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Executive Summary

On 26 April 2023, the European Commission issued the Proposal for a Directive of the European
Parliament and of the Council on the Union code relating to medicinal products for human use
and repealing Directive 2001/83/EC and Directive 2009/35/EC.

The Proposal aims to promote innovation, in particular for unmet medical needs, while reducing
regulatory burden and the environmental impact of medicines. It also aims to ensure access to
innovative and established medicines for patients, with special attention to enhancing security of
supply and addressing risks of shortages.

Exceptions to the prohibition on processing of personal data concerning health may be provided
for by Union law where it is necessary for reasons of public interest in the area of public health
and/or for scientific research purposes. When doing so, however, the legal basis provided by Union
law must provide for suitable and specific measures to safeguard the fundamental rights and the
interests of the data subject. The EDPS therefore considers that the Proposal should at least specify
all relevant sources of personal health data, together with other relevant safeguards, such as
pseudonymisation.

On the repository of active substance master files, the EDPS acknowledges that its establishment
will also involve processing of personal data (and possibly personal health data). In this regard, the
EDPS considers that the Proposal should clarify the respective roles and responsibilities of EMA

and the Member States within the meaning of data protection law.
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