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European research projects on neurodegenerative diseases of the CNS
A) Title of the transnational collaborative project:


Acronym (max. 10 characters):  


    

Total requested budget (€):


Project Coordinator
	Name:
	

	Institution:
	

	Department:
	

	City:
	

	Postal code:
	

	Country:
	

	Phone:
	

	Fax:
	

	E-mail:
	



Subproject leaders 
	Name:

Institution:

Department:
City:

Postal code:

Country:

Phone:
Fax:
E-mail:
	
	Name:

Institution:

Department:
City:

Postal code:

Country:

Phone:
Fax:
E-mail:
	

	Name:

Institution:

Department:
City:

Postal code:

Country:

Phone:
Fax:
E-mail:
	
	Name:

Institution:

Department:
City:

Postal code:

Country:

Phone:
Fax:
E-mail:
	

	Name:

Institution:

Department:
City:

Postal code:

Country:

Phone:
Fax:
E-mail:
	
	
	


1.
Scientific abstract (max. ½ page)
2.
Lay summary (max. ½ page)
3.
Background and state of the art in the research field (max. 2 pages)
4.
Overall aims of the consortium, coordination and management (max. 1 page)
5.
Added value of the proposed collaboration (max. 1 page)
6.
Possible exploitation of expected project results (max. ½ page)
7.
Handling of intellectual property rights (e.g. any barriers to sharing materials or results), both within and outside the research consortium (max. ½ page)

Subproject 1 (max. 7 pages)
Title:



Principal Investigator
	Name:
	

	Institution:
	

	Department:
	

	City:
	

	Postal code:
	 

	Country:
	

	Phone:
	

	Fax:
	

	E-mail:
	

	Other personnel participating in the project (please provide names and positions, 1 line per person)
	



Funding organisation: 
1.
Abstract/Summary (max. ½ page)
2.
Work plan including references (aims, methodology, involvement of participants, time plan, project coordination and management) (max. 4 pages)
3.
Description of patents and ongoing projects related to the present topic, indicating funding sources and possible overlaps with the proposal (max. ½ page)
4.
Ethical and legal issues (e.g. informed consent, data protection, use of animals), if applicable, according to national regulations (max. ½ page)
5.
Financial plan of the subproject (in €)
	Type
	Item
	2009
	2010
	2011
	total

	Personnel:

scientists in person month (incl. PhD students)
	
	
	
	
	

	Personnel:

students in hours
	
	
	
	
	

	Personnel:

technicians in person month
	
	
	
	
	

	Consumables
	
	
	
	
	

	Equipment
	
	
	
	
	

	Travel
	
	
	
	
	

	Documentation 
	
	
	
	
	

	Commissions
	
	
	
	
	

	Animals
	
	
	
	
	

	Overhead
	
	
	
	
	

	Other
	
	
	
	
	

	total
	
	
	
	
	


Please consider that not all types of expenditure are fundable by all funding organisations (please contact your national funding organisation for details).
6.
Justification of requested budget (also specifying co-funding from other sources necessary for the project, if applicable) (5 + 6 max. 1 page)


Subproject 2 (max. 7 pages)

Title:



Principal Investigator
	Name:
	

	Institution:
	

	Department:
	

	City:
	

	Postal code:
	 

	Country:
	

	Phone:
	

	Fax:
	

	E-mail:
	

	Other personnel participating in the project (please provide names and positions, 1 line per person)
	



Funding organisation: 

1.
Abstract/Summary (max. ½ page)
2.
Work plan including references (aims, methodology, involvement of participants, time plan, project coordination and management) (max. 4 pages)
3.
Description of patents and ongoing projects related to the present topic, indicating funding sources and possible overlaps with the proposal (max. ½ page)
4.
Ethical and legal issues (e.g. informed consent, data protection, use of animals), if applicable, according to national regulations (max. ½ page)
5.
Financial plan of the subproject (in €)
	Type
	Item
	2009
	2010
	2011
	total

	Personnel:

scientists in person month (incl. PhD students)
	
	
	
	
	

	Personnel:

students in hours
	
	
	
	
	

	Personnel:

technicians in person month
	
	
	
	
	

	Consumables
	
	
	
	
	

	Equipment
	
	
	
	
	

	Travel
	
	
	
	
	

	Documentation 
	
	
	
	
	

	Commissions
	
	
	
	
	

	Animals
	
	
	
	
	

