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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 47

Compliance with the protocol and good clinical practice

The sponsor of a clinical trial and the investigator shall ensure that the clinical trial
is conducted in accordance with the protocol and with the principles of good clinical
practice.

Without prejudice to any other provision of Union law or Commission guidelines, the
sponsor and the investigator, when drawing up the protocol and when applying this
Regulation and the protocol, shall also take appropriate account of the quality standards
and the ICH guidelines on good clinical practice.

The Commission shall make publicly available the detailed ICH guidelines on good
clinical practice referred to in the second paragraph.



2 Regulation (EU) No 536/2014 of the European Parliament and of the Council of...
Document Generated: 2023-12-10

Changes to legislation: 
There are currently no known outstanding effects for the Regulation (EU) No 536/2014 of the
European Parliament and of the Council, Article 47.


