
Additional 
Information on Data Privacy Following the Application of the General Data Protection Regulation (GDPR) 
Research Study: Insert name of the study 
Sponsor:  Insert name of the sponsor and address of sponsor's head office in Europe 
Dear Sir/Madam, 

The international sponsor of this research study,  insert name of sponsor , has a head office in Europe. As such, the sponsor must comply with the European Union General Data Protection Regulation (GDPR). The GDPR gives you additional rights that are not specified in Canadian and Quebec legislation and that therefore do not appear in the Informed Consent Form that you signed for the research study stated above. For more information, see below.
As per the GDPR, you have the following rights to data privacy, in addition to those specified in the Informed Consent Form you signed: 

· Should you request corrections to the data collected about you during the project, please note that you have the right to restrain the processing and use of that data while your request is being evaluated. For example, you may ask that your data not be processed until your request has been reviewed. 

· You have the right to request a transfer of your study data to yourself or to anyone else in any commonly used, and accessible format, such as a computer-readable. 

· You have the right to file a complaint with a European data protection authority, such as  insert the name and contact information of a competent European authority designated by the study sponsor .

· You have the right to request the deletion of your study data. These will be deleted if no longer needed or if there is no other legal requirement for their use. 

If you have any questions, please contact the doctor in charge of this study. 

�Addendum for use if the General Data Protection Regulation (GDPR) applies. If this text is kept, the wording must be exactly this one. No changes in the text are allowed.





This addendum is already presents in the ICF templates for clinical trials (Adults) (V3) and ICF templates for Non-interventional research.
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