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Regulation (EU) 2017/745 of the European Parliament and of the Council
of 5 April 2017 on medical devices, amending Directive 2001/83/EC,

Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing
Council Directives 90/385/EEC and 93/42/EEC (Text with EEA relevance)

CHAPTER VI

CLINICAL EVALUATION AND CLINICAL INVESTIGATIONS

Article 69

Damage compensation

1 Member States shall ensure that systems for compensation for any damage suffered
by a subject resulting from participation in a clinical investigation 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 in which the clinical investigation
is conducted.
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