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Montréal, August 24, 2018

Re: 
Appendix to the Information and Consent Form containing additional information on the confidentiality of data following the implementation of the General Data Protection Regulations (GDPR)

Following the introduction of the General Data Protection Regulation (GDPR) in the European Union on 25 May 2018, research teams have wondered about the potential implications of the new regulation on Information and Consent Forms (ICF) used at the McGill University Health Centre (MUHC).

Work is currently underway at the provincial level to revise the Ministère de la santé et des services sociaux (MSSS)-endorsed April 2016 “Standard Legal Clauses of the Information and Consent Forms for Clinical Trials.” Pending the final version of the new standard legal clauses, the MUHC's Research Ethics Board (REB), in collaboration with other REBs in the province, provides the attached appendix for use in studies whose sponsors are subject to the GDPR (i.e. head office in Europe). The appendix must be in addition to the ICF that has been approved by the REB.

Currently, the MUHC REB will not approve any other participant-related document related to the GDPR. The appendix should therefore be used as is.

Feel free to contact the MUHC REB for any questions or comments: cae@muhc.mcgill.ca. 
Me Marie Hirtle, LL.B., LL.M.

Chair, MUHC REB

Study: Add study tile
Sponsor: Insert the name of the sponsor and the address of their head office in Europe
Dear Participant
The head office of the study Sponsor that conducts this study globally and is responsible for how the data collected from you is handled, Add sponsor name, is located in Europe and is therefore governed under the General Data Protection Regulation (GDPR). This regulation provides you with rights that are not specifically provided for in the Canadian or Québec legislation and that were not mentioned in the Information and Consent Form (ICF) you signed as part of the study mentioned above. Please read further below.
Your consent provided in the ICF is required by law for the Sponsor to handle study data collected from you. You do not have to consent or provide your data, but if you wish to take part in the study, then it is necessary. 

In addition to the data privacy rights listed in the ICF that you signed, you also have the following:

· If you request correction of study data collected from you as mentioned in the ICF, please note that during the assessment of this request, you have the right to restrict the processing of the data. For example, you could ask that the processing of your data be stopped while your request for correction is being assessed.
· You can request transfer of study data collected from you to you or someone else in a commonly used and accessible format, such as a computer-readable format. 
· You can file a complaint with a European data protection authority, such as add the name of a European data protection authority provided by the study sponsor.
· You can withdraw your consent for the processing of your data, but please note that your original consent allows for the processing of your data that occurred up to the time you withdraw your consent. After this withdrawal, no further data will be collected from you. 
· You have the right to request the deletion of data about you. These will be deleted if they are no longer needed or there is no other legal requirement for their use.
If you wish to apply any of your data privacy rights with respect to your data, including those listed above, please inform your study doctor or the Patient Ombudsman mentioned in the ICF.
As indicated in the ICF, the data that has been collected from you may be transferred to or handled in countries outside of Canada. This may include countries whose data protection level has not been confirmed as adequate by the European Commission. In such cases appropriate safety measures will be taken in order to protect your data privacy rights, such as entering into contracts with the recipients to protect the privacy of your data. If you have further questions please ask your study doctor.
The study data collected from you will be stored for at least 25 years after the end of the study, or longer, if needed for legal requirements.
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