below. Make an entry under every heading (fill in n.a. if not applicable). A master copy (single-sided print, unbound) and additional four copies (DIN A4 paper, double-sided print) are to be submitted together with an electronic version (pdf file on CD-ROM).  Signatures of principal / co​ordi​nating investigator and responsible bio​statistician / data manager are mandatory. 
Please also send an electronic version (word document) of the Cover Sheet (“Deckblatt”) via e-mail to gesundheitsforschung@dlr.de. At this time you also have the opportunity to submit international referee candidates (no co-authors or co-investigators) and/or exclude referees due to a possible conflict of interest.  
Note: Applications that fail to comply with these requirements will be considered incomplete and will be rejected without peer review.
1. 
COVER SHEET 
	Coordinating Investigator

	Acad. Title
	 

	First Name
	 

	Last Name
	 

	Institution
	 

	Association
	university/non-university

	Department
	 

	Street
	 

	Zip Code
	 

	City
	 

	State
	Bundesland

	Phone
	 

	Fax
	 

	e-Mail
	 

	Co-Applicants
	name and affiliation of co-applicants (if applicable)

	Title
	 The title of the project (not exceeding 140 characters) should be as precise as possible. 

	Key Words
	 

	Research Field
	 e.g. neuroscience

	Disease
	 e.g. Parkinson’s or multiple: Parkinson’s, Alzheimer’s etc.

	Biol. Samples
	yes/no  ( if yes, sampled biological material)

	Genetic Aspects
	yes/no

	Objectives


	 Which principal research questions are to be addressed? Specify clearly the primary goal of the project and your hypothesis.

	Cohort
	 

	Size
	 recruitment size

	Region
	 recruitment region

	Type
	 healthy subjects / patients, reference population

	Study
	

	Total Duration
	in years

	Funds
	applied funding for the first 6 yrs. in EURO


2. 
Aims and Hypothesis

Which medical problem is to be addressed? Please describe principal research questions/hypotheses. Arrange them according to their importance for your planned investigation. Comment on the expected results and on the impact of these results.
3. 
Innovation And Relevance

Set your project into perspective. Give references to relevant publications and ongoing comparable projects. What is the novel aspect studied? If the establishment of a new cohort is proposed, please indicate how this cohort is distinguished from nationally and internationally existing cohorts. If using existing data sets, please indicate how these are expanded to answer novel scientific questions.
4.
Study Design
4.1 Type of Study

Please describe and justify the population to be studied (inclusion/exclusion criteria). Reflect on generalisability and representativeness.

4.2 Recruitment and Data Acquisition

Please explain the recruitment process. Demonstrate conclusively the potential for recruiting the required number of suitable subjects initially and for follow-up examinations (through e.g. pilot data collections or similar projects). Rationalise the data items chosen. Are gender specific aspects adequately addressed? Briefly describe the concept for data acquisition (e.g. motivation of participating institutes to timely and accurately acquire data, validation and reliability of instruments used). Furthermore, please comment on the possibilities to use or integrate existing sources of data/banks of biological materials and their quality. 
Specify how data and if applicable biological samples will be stored.
4.3 Biometric Concept and Methods against Bias
Describe the proposed strategy of statistical analysis (e.g. included data items and variables, intended recruitment rate and total number of subjects necessary, concrete statistical evaluations, timeframe, methods). What measures against bias due to selection or confounding are implemented? Please comment on the anticipated rate of loss due to follow up or missing/incomplete data.
4.4 Timeline Flow / Milestones

Please provide a proposal of milestones reflecting planning, recruitment status and data clearing/analysis progress. When do you expect to obtain first scientific results?
5. 
Ethical Considerations and Data Safety Concept

Please comment on ethical considerations relating to the project (confidentiality, informed patient consent). Comment on the following aspects of the data safety concept: anonymisation or pseudonymisation, technical and organisational instruments.
6. 
Project Management
6.1 Major Participants
Please indicate role of major participants.

	#
	Name
	Affiliation
	Responsibility / Role
	Signature

	
	
	
	Principal/Coordinating Investigator
	

	
	
	
	…
	

	
	
	
	….
	

	
	
	
	Responsible for Biometrics
	

	
	
	
	
	

	
	
	
	Responsible for Quality Assurance/Data Management
	

	
	
	
	
	


6.2 Expertise and Professional Background

Please indicate the expertise of all above-mentioned participants by citing own relevant publications and/or specifying major role in ongoing comparable research projects (attach a list of max. 5 publications of the last 5 years per person). Give the professional background of all participants.
6.3 Infrastructure

Which specific facilities and other resources are available for conducting the project? Please summarise interdisciplinary collaborations and briefly explain existing and/or planned cooperation structures. Sketch out points of intersection of clinicians and methodologists.
6.4 Sustainability

Comment on the possibility of sustainable establishment of the project after BMBF funding, if applicable.
Please attach a declaration of the host institution (e.g. the dean) stating the intention to continue the investigation beyond BMBF funding. Describe how the planned investigation fits in the main scientific program of your institution.

6.5 Utilisation of Data by the Scientific Community
Describe how the scientific community is informed of the availability of data and how the accessibility of data to other scientists is granted.
7.
Financial Details
Please give a rough estimation of costs expected for the first 6 years (use attached table) and for the total duration of the proposed investigation.
Please indicate any co-financing of the study by own resources and/or financing of additional related projects by third parties. 

Financial Summary

	Item
	Institute
	Qualification
	TVöD/BAT
	y1
(€)
	y2
(€)
	y3
(€)
	y4
(€)
	y5
(€)
	y6
(€)
	Σ y1-6
(€)

	BMBF Funds applied
	Own Resources

	Personnel 
	
	
	
	
	
	
	
	
	
	
	
	

	Scientific Management
	
	
	
	
	
	
	
	
	
	
	
	

	Organisational Management
	
	
	
	
	
	
	
	
	
	
	
	

	Data Management
	
	
	
	
	
	
	
	
	
	
	
	

	Statistical Analysis
	
	
	
	
	
	
	
	
	
	
	
	

	Quality Assurance
	
	
	
	
	
	
	
	
	
	
	
	

	Case Payments
	
	N/A
	N/A
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Materials
	
	N/A
	N/A
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Investments
	
	N/A
	N/A
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Travel
	
	N/A
	N/A
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Total
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