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	Sponsor
	University Hospital of Tuebingen represented by Medical Director: Prof. Dr. med. M. Bamberg 
Director of Administration: G. Sonntag,

	Title
	

	Short Title

(if available)
	

	EudraCT-Number
(if available)
	

	Internal Study Code

(if available)
	

	Coordinating Investigator

(Leiter der klinischen Prüfung, According to § 4 German Drug Law (AMG))
	

	Indication
	

	Number of Patients
	

	Inclusion Criteria 
	

	Exclusion Criteria
	

	Description of the Medical Product/Medical Device
	

	Study Design:
	Clinical Trial: z.B.: Phase I-IV; Mono-/multizentrische, multinationale klinische Prüfung -/ Crossover-Design, zwei-/drei-/vierarmig, randomisiert, einfach-/doppelblind, Placebo kontrollierte Parallelgruppen

Non-interventinal Trial: z.B Observational Study (Anwendungsbeobachtung)

	Length of study/ Time Lines
	Total trial duration:

Duration for individual patient: 
Study treatment:

Follow-up:


Number of visits:

FSI (First Subject In):


LSI (Last Subject In):

LSO (Last Subject Out):


DBL (Data Base Lock):


Statistical Analyses Completed:


Trial Report Completed:
                     

	Aim of the Study
	

	Objectives/Endpoints 
· Primary Objective/Endpoint

· Secondary Objective/Endpoints

· Exploratory Objective
	

	Statistics, Safety Variables and Stopping Rules
	Wir empfehlen eine Beratung durch das Institut für Klinische Epidemiologie und Angewandte Biometrie: Prof. Martus

	Database
	Validated GCP conform electronic database if necessary 

(z.B. über Institut für Klinische Epidemiologie und Angewandte Biometrie möglich)

	Participating Centres and Investigators
	

	Study Type

Please select
	(   AMG

(   MPG

(   No-AMG/No-MPG

	Competent Regulatory Authorities 

Please select
	(   BfArM and EK

(   PEI and EK

(   DIMDI

(   Only EK

	Monitoring according GCP


	Plan and extend of Monitoring, Institution performing Monitoring (e.g. ZKS Tübingen)

(wenn unbekannt, Ergänzung nach Beratung durch ZKS)
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