	Overhead
	
	
	
	
	

	Other
	
	
	
	
	

	total
	
	
	
	
	


Please consider that not all types of expenditure are fundable by all funding organisations (please contact your national funding organisation for details).
6.
Justification of requested budget (also specifying co-funding from other sources necessary for the project, if applicable) (5 + 6 max. 1 page)


Subproject 3 (max. 7 pages)

Title:



Principal Investigator
	Name:
	

	Institution:
	

	Department:
	

	City:
	

	Postal code:
	 

	Country:
	

	Phone:
	

	Fax:
	

	E-mail:
	

	Other personnel participating in the project (please provide names and positions, 1 line per person)
	



Funding organisation: 

1.
Abstract/Summary (max. ½ page)
2.
Work plan including references (aims, methodology, involvement of participants, time plan, project coordination and management) (max. 4 pages)
3.
Description of patents and ongoing projects related to the present topic, indicating funding sources and possible overlaps with the proposal (max. ½ page)
4.
Ethical and legal issues (e.g. informed consent, data protection, use of animals), if applicable, according to national regulations (max. ½ page)
5.
Financial plan of the subproject (in €)
	Type
	Item
	2009
	2010
	2011
	total

	Personnel:

scientists in person month (incl. PhD students)
	
	
	
	
	

	Personnel:

students in hours
	
	
	
	
	

	Personnel:

technicians in person month
	
	
	
	
	

	Consumables
	
	
	
	
	

	Equipment
	
	
	
	
	

	Travel
	
	
	
	
	

	Documentation 
	
	
	
	
	

	Commissions
	
	
	
	
	

	Animals
	
	
	
	
	

	Overhead
	
	
	
	
	

	Other
	
	
	
	
	

	total
	
	
	
	
	


Please consider that not all types of expenditure are fundable by all funding organisations (please contact your national funding organisation for details).
6.
Justification of requested budget (also specifying co-funding from other sources necessary for the project, if applicable) (5 + 6 max. 1 page)


Subproject 4 (max. 7 pages)  delete if not applied for
Title:



Principal Investigator
	Name:
	

	Institution:
	

	Department:
	

	City:
	

	Postal code:
	 

	Country:
	

	Phone:
	

	Fax:
	

	E-mail:
	

	Other personnel participating in the project (please provide names and positions, 1 line per person)
	



Funding organisation: 

1.
Abstract/Summary (max. ½ page)
2.
Work plan including references (aims, methodology, involvement of participants, time plan, project coordination and management) (max. 4 pages)
3.
Description of patents and ongoing projects related to the present topic, indicating funding sources and possible overlaps with the proposal (max. ½ page)
4.
Ethical and legal issues (e.g. informed consent, data protection, use of animals), if applicable, according to national regulations (max. ½ page)
5.
Financial plan of the subproject (in €)
	Type
	Item
	2009
	2010
	2011
	total

	Personnel:

scientists in person month (incl. PhD students)
	
	
	
	
	

	Personnel:

students in hours
	
	
	
	
	

	Personnel:

technicians in person month
	
	
	
	
	

	Consumables
	
	
	
	
	

	Equipment
	
	
	
	
	

	Travel
	
	
	
	
	

	Documentation 
	
	
	
	
	

	Commissions
	
	
	
	
	

	Animals
	
	
	
	
	

	Overhead
	
	
	
	
	

	Other
	
	
	
	
	

	total
	
	
	
	
	


Please consider that not all types of expenditure are fundable by all funding organisations (please contact your national funding organisation for details).
6.
Justification of requested budget (also specifying co-funding from other sources necessary for the project, if applicable) (5 + 6 max. 1 page)


Subproject 5 (max. 7 pages)  delete if not applied for
Title:



Principal Investigator
	Name:
	

	Institution:
	

	Department:
	

	City:
	

	Postal code:
	 

	Country:
	

	Phone:
	

	Fax:
	

	E-mail:
	

	Other personnel participating in the project (please provide names and positions, 1 line per person)
	



Funding organisation: 

1.
Abstract/Summary (max. ½ page)
2.
Work plan including references (aims, methodology, involvement of participants, time plan, project coordination and management) (max. 4 pages)
3.
Description of patents and ongoing projects related to the present topic, indicating funding sources and possible overlaps with the proposal (max. ½ page)
4.
Ethical and legal issues (e.g. informed consent, data protection, use of animals), if applicable, according to national regulations (max. ½ page)
5.
Financial plan of the subproject (in €)
	Type
	Item
	2009
	2010
	2011
	total

