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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 XII

DAMAGE COMPENSATION

Article 76

Damage compensation

1 Member States shall ensure that systems for compensation for any damage suffered by
a subject resulting from participation in a clinical trial conducted on their territory are in place
in the form of insurance, a guarantee, or a similar arrangement that is equivalent as regards its
purpose and which is appropriate to the nature and the extent of the risk.

2 The sponsor and the investigator shall make use of the system referred to in paragraph
1 in the form appropriate for the Member State concerned where the clinical trial is conducted.

3 Member States shall not require any additional use of the system referred to in
paragraph 1 from the sponsor for low-intervention clinical trials, if any possible damage that
could be suffered by a subject resulting from the use of the investigational medicinal product in
accordance with the protocol of that specific clinical trial on the territory of that Member State
is covered by the applicable compensation system already in place.


