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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 51

Traceability, storage, return and destruction of investigational medicinal products

1 Investigational medicinal products shall be traceable. They shall be stored, returned
and/or destroyed as appropriate and proportionate to ensure the safety of the subject and the
reliability and robustness of the data generated in the clinical trial, in particular, taking into
account whether the investigational medicinal product is an authorised investigational medicinal
product, and whether the clinical trial is a low-intervention clinical trial.

The first subparagraph shall also apply to unauthorised auxiliary medicinal products.

2 The relevant information regarding the traceability, storage, return and destruction of
medicinal products referred to in paragraph 1 shall be contained in the application dossier.
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