FORM 13: Signature Page for the GDPR[footnoteRef:1]		 [1:  GDPR: General Data Protection Regulation] 

In accordance with the Belgian law of July 30, 2018 (Art. 198), all data collected as part of a clinical trial must be recorded in such a way that the subject cannot be identified by third parties outside the clinical trial site team.
The following are considered identifying data: name, date of birth, Social Security number, address, phone number, administrative number, account number, email address, electronic login identifier (e.g., IP address), facial photo, voice recording, video conference, etc.
Responses to the questions in the GDPR document will be analyzed in relation to the General Data Protection Regulation (GDPR 2016/679) by the CTC[footnoteRef:2]’s central desk. If necessary, an opinion from the DAC[footnoteRef:3] will be asked. A supplementary questionnaire may be sent to the sponsor/CRO.  [2:  CTC: Clinical Trial Center]  [3:  DAC: Data Access Committee: a committee responsible for promoting the use of health data while ensuring data governance within the Saint-Luc University Clinics] 

The DAC’s review will take place in parallel with the submission, and the DAC’s opinion will be taken into account during contract negotiations. 

Study title:
Acronym / protocol code:
Sponsor / CRO:
CUSL Principal Investigator (PI):

As the study sponsor, I confirm that data collection and processing are conducted in full compliance with European Regulation 2016/679 of April 27, 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 in accordance with the GDPR.

Date:
Signature of the sponsor / CRO: 


