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Application Form

	1.  Study Synopsis  

(Please prepare your application not exceeding 5 pages (DIN A4, at least 11 point Arial); the format of the Synopsis must not be changed and has to fit on one page only.) 

	1.A. Principal Investigator

	Name:
	     

	Institution:
	     


	Department:
	     


	Address:
	     


	Telephone:
	     
	Fax:
	     

	E-mail:
	     
	ESA Membership number:
	     

	Co-investigators:
	     

	1.B. Sponsoring Institution (Academic institution or Hospital)

	Name:
	     

	Address:
	     


	Chairman: 
	     

	Telephone:
	     
	Fax:
	     

	E-mail: 
	     

	1.C. Responsible financial officer:

	Name: 
	

	Address:
	

	Telephone/Fax:
	     

	1.D. Title and Area of the Study (The title of the study (not exceeding 150 characters) should be as precise as possible.)

	
	

	1.E. Objective(s) (Which principal question(s) is (are) to be addressed?)

	

	1.F. Key Inclusion and Exclusion Criteria (List the most important.)

	Key Inclusion Criteria: 
	     

	Key Exclusion Criteria:
	     


	1.G. Outcome(s)

	Primary endpoint: 

Secondary endpoints: 

	1.H. Statistical Analysis (Briefly describe the proposed strategy for the statistical analysis)

	

	1.I. Sample Size, Study Duration and Participating Centres (Estimate the number of each.) 

	



[image: image1]Which medical problem is to be addressed? What is the novel aspect of the proposed observational clinical study? Which principal research questions are to be addressed? Rank them indicating the major and minor hypotheses of the investigation planned and explaining the need for a study.

     
2.1. Introduction

Set your proposal into perspective. What is the novel aspect of the proposed observational clinical study? What related research has been conducted either by you or by others?

2.2. Research question(s)

Outline the question(s) to be addressed in the observational clinical study and your major and minor hypotheses.

2.3. The need for a study

What is the relevance of the observational clinical study proposed? What is the expected impact of the study in the fields of anaesthesia, intensive care medicine, pain therapy or emergency medicine?
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3.1. Preliminary/Pilot data
3.2. Inclusion/Exclusion Criteria (Justify the inclusion/exclusion criteria chosen.)      
3.3. Outcome Measures

Justify the outcomes chosen: Is there other studies that have used them? Is there any guidelines proposing them? Are they relevant for patients? Discuss the clinical relevance of the outcomes for the target population. 

3.4. Methods against Bias (How do you intend to deal with bias in data collection?)
3.5. Data collection and set (Briefly describe how the data collection should be performed and which data are required.)
3.6. Proposed Sample Size/Power Calculations (Justify the sample size based on power analysis.)
3.7. Centres

The ESA will call for European centres willing to participate in the observational clinical study selected. Do you have centres that you prefer to work with or that you would like to recruit by yourself?

[image: image3]
Describe the proposed strategy of statistical analysis in detail. Describe how to investigate heterogeneity/homogeneity. Are there any planned subgroup analyses?


[image: image4]Are there ethical concerns that may pose difficulties when applying for approval by ethics committees? Have you already applied for approval of the planed study by the Ethics Committee of your institution?
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6.1 Principal Investigator (Please describe your experience with clinical research/studies.)
6.2 Observational clinical studies Expertise (Have you already participated/organised observational clinical studies?)
6.3 Observational clinical studies Statistician (What is his/her experience with observational clinical studies?)

[image: image6]Data recording and management as well as secretary assistance will be provided by the ESA facilities in Brussels. Also, travels from the principal investigator and up to 10 co-investigators for two to three meetings in Brussels will be covered by the ESA. Please specify other expected costs up to a limit of €10,000. 
     
7.1. Statistician Costs

7.2. Travels

7.3. Other Costs

7.4. Budget Justification

7.5. Total funds requested: 
     
7.6. Current support for the proposed project (delete inappropriate):

Is this study currently supported by any other funding agency? 
  FORMCHECKBOX 
  Yes
   FORMCHECKBOX 
  No

(If “yes”, give the name of the organisation(s) and summarise the amount and duration of support, with dates.)

Is this or a substantially similar proposal currently being considered elsewhere? 
   FORMCHECKBOX 
  Yes
   FORMCHECKBOX 
  No
(If “yes”, by what organisation(s)? By what date is a decision expected?)
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Date (DD/MM/YY): 

/ 
  /  

Signature of the Principal Investigator: 

2. The Medical Problem








3. Methods





4. Statistical Analysis





9. CV of the Principal Investigator (An updated CV of the principal investigator must accompany the application.)





8. Publication Plan (How and where do you intend to publish the results?)





7. Budget








5. Ethical Considerations

















6. Study Management
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