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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 II

AUTHORISATION PROCEDURE FOR A CLINICAL TRIAL

Article 9

Persons assessing the application

1 Member States shall ensure that the persons validating and assessing the application
do not have conflicts of interest, are independent of the sponsor, of the clinical trial site and the
investigators involved and of persons financing the clinical trial, as well as free of any other
undue influence.

In order to guarantee independence and transparency, the Member States shall ensure
that persons admitting and assessing the application as regards the aspects addressed
in Parts I and II of the assessment report have no financial or personal interests which
could affect their impartiality. These persons shall make an annual declaration of their
financial interests.

2 Member States shall ensure that the assessment is done jointly by a reasonable number
of persons who collectively have the necessary qualifications and experience.

3 At least one layperson shall participate in the assessment.
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