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	[bookmark: _Hlk167972803]TITLE
	

	ACRONYM 
	

	SPONSOR
	Ghent University (Hospital)
Department of XXX
Also add address

	COORDINATING INVESTIGATOR
	

	NAME OF INVESTIGATIONAL DEVICE
	

	MANUFACTURER
	Ghent University



	STUDY DESIGN
	

	CENTER(S)
/ COUNTRY(IES)
	 The sponsor maintains an updated list of Principal Investigators and investigation sites, called ‘planning document’. This list is kept separately from the CIP synopsis and submitted together with the CIP synopsis as part of the initial submission package to RA. This study will be registered in a public trial register. [Specify applicable website e.g., Clinicaltrials.gov, and/or additional website in accordance to local requirements]. The list of participating Principal Investigators and Investigational sites will be updated on this public register throughout the conduct of the study. The definitive list shall also be provided with the clinical investigation report.


	OBJECTIVES
	Primary Objective 

Secondary Objectives 


	ENDPOINTS
	Primary Endpoint

Secondary Endpoints

Exploratory Endpoints 

	STUDY DURATION
	Total: 

Per subject: 

	NUMBER OF SUBJECTS
	

	INCLUSION CRITERIA
	

	EXCLUSION CRITERIA
	

	PROCEDURES
	

	COMPARATIVE DEVICE
	Indicate that there is no comparative device if applicable
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