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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

[F'"CHAPTER 4

Mutual recognition procedure and decentralised procedure]
[FArticle 27

1 A coordination group shall be set up for the following purposes:
a the examination of any question relating to a marketing authorisation of a medicinal
product in two or more Member States in accordance with the procedures laid down
in Chapter 4;
b the examination of questions related to the pharmacovigilance of medicinal products
authorised by the Member States, in accordance with Articles 107c, 107¢e, 107g, 107k
and 107q;

¢ the examination of questions relating to variations of marketing authorisations granted
by the Member States, in accordance with Article 35(1).

The Agency shall provide the secretariat of this coordination group.

For the fulfilment of its pharmacovigilance tasks, including approving risk management
systems and monitoring their effectiveness, the coordination group shall rely on
the scientific assessment and the recommendations of the Pharmacovigilance Risk
Assessment Committee provided for in Article 56(1)(aa) of Regulation (EC) No
726/2004.

2 The coordination group shall be composed of one representative per Member State
appointed for a renewable period of 3 years. Member States may appoint an alternate for a
renewable period of 3 years. Members of the coordination group may arrange to be accompanied
by experts.

Members of the coordination group and experts shall, for the fulfilment of their
tasks, rely on the scientific and regulatory resources available to national competent
authorities. Each national competent authority shall monitor the level of expertise of
the evaluations carried out and facilitate the activities of nominated coordination group
members and experts.

Article 63 of Regulation (EC) No 726/2004 shall apply to the coordination group as
regards transparency and the independence of its members.]

3 The coordination group shall draw up its own Rules of Procedure, which shall enter
into force after a favourable opinion has been given by the Commission. These Rules of
Procedure shall be made public.

[F4 The Executive Director of the Agency or his representative and representatives of the
Commission shall be entitled to attend all meetings of the coordination group.
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5 The members of the coordination group shall ensure that there is appropriate
coordination between the tasks of that group and the work of national competent authorities,
including the consultative bodies concerned with the marketing authorisation.

6 Save where otherwise provided for in this Directive, the Member States represented
within the coordination group shall use their best endeavours to reach a position by consensus
on the action to be taken. If such a consensus cannot be reached, the position of the majority of
the Member States represented within the coordination group shall prevail.

7 Members of the coordination group shall be required, even after their duties have
ceased, not to disclose information of the kind covered by the obligation of professional
secrecy.]]

Textual Amendments

F2  Substituted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.

F3  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).

F4  Inserted 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).

Textual Amendments
F1  Deleted 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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