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8. Update impact assessment/revision EU orphan
and paediatric legislation

« The Evaluation of the EU orphan and paediatric legislation was published in August 2020

* Impact assessment of revision of EU legislation on medicines for children and rare diseases
IS ongoing:

» Open Public Consultation (ended on 30 July)

» Targeted surveys (options for revision/questionnaires costs of development;
interviews with stakeholders)

* Proposal for revision of legislation: 4th quarter 2022
« Coordination and consultation with public authorities/Member States:

» (Extended) Pharmaceutical Committee




