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Introduction and Background Safeguard and Processes Survey Results

The General Data Protections Regulation (GDPR) from the European Parliament was published in 2016 and became
enforceable in 2018, standardizing data privacy laws across Europe. GDPR’s purpose is to ensure privacy and security
of personal data collected in the process of any business operation, including clinical research. GDPR grants significant

new rights to citizens of European countries, including the right to be forgotten, as well as promoting transparency on Who should have access to view files containing What measures should be taken by a sponsor to
how patient data is collected and used. The interpretation and application of the regulation in clinical research has been subjects’ personal document and communicate the safeguarding of
data during the conduct of the study? data by a CRO on their behalf?

a hot topic of conversation.

PhUSE convened a GDPR data transparency working group project in 2018 to research and discuss GDPR Clinical study team _ Rt _

compliancy. This poster will summarize the process of research behind the GDPR project white paper along with
survey result recommendations. Staff who work on - Training

relevant molecule
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Data Collection and Personal Identifiable Information Survey Results = -
Additional Recommendations

Under GDPR, do you plan to continue collecting any components of
Birth Date in any of your data, including EDC, lab requisitions,
ePRO/eCOA, etc?

Answered: 29  Skipped: 1

YES _

Any Comments

Conclusions
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