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Regulation (EC) No 726/2004 of the European Parliament and of the Council
of 31 March 2004 laying down Union procedures for the authorisation

and supervision of medicinal products for human and veterinary use and
establishing a European Medicines Agency (Text with EEA relevance)

TITLE IV

THE EUROPEAN MEDICINES AGENCY —
RESPONSIBILITIES AND ADMINISTRATIVE STRUCTURE

Chapter 3

General Provisions governing the Agency

Article 71

The Agency shall have legal personality. In all Member States it shall enjoy the most
extensive legal capacity accorded to legal persons under their laws. It may in particular
acquire or dispose of movable and immovable property and may be a party to legal
proceedings.

[F1Article 71a

The Agency shall have its seat in Amsterdam, the Netherlands.

The competent authorities of the Netherlands shall take all necessary measures to ensure
that the Agency is able to move to its temporary location no later than 1 January 2019
and that it is able to move to its permanent location no later than 16 November 2019.

The competent authorities of the Netherlands shall submit a written report to the
European Parliament and the Council on the progress on the adaptations to the
temporary premises and on the construction of the permanent building by 17 February
2019, and every three months thereafter, until the Agency has moved to its permanent
location.]

Textual Amendments
F1 Inserted by Regulation (EU) 2018/1718 of the European Parliament and of the Council of

14 November 2018 amending Regulation (EC) No 726/2004 as regards the location of the seat of the
European Medicines Agency (Text with EEA relevance).

Article 72

1 The contractual liability of the Agency shall be governed by the law applicable to
the contract in question. The [F2Court of Justice of the European Union] shall have jurisdiction
pursuant to any arbitration clause contained in a contract concluded by the Agency.

2 In the case of non-contractual liability, the Agency shall, in accordance with the
general principles common to the laws of the Member States, make good any damage caused
by it or by its servants in the performance of their duties.
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The Court of Justice shall have jurisdiction in any dispute relating to compensation for
any such damage.

3 The personal liability of its servants towards the Agency shall be governed by the
relevant rules applying to the staff of the Agency.

Textual Amendments
F2 Substituted by Regulation (EU) 2019/5 of the European Parliament and of the Council of 11

December 2018 amending Regulation (EC) No 726/2004 laying down Community procedures for the
authorisation and supervision of medicinal products for human and veterinary use and establishing a
European Medicines Agency, Regulation (EC) No 1901/2006 on medicinal products for paediatric use
and Directive 2001/83/EC on the Community code relating to medicinal products for human use (Text
with EEA relevance).

Article 73

Regulation (EC) No 1049/2001 of the European Parliament and of the Council of
30 May 2001 regarding public access to European Parliament, Council and Commission
documents(1) shall apply to documents held by the Agency.

The Agency shall set up a register pursuant to Article 2(4) of Regulation (EC)
No 1049/2001 to make available all documents that are publicly accessible pursuant to
this Regulation.

The Management Board shall adopt the arrangements for implementing Regulation
(EC) No 1049/2001 within six months of entry into force of this Regulation.

Decisions taken by the Agency pursuant to Article 8 of Regulation (EC) No 1049/2001
may give rise to the lodging of a complaint with the Ombudsman or form the subject
of an action before the Court of Justice, under the conditions laid down in Articles 195
and 230 of the Treaty respectively.

[F3Article 73a

Decisions taken by the Agency under Regulation (EC) No 1901/2006 may form the
subject of an action before the [F2Court of Justice of the European Union] under the
conditions laid down in Article 230 of the Treaty.]

Textual Amendments
F2 Substituted by Regulation (EU) 2019/5 of the European Parliament and of the Council of 11

December 2018 amending Regulation (EC) No 726/2004 laying down Community procedures for the
authorisation and supervision of medicinal products for human and veterinary use and establishing a
European Medicines Agency, Regulation (EC) No 1901/2006 on medicinal products for paediatric use
and Directive 2001/83/EC on the Community code relating to medicinal products for human use (Text
with EEA relevance).

F3 Inserted by Regulation (EC) No 1901/2006 of the European Parliament and of the Council of 12
December 2006 on medicinal products for paediatric use and amending Regulation (EEC) No 1768/92,
Directive 2001/20/EC, Directive 2001/83/EC and Regulation (EC) No 726/2004 (Text with EEA
relevance).
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Article 74

The [F2Protocol on the Privileges and Immunities of the European Union] shall apply
to the Agency.

Textual Amendments
F2 Substituted by Regulation (EU) 2019/5 of the European Parliament and of the Council of 11

December 2018 amending Regulation (EC) No 726/2004 laying down Community procedures for the
authorisation and supervision of medicinal products for human and veterinary use and establishing a
European Medicines Agency, Regulation (EC) No 1901/2006 on medicinal products for paediatric use
and Directive 2001/83/EC on the Community code relating to medicinal products for human use (Text
with EEA relevance).

Article 75

[F2The staff of the Agency shall be subject to the Staff Regulations of Officials of the
European Union and the Conditions of Employment of Other Servants of the European
Union. In respect of its staff, the Agency shall exercise the powers which have been
devolved to the appointing authority.]

The Management Board, in agreement with the Commission, shall adopt the necessary
implementing provisions.

Textual Amendments
F2 Substituted by Regulation (EU) 2019/5 of the European Parliament and of the Council of 11

December 2018 amending Regulation (EC) No 726/2004 laying down Community procedures for the
authorisation and supervision of medicinal products for human and veterinary use and establishing a
European Medicines Agency, Regulation (EC) No 1901/2006 on medicinal products for paediatric use
and Directive 2001/83/EC on the Community code relating to medicinal products for human use (Text
with EEA relevance).

Article 76

Members of the Management Board, members of the committees referred to in Article
56(1), and experts and officials and other servants of the Agency, shall be required, even
after their duties have ceased, not to disclose information of the kind covered by the
obligation of professional secrecy.

Article 77

The Commission may, in agreement with the Management Board and the relevant
committee, invite representatives of international organisations with an interest in the
harmonisation of regulations applicable to medicinal products to participate as observers
in the work of the Agency. The conditions for participation shall be determined
beforehand by the Commission.

Article 78

1 The Management Board shall, in agreement with the Commission, develop
appropriate contacts between the Agency and the representatives of the industry, consumers and
patients and the health professions. These contacts may include the participation of observers
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in certain aspects of the Agency's work, under conditions determined beforehand by the
Management Board, in agreement with the Commission.

2 The committees referred to in Article 56(1) and any working parties and scientific
advisory groups established in accordance with that Article shall in general matters establish
contacts, on an advisory basis, with parties concerned with the use of medicinal products,
in particular patient organisations and health-care professionals' associations. Rapporteurs
appointed by these committees may, on an advisory basis, establish contacts with representatives
of patient organisations and health-care professionals' associations relevant to the indication of
the medicinal product concerned.

Article 79

The Management Board shall, in the case of veterinary medicinal products which have
limited markets, or in the case of veterinary medicinal products intended for diseases
with a regional distribution, adopt the necessary measures to provide assistance to
companies at the time of submission of their applications.

Article 80

To ensure an appropriate level of transparency, the Management Board, on the basis
of a proposal by the Executive Director and in agreement with the Commission, shall
adopt rules to ensure the availability to the public of regulatory, scientific or technical
information concerning the authorisation or supervision of medicinal products which is
not of a confidential nature.

The internal rules and procedures of the Agency, its committees and its working groups
shall be made available to the public at the Agency and on the Internet.
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(1) OJ L 145, 31.5.2001, p. 43.
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