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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 VI

START, END, TEMPORARY HALT, AND EARLY
TERMINATION OF A CLINICAL TRIAL

Article 38

Temporary halt or early termination by the sponsor for reasons of subject safety

1 For the purposes of this Regulation, the temporary halt or early termination of a clinical
trial for reasons of a change of the benefit-risk balance shall be notified to the Member States
concerned through the EU portal.

That notification shall be made without undue delay but not later than in 15 days of
the date of the temporary halt or early termination. It shall include the reasons for such
action and specify follow-up measures.

2 The restart of the clinical trial following a temporary halt as referred to in paragraph
1 shall be deemed to be a substantial modification subject to the authorisation procedure laid
down in Chapter II1.
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