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Regulation (EU) No 536/2014 of the European Parliament and of the
Council of 16 April 2014 on clinical trials on medicinal products for
human use, and repealing Directive 2001/20/EC (Text with EEA relevance)

CHAPTER XI

SPONSOR AND INVESTIGATOR

Article 74

Legal representative of the sponsor in the Union

1 Where the sponsor of a clinical trial is not established in the Union, that sponsor shall
ensure that a natural or legal person is established in the Union as its legal representative. Such
legal representative shall be responsible for ensuring compliance with the sponsor's obligations
pursuant to this Regulation, and shall be the addressee for all communications with the sponsor
provided for in this Regulation. Any communication to that legal representative shall be deemed
to be a communication to the sponsor.

2 Member States may choose not to apply paragraph 1 as regards clinical trials to be
conducted solely on their territory, or on their territory and the territory of a third country,
provided that they ensure that the sponsor establishes at least a contact person on their territory in
respect of that clinical trial who shall be the addressee for all communications with the sponsor
provided for in this Regulation.

3 As regards clinical trials to be conducted in more than one Member State, all those
Member States may choose not to apply paragraph 1 provided that they ensure that the sponsor
establishes at least a contact person in the Union in respect of that clinical trial who shall be the
addressee for all communications with the sponsor provided for in this Regulation.
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