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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 11

Submission and assessment of applications limited to
aspects covered by Part I or Part II of the assessment report

Where the sponsor so requests, the application for authorisation of a clinical trial, its
assessment and the conclusion shall be limited to the aspects covered by Part I of the
assessment report.

After the notification of the conclusion on the aspects covered by Part I of the assessment
report, the sponsor may within two years apply for an authorisation limited to aspects
covered by Part II of the assessment report. In that application the sponsor shall declare
that he is not aware of any new substantial scientific information that would change the
validity of any item submitted in the application on the aspects covered by Part I of
the assessment report. In this case, that application shall be assessed in accordance with
Article 7 and the Member State concerned shall notify its decision on the clinical trial
in accordance with Article 8. In those Member States where the sponsor does not apply
for an authorisation limited to aspects covered by Part II of the assessment report within
two years, the application on the aspects covered by Part I of the assessment report shall
be deemed to have lapsed.
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