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INITIAL GDPR - DAC QUESTIONNAIRE 
FOR CLINICAL TRIALS, STUDIES AND SCIENTIFIC REGISTRIES
Document to be completed by study Sponsor/CRO

[bookmark: _Hlk219219971]According to the Belgian law of 30/07/2018 (art.198), any data collected in the context of a clinical study must be recorded in such a way that third parties outside the clinical study site team cannot identify the subject.

The CTC central desk will analyze answers to the questions below against the General Data Protection Regulation (GDPR 2016/679). If necessary, an opinion from the DAC[footnoteRef:1] will be requested. A complementary questionnaire may be sent to the sponsor/CRO.  [1:  DAC : Data Access Committee : committee in charge of promoting the use of health data while ensuring data governance at Cliniques universitaires Saint-Luc] 

Analysis by the DAC will take place in parallel with the submission, and the DAC's opinion will be taken into account at the time of contract negotiation. 




[bookmark: _Hlk219220050]Study title :
Acronym / Protocol code :
Sponsor / CRO :
CUSL Principal Investigator (PI):
Date :

As study sponsor, I confirm 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) and the national laws adopted under the GDPR.

[bookmark: _Hlk219220058]Sponsor / CRO signature :


Does conducting the study involve:
	1) Collection of data on quality of life, well-being, health, etc. directly from or by patients using specific electronic equipment or a mobile app, web app, portal, website, online form, email, photos, videos, voice recordings, medical device, etc.?
	☐ YES  
☐ NO

	2) The use of an eCRF (electronic database)?  
	☐ YES – Specify the type : Cliquez ou appuyez ici pour entrer du texte.
☐ NO

	CUSL academic sponsor study: will you use REDCap? 
	☐ YES  
☐ NO – Specify the system used: Cliquez ou appuyez ici pour entrer du texte.. 
Is this system password-protected, equipped with a backup system, and located on a CUSL server?  ☐ YES  ☐ NO

	3) Transfer of study data : 

	· Outside the Cliniques universitaires Saint-Luc (CUSL) (other than UCLouvain) ?  
	☐ YES  ☐ NO

	· To UCLouvain ?
	☐ YES  ☐ NO

	· Outside the European Union (EU) ?
	☐ YES  ☐ NO

	If yes to any of the above, please specify : 
· the type of data : Cliquez ou appuyez ici pour entrer du texte.
☐ anonymised ☐ pseudonymised ☐ identifying

	· the transfer method : Cliquez ou appuyez ici pour entrer du texte.

	4) Use of an eTMF/eISF ?    
	☐ YES – Specify the type : Cliquez ou appuyez ici pour entrer du texte.
☐ NO

	5) Use of an online platform by patients for reimbursement of study-related expenses (travel, etc.)? 
	☐ YES – Which platform is it? Cliquez ou appuyez ici pour entrer du texte.
☐ NO

	Will the sponsor/CRO have access to
· patient login details (login, email address, IP address, name, etc.) ?
	☐ YES  ☐ NO

	· patient account numbers ?
	☐ YES  ☐ NO

	6) Data collection for artificial intelligence training?
	☐ YES  ☐ NO

	7) Use of artificial intelligence to interpret data or make decisions?
	☐ YES  ☐ NO

	8) The installation of an application, program, software, or platform on a computer or server belonging to the CUSL?
	☐ YES  ☐ NO
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