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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 V

PROTECTION OF SUBJECTS AND INFORMED CONSENT

Article 28

General rules

1 A clinical trial may be conducted only where all of the following conditions are met:
a the anticipated benefits to the subjects or to public health justify the foreseeable risks

and inconveniences and compliance with this condition is constantly monitored;
b the subjects, or where a subject is not able to give informed consent, his or her legally

designated representative, have been informed in accordance with Article 29(2) to (6);
c the subjects, or where a subject is not able to give informed consent, his or her legally

designated representative, have given informed consent in accordance with Article
29(1), (7) and (8);

d the rights of the subjects to physical and mental integrity, to privacy and to the protection
of the data concerning them in accordance with Directive 95/46/EC are safeguarded;

e the clinical trial has been designed to involve as little pain, discomfort, fear and any
other foreseeable risk as possible for the subjects and both the risk threshold and the
degree of distress are specifically defined in the protocol and constantly monitored;

f the medical care provided to the subjects is the responsibility of an appropriately
qualified medical doctor or, where appropriate, a qualified dental practitioner;

g the subject or, where the subject is not able to give informed consent, his or her legally
designated representative has been provided with the contact details of an entity where
further information can be received in case of need;

h no undue influence, including that of a financial nature, is exerted on subjects to
participate in the clinical trial.

2 Without prejudice to Directive 95/46/EC, the sponsor may ask the subject or, where
the subject is not able to give informed consent, his or her legally designated representative
at the time when the subject or the legally designated representative gives his or her informed
consent to participate in the clinical trial to consent to the use of his or her data outside the
protocol of the clinical trial exclusively for scientific purposes. That consent may be withdrawn
at any time by the subject or his or her legally designated representative.

The scientific research making use of the data outside the protocol of the clinical trial
shall be conducted in accordance with the applicable law on data protection.

3 Any subject, or, where the subject is not able to give informed consent, his or her
legally designated representative, may, without any resulting detriment and without having to
provide any justification, withdraw from the clinical trial at any time by revoking his or her
informed consent. Without prejudice to Directive 95/46/EC, the withdrawal of the informed
consent shall not affect the activities already carried out and the use of data obtained based on
informed consent before its withdrawal.
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