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Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal products for human use

TITLE III

PLACING ON THE MARKET

CHAPTER 3

Procedures relevant to the marketing authorization

[F1Article 22

In exceptional circumstances and following consultation with the applicant, the
marketing authorisation may be granted subject to certain conditions, in particular
relating to the safety of the medicinal product, notification to the national competent
authorities of any incident relating to its use, and action to be taken.

The marketing authorisation may be granted only when the applicant can show that he
is unable to provide comprehensive data on the efficacy and safety of the medicinal
product under normal conditions of use, for objective, verifiable reasons and must be
based on one of the grounds set out in Annex I.

Continuation of the marketing authorisation shall be linked to the annual reassessment
of these conditions.]

Textual Amendments
F1 Substituted by Directive 2010/84/EU of the European Parliament and of the Council of 15 December

2010 amending, as regards pharmacovigilance, Directive 2001/83/EC on the Community code relating
to medicinal products for human use (Text with EEA relevance).
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