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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 VIII

CONDUCT OF A CLINICAL TRIAL, SUPERVISION BY THE SPONSOR,
TRAINING AND EXPERIENCE, AUXILIARY MEDICINAL PRODUCTS

Article 53

Other reporting obligations relevant for subject safety

1 The sponsor shall notify the Member States concerned through the EU portal of all
unexpected events which affect the benefit-risk balance of the clinical trial, but are not suspected
unexpected serious adverse reactions as referred to in Article 42. That notification shall be made
without undue delay but no later than 15 days from the date the sponsor became aware of this
event.

2 The sponsor shall submit to the Member States concerned, through the EU portal, all
inspection reports of third country authorities concerning the clinical trial. When requested by a
Member State concerned, the sponsor shall submit a translation of the report or of its summary
in an official language of the Union indicated in the request.
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