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What Is It about?

Rare diseases is a priority area for EU Community action within the framework for action in the
field of public health. A conducive regulatory environment can further support the development of
medicines to treat rare diseases. Overall there is a need for joined-up regulatory process coordi-
nation. Better integration of regulatory pathways and better integration of regulatory systems, such
as scientific tools and methods to generate evidence, would be helpful. This paper explores the
successes — and imperfections - of the regulation, and sets out some options for reflection on reme-
dying imperfections within the broader framework of improving patient access.
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