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Rules for the implementation of Regulation (EC) No 1049/2001  
on access to EMEA documents  

 
 
 
Having regard to Regulation (EC) No 726/20041 of the European Parliament and of the Council of 
31 March 2004 laying down Community procedures for the authorisation and supervision of medicinal 
products for human and veterinary use and establishing a European Medicines Agency,  
  
Whereas Article 73 of Regulation (EC) No 726/2004 foresees that Regulation (EC) No 1049/20012 of 
the European Parliament and of the Council of 30 May 2001 regarding public access to European 
Parliament, Council and Commission documents will apply to the Agency, 
 
Whereas it is necessary to establish rules implementing Regulation (EC) No 1049/2001, 
 
Whereas the main purpose of the Agency is to promote the protection of human and animal health and 
of consumers of medicinal products throughout the Community and to promote the completion of the 
internal market through the adoption of uniform regulatory decisions based on scientific criteria, 
concerning the placing on the market and use of medicinal products, 
 
The Management Board of the Agency has adopted the following Decision: 
 
 
Article 1 - Scope 
 
1. The scope of this Decision is to ensure the widest possible access to the documents the Agency 

produces or receives and has in its possession.  
 
2. Access to certain documents shall be refused by virtue of application of one of the exceptions 

mentioned in Article 3. 
 
3. In addition, the Agency’s documents are subject to classification, which restricts or prevents 

access to them. Rules for the classification of EMEA documents are set out in the Annex to this 
decision. 

 
 
Article 2 - Definitions 
 
1. “Document” shall mean any content whatever its medium (written on paper or stored in electronic 

form or as a sound, visual or audiovisual recording) concerning a matter relating to the policies, 
activities and decisions falling within the Agency’s sphere of responsibility;  

 
2. “Third party” shall mean any natural or legal person, or any entity outside the Agency, including 

the Member States, other Community or non-Community institutions and bodies and third 
countries. 

                                                      
1 OJ L 136, 30.4.2004, p. 1 
2 OJ L 145, 31.5.2001, p. 43 
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Article 3 - Exceptions 
 
1. The Agency shall refuse access to a document where disclosure would undermine the protection 

of: 
 

a) the public interest as regards public security, defence and military matters, international 
relations, the financial, monetary or economic policy of the Community or a Member State; 

b) privacy and the integrity of the individual, in particular in accordance with Community 
legislation regarding the protection of personal data. 

 
2. The Agency shall refuse access to a document where disclosure would undermine the protection 

of: 
 

a) commercial interests of a natural or legal person, including intellectual property, 
b) court proceedings and legal advice, 
c) the purpose of inspections, investigations and audits, 
 

 unless there is an overriding public interest in disclosure.  
 
3. Access to a document, produced or received and in possession of the Agency, which relates to a 

matter where the decision has not been taken, shall be refused if disclosure of the document would 
seriously undermine the decision-making process, unless there is an overriding public interest in 
disclosure. 

 
Access to a document containing opinions for internal use as part of deliberations and preliminary 
consultations within the Agency shall be refused even after the decision has been taken if 
disclosure of the document would seriously undermine the Agency’s decision-making process, 
unless there is an overriding public interest in disclosure. 

 
4. As regards third-party documents, the Agency shall consult the third party with a view to 

assessing whether an exception in paragraph 1 or 2 is applicable, unless it is clear that the 
document shall or shall not be disclosed. 

 
5. A Member State may request the Agency not to disclose a document originating from that 

Member State without its prior agreement. 
 
6. If only parts of the requested document are covered by any exceptions, the remaining parts of the 

document shall be released. 
 
 
Article 4 - Classification of documents 
 
The Agency’s documents shall be classified in one of the following categories: public, restricted or 
confidential.  
 
 
Article 5 - Requests for access 
 
1. Applications for access to Agency documents, which are not publicly available, shall be made in 

writing including electronic form, and in a sufficiently precise manner to enable the Agency to 
identify the document(s).  

 
2. If an application is not sufficiently precise, the Agency shall ask the applicant to clarify his request 

and shall assist the applicant in doing so, for example by providing information on the use of 
public registers of documents. The deadline for reply shall start once the Agency has sufficient 
information to process the request. 
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3. In the event of an application relating to a very long document or to a very large number of 

documents, the Agency may confer with the applicant informally, with a view to finding a fair 
solution.  

 
 
Article 6 – Handling of initial applications 
 
1. An application for access to a document shall be handled promptly. An acknowledgement of 

receipt shall be sent to the applicant. Within 15 working days from receipt of the application, the 
Agency shall either grant access to the document requested and provide access in accordance with 
Article 9 within that period or, in a written reply, state the reasons for the total or partial refusal 
and inform the applicant of his or her right to ask the Agency to reconsider its position in 
accordance with paragraph 2 of this Article. 

  
2. In the event of a total or partial refusal, the applicant may, within 15 working days of receiving the 

Agency's reply, ask the Agency to reconsider its position by submitting a confirmatory 
application. 

 
3. In exceptional cases, for example in the event of an application relating to a very long document 

or to a very large number of documents, the time-limit provided for in paragraph 1 may be 
extended by 15 working days, provided that the applicant is notified in advance and that detailed 
reasons are given. 

 
4. Failure by the Agency to reply within the prescribed time limit shall entitle the applicant to a 

confirmatory application. 
 
