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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 10

Specific considerations for vulnerable populations

1 Where the subjects are minors, specific consideration shall be given to the assessment
of the application for authorisation of a clinical trial on the basis of paediatric expertise or after
taking advice on clinical, ethical and psychosocial problems in the field of paediatrics.

2 Where the subjects are incapacitated subjects, specific consideration shall be given to
the assessment of the application for authorisation of a clinical trial on the basis of expertise
in the relevant disease and the patient population concerned or after taking advice on clinical,
ethical and psychosocial questions in the field of the relevant disease and the patient population
concerned.

3 Where the subjects are pregnant or breastfeeding women, specific consideration shall
be given to the assessment of the application for authorisation of a clinical trial on the basis of
expertise in the relevant condition and the population represented by the subject concerned.

4 If according to the protocol a clinical trial provides for the participation of specific
groups or subgroups of subjects, where appropriate, specific consideration shall be given to the
assessment of the application for authorisation of that clinical trial on the basis of expertise in
the population represented by the subjects concerned.

5 In any application for authorisation of a clinical trial referred to in Article 35, specific
consideration shall be given to the circumstances of the conduct of the clinical trial.
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