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ADDITIONAL QUESTIONNAIRE GDPR - DAC (2A)
FOR DATA COLLECTION DIRECTLY FROM STUDY PATIENTS 
Document to be completed by study Sponsor/CRO

[bookmark: _Hlk219226573]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 following are considered identifying data: name, date of birth, social security number, address, telephone number, administrative number, account number, email address, electronic login ID (e.g., IP address), facial photo, voice recording, videoconference, etc.
The answers to the questions in this document will be analyzed by the DAC[footnoteRef:1], in parallel with the submission, and the DAC's opinion will be taken into account during contract negotiations. [1:  DAC : Data Access Committee : committee in charge of promoting the use of health data while ensuring data governance at Cliniques universitaires Saint-Luc] 


Study title :
Acronym / Protocol code :
Sponsor / CRO :
CUSL Principal Investigator (PI):
Date :
Sponsor / CRO signature :




An electronic platform is used by patients to claim reimbursement for expenses related to the study (travel, etc.):

	[bookmark: _Hlk219211533]1) Is specific consent for the use of this platform requested from patients in the information and consent form (ICF)?
	☐ YES
☐ NO

	2) Identification of the platform used for the reimbursement service:
	

	· Name and URL ?
 
	Cliquez ou appuyez ici pour entrer du texte.

	· Who is the provider?
 
	Cliquez ou appuyez ici pour entrer du texte.

	3) Who has access to patients' connection data (IP address, email, login, etc.), which is by nature identifying data?

	· Study team
	☐ YES  ☐ NO

	· Service provider
	☐ YES  ☐ NO

	· Sponsor
	☐ YES  ☐ NO

	· CRO
	☐ YES  ☐ NO

	· Other 
	☐ YES – Specify : Cliquez ou appuyez ici pour entrer du texte.
☐ NO

	4) Who has access to patients' bank account numbers?

	· Study team
	☐ YES  ☐ NO

	· Service provider
	☐ YES  ☐ NO

	· Sponsor
	☐ YES  ☐ NO

	· CRO
	☐ YES  ☐ NO

	· Other 
	☐ YES – Specify : Cliquez ou appuyez ici pour entrer du texte.
☐ NO

	5) Data storage : 
	

	· Where are the data stored?
	Cliquez ou appuyez ici pour entrer du texte.
	· Where are the servers located?
	Cliquez ou appuyez ici pour entrer du texte.
	· How long will the data be stored?
	Cliquez ou appuyez ici pour entrer du texte.
	6) Is the data collection, transfer, and storage system certified, is the data encrypted, and is access secure and tracked?
	☐ YES  ☐ NO
Specify : Cliquez ou appuyez ici pour entrer du texte.
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