 
Article 7 – Handling of confirmatory applications 
 
1. The Executive Director of the Agency shall take the decisions relating to requests to the Agency to 

reconsider its position. Such requests shall be handled promptly. Within 15 working days from 
receipt of such a request, the Agency shall either grant access to the document concerned and 
provide access in accordance with Article 9 within that period or, in a written reply, state the 
reasons for the total or partial refusal. In the event of a total or partial refusal, the Agency shall 
inform the applicant of the remedies open to him or her, namely to lodge a complaint to the 
European Ombudsman or institute Court proceedings against the Agency, under Article 195 or 
230 of the EC Treaty, respectively. 

 
2. In exceptional cases, for example in the event of an application relating to a very long document 

or to a very large number of documents, the time limit provided for in paragraph 1 may be 
extended by 15 working days, provided that the applicant is notified in advance and that detailed 
reasons are given. 

 
3. Failure by the Agency to reply within the prescribed time limit shall be considered as a negative 

reply and entitles the applicant to lodge a complaint to the European Ombudsman or institute 
Court proceedings against the Agency, under Article 195 or 230 of the EC Treaty, respectively.  

 
 
Article 8 – Consultations 
 
1. Where the Agency receives an application for access to a document, which it holds, but which 

originates from a third party, the Agency shall check whether one of the exceptions provided for 
by Article 3 applies. 
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2. If, after that examination, the Agency considers that access to it must be refused under one of the 
exceptions provided for by Article 3, the negative answer shall be sent to the applicant without 
consultation of the third-party author. 

 
3. The Agency shall grant the application without consulting the third-party author where the 

document requested has already been disclosed either by its author or under Regulation (EC) No 
1049/2001 or similar provisions. 

 
4. Unless the document originates from a Member State, the Agency shall grant the application 

without consulting the third-party author where it is obvious that the disclosure, or partial 
disclosure, of its contents would not affect one of the interests referred to in Article 3. 

 
5. In all the other cases, and in particular if an application for access concerns a document 

originating from a Member State, the third-party author shall be consulted. 
 
6. The third-party author consulted shall have a deadline for reply, which shall be no shorter than 

five working days but must enable the Agency to abide by its own deadlines for the reply. In the 
absence of an answer within the prescribed period, or if the third party is untraceable or not 
identifiable, the Agency shall decide in accordance with the rules on exceptions in Article 3, 
taking into account the legitimate interests of the third party on the basis of the information at its 
disposal. 

 
7. If the Agency intends to give access to a document against the explicit opinion of the author, it 

shall inform the author of its intention to disclose the document after a ten-working day period and 
shall draw his attention to the remedies available to him to oppose disclosure. 

 
 
Article 9 - Exercise of the right of access 
 
1. Applicants shall have access to documents either by receiving a copy, in paper or electronic 

format, or by consulting specific documents on the Agency’s premises. Copies of less than 20 
pages or direct access in electronic form shall be free of charge. As regards documents of more 
than 20 pages, the charge shall not exceed the real cost of producing and sending the copies. 

 
2. All documents are subject to the Agency’s copyright policy available on the Agency’s website 

(www.emea.europa.eu). 
 
 
Article 10 - Register of documents 
 
1. To make citizen’s rights under this decision effective, the Agency shall provide public access to an 

electronic register of documents available in particular through the Agency’s Internet site. 
References to documents shall be recorded in the register without delay. 

 
2. The register shall contain the title of the document, an identifier, the subject matter and/or a short 

description of the document and the date on which it was received or drawn up and recorded in the 
register. 

 
 
Article 11 - Report 
 
The Management Board, acting on a proposal from the Executive Director, shall publish annually, as 
part of the annual report, information concerning the implementation of this decision, in particular 
statistics on the number of requests for access to Agency documents, the number of refusals, and the 
reasons for such refusals. 
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Article 12 – Final provision 
 
In addition to these rules, the Agency may establish rules regarding the publication of documents in 
order to ensure an appropriate level of transparency, in accordance with Article 80 of Regulation (EC) 
No 726/2004.  
 
Article 13 - Entry into force 
 
1. These rules replace and annul the Rules for the implementation of Regulation (EC) No 1049/2001 

on access to EMEA documents adopted by the Management Board on 8 June 2006. This decision 
shall enter into force on 20 December 2006. It shall be made public on the Agency’s website. 

 
2. The Management Board may review these rules whenever deemed necessary and adopt any 

modifications needed. 
 
3. The European Ombudsman shall be informed of this decision and subsequent revisions. 
 
 
19 December 2006 
 
 
 
 
Prof Hannes Wahlroos 
Chairman of the Management Board 
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ANNEX 
 

Classification of documents 
 
 
This Annex sets out the Agency’s rules on classification of documents and provides indications on the 
types of documents covered by the different levels of classification. 
 
 
Public 
 
Documents not classified under one of the categories below are considered public. 
 
 
Restricted 
 
This classification shall be applied to information and material the unauthorised disclosure of which 
could be disadvantageous to the interests of the European Union Institutions, the Member States and 
the Agency. These are typically characterised by the fact that they may at some stage be made 
available to the public, but that their premature disclosure might be prejudicial to the interests of the 
Agency, including relations with Member States, EU institutions and bodies and applicants for and 
holders of marketing authorisations. Documents will be classified ‘restricted’ if they fall under any of 
the exceptions laid down in Article 3 of these Implementing rules.  
 
 
Confidential 
 
This classification shall be applied to information and material the unauthorised disclosure of which 
could harm the essential interests of the European Union Institutions, the Member States and the 
Agency. Documents will be classified ‘confidential’ if they fall under any of the exceptions laid down 
in Article 3 of these Implementing rules.   
 


