	[image: image1.jpg]Cliniques universitaires

.

-
e BRUXELLES





	FORM : QUESTIONNAIRE 1 – DATA PROTECTION SUBJECT  \* MERGEFORMAT 

	N° :  AAHRPP-FORM-090 / REV  002
	N° ENGLISH VERSION : 214


	Cliniques universitaires Saint-Luc
association sans but lucratif
	


	Destinataire :
	REF. :
	Feuille suite



DATA PRIVACY PROTECTION IN CLINICAL RESEARCH QUESTIONNAIRE N°1 :

THIS DOCUMENT MUST BE FILLED IN AND SIGNED BY THE sponsor. 

IT IS PROVIDED DURING THE FIRST CONTACT WITH THE uclOUVAIN ACADEMIC CENTRAL DESK OF THE CTC.

	
	Question
	YES
	NO
	N/A

	A : STUDY DATA
	The data collected allow the subject to be identified (name, administrative number, social security number, phone, e-mail, portrait photo, address, account number, videoconference, sounds etc.)
	
	
	

	
	Will the data be transferred outside the EU?
	
	
	

	B : MATERIAL 
(If the answer to both questions is NO, go directly to question D)
	Will you provide the patient with electronic equipment (PC, tablet computer, phone etc.)?
	
	
	

	
	Will you use the patient’s own equipment to collect the data (PC, tablet computer, phone etc.) 
	
	
	

	C : DATA COLLECTED DIRECTLY FROM THE PATIENT
	Is any information shared with the patient via his/her own e-mail address?
	
	
	

	
	Could the source data collected directly from the patient be added to his/her medical file (medical explorer) if the investigator deems it relevant for the ongoing medical follow-up? 
	
	
	

	
	Will the data collected directly from the patient be stored in an ISO27000 or HIPAA environment?
	
	
	

	
	Will the location data of the access from the patient be masked by the sponsor (IP - FSM-MAC ADDRESS)?
	
	
	

	D : SOFTWARE
	Will you install any software on a UCLouvain computer?
	
	
	

	
	As the academic UCLouvain principal investigator, will you use a database (excel, word, access, redcap etc.) meeting the following conditions :

- password-protected file

- backup of the data collected

- stored on a UCLouvain server
	
	
	


If the ANSWERS TO QUESTIONS A, C OR D are INAPPROPRIATE WITH REGARD TO THE GDPR, THE CENTRAL DESK will SEND QUESTIONNAIRE NUMBER 2 TO THE principal investigator - A SUBSEQUENT EVALUATION BY THE DPO is mandatory.

[name of sponsor] confirms that collection and processing during clinical trials is done in full compliance with the European Regulation 2016/679 of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data (GDPR)
Date:..........................................…




SPONSOR/CRO'S SIGNATURE

SPONSOR/CRO's NAME:..................……………………………………………………… 

STUDY NUMBER/ACRONYM:………..................………………………………………..
CUSL MEDICAL SERVICE:…………………………..................…………………………….

INVESTIGATOR NAME, SURNAME:…………………………………………………………………………….
N°:AAHRPP-FORM-090/ REV002
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