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	IDENTIFICATION


	Name of Centre:
	











	Name of Head:
	











	Address:
	






	
	











	Phone:
	




	Fax:
	


	E-mail:
	












	PURPOSE OF THIS QUESTIONNAIRE


The information that will be provided by this Questionnaire will be used to develop a white paper on Translational Research Centres of Ophthalmology in Europe and address common problem areas when conducting translational research. 
	DEFINITIONS


Translational Research - research that transforms scientific discoveries arising in the lab, clinic or population into new clinical tools and applications.
Translational Research Centres should link:
· An active Clinical Trial Centre with dedicated area and personnel, clinical trials experience, publications and ICH-GCP Compliant SOPs (Standard Operating Procedures)
· An active Laboratory Research Facility
· A defined Research Program

· Joint publications between the Clinical Trial Centre and the Laboratory Research Facility
Clinical Trial Centre
Institution, public or private, with: 

· dedicated clinical trial area facility with differentiated waiting zone
· adequate human resources: dedicated personnel including ophthalmologists, trained trial 
coordinators and administrative personnel

· Scientific record in peer reviewed international journals

· Well-established experience in randomised international and multicentric clinical trials

· Standard Operating Procedures (SOP) in use
Laboratory Research Facility:
· Active laboratories working in the field of vision (Research Programmes)

· Scientific record in peer review international journals

	CLINICAL TRIAL CENTRE


	1.
	Does your Centre belong to the EVI.CT.SE Network?
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	If yes: a) State your Clinical Site number:    CS nº ______
           b) Is your Centre already Certified?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
           Please go to question 7.
	

	
	If no, please reply to the questions below:
	


	2.
	In your Centre, are supporting resources specifically set aside for the per​formance of clinical trials? If yes, please specify:
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	a) Dedicated space to perform clinical trials (please provide details): 





	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	
	b) Established Clinical Trial Unit (CTU) (please provide details): 





	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No



	
	c)
Electronic Capture Data Infrastructure:

- Computer with the Operating System 

(e.g. Windows 98 or later version of Windows Operating System; etc): 

_______________________________________________________________

- internet - browser

- internet access 256 Kb or higher: 




- other (explain): 




	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No



	3.
	Are adequate human resources available? Minimal requirements (at least one person available for each function listed below (a to d)):
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	Function Title:

a) Principal Investigator
b) Co-Investigator or M.D. with functions in the Clinical Trial Site (similar functions)

c) Study Assistant or Study Coordinator or Study Nurse (similar functions)

d) Technicians for Diagnostic Procedures
e) Administrative Secretary

f) Other: ____________________________________________________
	Number:





	4.
	Scientific record in peer reviewed international journals.


Please enclose brief Curriculum Vitae of each one of your staff that is performing clinical trial research and which was listed in the previous question. 
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	5.
	Has the Centre performed more than 5 randomised international and multicentric clinical trials?

If yes, please enclose a List of Randomised International Multicentre Clinical Trials with dates.
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	6.
	Do you have written Standard Operating Procedures (SPOs) in place?

If yes: a) Please enclose a list of all SOPs in place. 

           b) Would you accept to harmonise your internal SOPs with ICH-GCP 
                Compliant EVI.CT.SE Required SOPs for Clinical Trial Sites?

If no, would you be interested in becoming a Member of EVI.CT.SE Network and have access to implement the EVI.CT.SE Required SOPs for Clinical Trial Sites (ICH-GCP Compliant)?
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	LABORATORY RESEARCH CENTRE


	7.
	Do you have a defined Research Program in your Centre?
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	If yes, please enclose your Research Progam.
	


	8.
	Do you have joint publications between the Clinical and Laboratory Research Investigators?
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	If yes, please enclose the list of your publications.
	


	9.
	Do you have funded ongoing projects /research?
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	If yes, please enclose the list of your projects /research.
	


	10.
	How many full-time researchers are working in the Laboratories?
	

	
	- Ph.D.
- Others
	





	11.
	Is your Laboratory Research Centre in the same building as the Clinical Trial Centre?
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	If no, how far: ____________________.
	


	REGULATORY AFFAIRS

	12.
	In your country and regarding submission of clinical trials:

	
	- What is the name of the Competent Authority for pharmaceutical products? 
___________________________________________________________________________________
Contact (website): __________________________________________________________________

- What is the name of the Competent Authority for medical devices? (if different from the above)
___________________________________________________________________________________
Contact (website): __________________________________________________________________

- What is the name of the National Ethics Committee?
___________________________________________________________________________________
Contact (website): ____________________________________________________________________


	OTHERS


	13.
	Do you have a dedicated professional Scientific Coordinator for both Laboratory Research and Clinical?
	
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	If yes, please indicate

· Name: 






· Phone / Fax: 





· E-mail: 






	


	
	If no, please indicate the Scientific Coordinator:

For the Laboratories:

· Name: 






· Phone / Fax: 





· E-mail: 






For Clinical:

· Name: 






· Phone / Fax: 





· E-mail: 






	


	14.
	Suggestions for improving and foster translational research:                               (by priority)

	Joint reseach program

Joint publications

Monthly Meetings between the Clinical and Laboratory Research Investigators

Training Clinical and Laboratory Researchers

Other: ______________________________________________________________
	            FORMCHECKBOX 

            FORMCHECKBOX 

            FORMCHECKBOX 

            FORMCHECKBOX 



15. Can you propose any measures that should be done at European level to foster translational research?
Any other general comments/suggestions:
Details of person completing this Questionnaire

	Name:
	



	Function:
	




	Phone / Fax:
	



	E-mail:
	




Thank you for taking the time to complete this questionnaire.
Please return this questionnaire to danielsf@aibili.pt before October 1, 2009.
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