	Personnel:

scientists in person month (incl. PhD students)
	
	
	
	
	

	Personnel:

students in hours
	
	
	
	
	

	Personnel:

technicians in person month
	
	
	
	
	

	Consumables
	
	
	
	
	

	Equipment
	
	
	
	
	

	Travel
	
	
	
	
	

	Documentation 
	
	
	
	
	

	Commissions
	
	
	
	
	

	Animals
	
	
	
	
	

	Overhead
	
	
	
	
	

	Other
	
	
	
	
	

	total
	
	
	
	
	


Please consider that not all types of expenditure are fundable by all funding organisations (please contact your national funding organisation for details).
6.
Justification of requested budget (also specifying co-funding from other sources necessary for the project, if applicable) (5 + 6 max. 1 page)


B. Clinical study (max. 10 pages)  delete if not applied for
Title:



Group leader

	Name:
	

	Institution:
	

	Department:
	

	City:
	

	Postal code:
	 

	Country:
	

	Phone:
	

	Fax:
	

	E-mail:
	



Funding organisation: 

1.
Study synopsis
	Condition/topic
	The medical condition being studied (e.g. Asthma, COPD).

	Objective(s)
	Which principal research questions are to be addressed? Specify clearly the primary hypotheses of the study that determine sample size calculation. 

	Intervention(s)
	Description of the experimental and the control treatments or interventions. For diagnostic tests or procedures the experi​mental test and the gold-standard or reference procedure should be described.
Experimental intervention:

Control intervention:

Duration of intervention per patient/subject: 

	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
	e.g. randomized / non-randomized, type of masking (single, double, observer blind), type of controls (active / placebo), parallel group / cross-over

	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 the study (n = …)

To be analysed (n = …)

	Study duration
	First patient/subject in to last patient/subject out:

Duration of the entire study:

	Summary
	Please give a short summary of the main aspects of the project (max. ½ page).

	Participating centers
	How many centres will be involved? 


2.
Aim of the study
2.1
Medical Problem 

2.2
Evidence 
2.3
The need for a study
2.4
Strategies for the exploitation of results
2.5
Added value 

3.
Justification of design aspects
3.1 Frequency and Scope of study visits 
3.2 Inclusion/exclusion criteria 

3.4
Outcome measures
3.5
Methods against bias 

3.6
Proposed sample size / power calculations
3.7
Feasibility of recruitment
4.
Statistical analyses
5.
Ethical considerations
6.
Study management
6.1
Major participants (please indicate roles of major participants) 

	Name
	Affiliation
	Responsibility / Role

	
	
	Principal Investigator

	
	
	Statistician

	
	
	….


Ensure that the team of investigators has the necessary range of disciplines and expertise to carry out the study. Who is responsible for statistics? Professional background/expertise should be given.
6.2
Study-supporting facilities

6.3
Quality assurance/monitoring

6.4
Safety

7.
Study milestones
8.
Financial plan of the subproject (in €)
	Type
	Item
	2009
	2010
	2011
	total

	Personnel:

scientists in person month (incl. PhD students)
	
	
	
	
	

	Personnel:

students in hours
	
	
	
	
	

	Personnel:

technicians in person month
	
	
	
	
	

	Consumables
	
	
	
	
	

	Equipment
	
	
	
	
	

	Travel
	
	
	
	
	

	Documentation 
	
	
	
	
	

	Commissions
	
	
	
	
	

	Animals
	
	
	
	
	

	Overhead
	
	
	
	
	

	Other
	
	
	
	
	

	total
	
	
	
	
	


Please consider that not all types of expenditure are fundable by all funding organisations (please contact your national funding organisation for details).
9.
Justification of requested budget (also specifying co-funding from other sources necessary for the project, if applicable)
Addendum: Please add brief CVs for the coordinator and each subproject leader with a list of up to five relevant publications within the last five years demonstrating the competence to carry out the project (max 1 page each)

























































































































What will be your strategies for the dissemination of results? Indicate how the expected results of the study will be used; discuss dissemination of results, especially beyond regular journal publication, describe intended measures, detail potential economic impact.































































































































































































Set your study into perspective. Which studys have been conducted either by you or by others? What is the relevance of their results? Give references to any relevant systematic review(s) and/or (own) pilot studies, feasibility studies, relevant previous/ongoing studys, case reports/ series. If you believe that no relevant previous studies have been done, give details of your search strategy for existing information. This should both detail the background of the starting hypotheses and the feasibility of the study.





