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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 VIII

CONDUCT OF A CLINICAL TRIAL, SUPERVISION BY THE SPONSOR,
TRAINING AND EXPERIENCE, AUXILIARY MEDICINAL PRODUCTS

Article 48

Monitoring

In order to verify that the rights, safety and well-being of subjects are protected, that
the reported data are reliable and robust, and that the conduct of the clinical trial is
in compliance with the requirements of this Regulation, the sponsor shall adequately
monitor the conduct of a clinical trial. The extent and nature of the monitoring shall be
determined by the sponsor on the basis of an assessment that takes into consideration

all characteristics of the clinical trial, including the following characteristics:

whether the clinical trial is a low-intervention clinical trial;
the objective and methodology of the clinical trial; and

the degree of deviation of the intervention from normal clinical practice.
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