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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

[F1TITLE IX

PHARMACOVIGILANCE

CHAPTER 3

Recording, reporting and assessment of pharmacovigilance data

Section 4

Urgent Union procedure

[F1Article 107j

1 Following receipt of the information referred to [F2in paragraphs 1 and 1a of Article
107i,] the Agency shall publicly announce the initiation of the procedure by means of
the European medicines web-portal. In parallel, Member States may publicly announce the
initiation on their national medicines web-portals.

The announcement shall specify the matter submitted to the Agency in accordance with
Article 107i, and the medicinal products and, where applicable, the active substances
concerned. It shall contain information on the right of the marketing authorisation
holders, healthcare professionals and the public to submit to the Agency information
relevant to the procedure and it shall state how such information may be submitted.

2 The Pharmacovigilance Risk Assessment Committee shall assess the matter which
has been submitted to the Agency in accordance with Article 107i. The rapporteur shall closely
collaborate with the rapporteur appointed by the Committee for Medicinal Products for Human
Use and the Reference Member State for the medicinal products concerned.

For the purposes of that assessment, the marketing authorisation holder may submit
comments in writing.

Where the urgency of the matter permits, the Pharmacovigilance Risk Assessment
Committee may hold public hearings, where it considers that this is appropriate on
justified grounds particularly with regard to the extent and seriousness of the safety
concern. The hearings shall be held in accordance with the modalities specified by the
Agency and shall be announced by means of the European medicines web-portal. The
announcement shall specify the modalities of participation.

In the public hearing, due regard shall be given to the therapeutic effect of the medicinal
product.

The Agency shall, in consultation with the parties concerned, draw up Rules of
Procedure on the organisation and conduct of public hearings, in accordance with Article
78 of Regulation (EC) No 726/2004.
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Where a marketing authorisation holder or another person intending to submit
information has confidential data relevant to the subject matter of the procedure, he
may request permission to present that data to the Pharmacovigilance Risk Assessment
Committee in a non-public hearing.

3 Within 60 days of the information being submitted, the Pharmacovigilance Risk
Assessment Committee shall make a recommendation, stating the reasons on which it is based,
having due regard to the therapeutic effect of the medicinal product. The recommendation
shall mention the divergent positions and the grounds on which they are based. In the case of
urgency, and on the basis of a proposal by its chairman, the Pharmacovigilance Risk Assessment
Committee may agree to a shorter deadline. The recommendation shall include any or a
combination of the following conclusions:

a no further evaluation or action is required at Union level;
b the marketing authorisation holder should conduct further evaluation of data together

with the follow-up of the results of that evaluation;
c the marketing authorisation holder should sponsor a post-authorisation safety study

together with the follow up evaluation of the results of that study;
d the Member States or marketing authorisation holder should implement risk

minimisation measures;
e the marketing authorisation should be suspended, revoked or not renewed;
f the marketing authorisation should be varied.

For the purposes of point (d) of the first subparagraph, the recommendation shall specify
the risk minimisation measures recommended and any conditions or restrictions to
which the marketing authorisation should be made subject.

Where, in the cases referred to in point (f) of the first subparagraph, it is recommended
to change or add information in the summary of product characteristics or the labelling
or package leaflet, the recommendation shall suggest the wording of such changed or
added information and where in the summary of the product characteristics, labelling
or package leaflet such wording should be placed.]

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).

F2 Substituted by Directive 2012/26/EU of the European Parliament and of the Council of 25 October
2012 amending Directive 2001/83/EC as regards pharmacovigilance (Text with EEA relevance).
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