What impact will the results have on clinical practice or understanding of the proposed intervention or underlying disease? Why is a study needed now? How will a) the individual patient and b) society/science benefit from the study?





Which medical problem is to be addressed? What is the novel aspect of the proposed study? Which principal research questions are to be addressed?





Please provide a proposal of milestones reflecting planning, recruitment status and data clearing/analysis progress. Include a diagram showing study stages and milestones.





Comment on the interaction within the consortium and other potential roles within the network.





What is the proposed frequency and scope of study visits and, if applicable, the duration of post-study follow-up? Give a schematic diagram (flow chart) of design, procedures and stages.�Control(s)/comparator(s) 


Justify the choice of control(s)/comparison(s): Which studies establish efficacy and safety of the chosen control regimen?








Justify the population to be studied, include reflections on generalizability and representative�ness.





Justify the endpoints chosen: Are there other studies that have utilized this endpoint. Are there any guidelines proposing this endpoint/these endpoints? Discuss the clinical relevance of the outcome measures for the target population. Have the measures been validated? Justify appropriateness and limitations of composite endpoints, if applicable.


Determination of primary and secondary measures


How will primary and secondary endpoints be derived from actual measurements, e.g. how is the figure used in the statistical test calculated from the variables initially measured in the subjects?





Is randomisation feasible? Which prognostic factors need to be regarded in the randomisation scheme and the analysis? What are the proposed practical arrangements for allocating participants to study groups? 


Is blinding possible? If blinding is not possible please explain why and give details of alternative methods to avoid biased assessment of results (e.g. blinded assessment of outcome).





What is the proposed sample size and what is the justification for the assumptions underlying the power calculations? Include a comprehensible, checkable description of the power calculations and sample sizes detailing the outcome measures on which these have been based for both control and experimental groups; give event rates, means and medians, etc., as appropriate. Justify the size of difference that the study is powered to detect, or in case of a non-inferiority or equivalence study, the size of difference that the study is powered to exclude. It is important that the sample size calculations take into account anticipated rates of non-compliance and losses to follow up.


Compliance / Rate of loss to follow up 


Provide details for assumptions on compliance issues. On what evidence are the compliance figures based?


What is the assumed rate of loss to follow up? On what evidence is the loss to follow up rate based? How will losses to follow up or non-compliance be handled in the statistical analysis?





What is the evidence that the intended recruitment rate is achievable (e.g. pilot study)? 


a) Pilot study


Has any pilot study been carried out using this design?


b) Achievability of recruitment rate


What is the evidence that the intended recruitment rate is achievable? Demonstrate conclusively the potential for recruiting the required number of suitable subjects (the best piece of evidence being pilot studies and preceding studies in a similar population/same institutions). How did you assess that you can recruit the necessary number of patients in each participating centre? Show justification of numbers of eligible patients per study site in a table. The recruitment plan should show the projected recruitment including the criteria for the selection of study sites.





What is the proposed strategy of statistical analysis? What is the strategy for analysing the primary outcome? If interim analyses are planned, please specify. Are there any subgroup analyses?





Give a description of ethical considerations relating to the study (assessment of risks and benefits, care and protection for research participants, protection of research participants’ confidentiality, informed consent process).





Which study-specific facilities and other resources are available for conducting the study?





What are the proposed measures for quality assurance? Describe and justify the monitoring strategy (percentage of source data verification, number of items to be monitored, number of monitor visits). 





Please comment on the planned supervision of the study. Arrangements for the management of the study will vary according to the nature of the study proposed. However, all should include an element of expert advice and monitoring, that is entirely independent of the principal/coordinating investigator and the medical institution involved. This will normally take the form of an independent data monitoring and safety committee (DMSC). Please give name and affiliation of independent DMSC members.


It is recognised that these arrangements may not always be appropriate and the committees needed may vary according to the nature of the study. Thus, the arrangements for supervision should be detailed and justified. The role of these committees can comprise to monitor and supervise the progress of the study (including the safety data and the critical efficacy endpoints at intervals), to review relevant information from other sources, to ensure adherence to protocol, to consider interim analyses, to advise whether to continue, modify, or stop a study, and provide the funding organisations with information and advice.
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