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PRESS RELEASE

Twelfth Meeting of the Management Board

The Management Board of the European Agency for the Evaluation of Medicinal Products met on
4 December 1996 under the chairmanship of Mr Strachan Heppell and addressed the following main
issues:

Financial matters
The Board adopted the 1997 revised EMEA budget totalling ECU 28 200 000. Subject to a final vote
by the European Parliament later in December 1996, this budget includes a subsidy from the EU
general budget of ECU 14 000 000.

The Board also decided to extend to 1997 the arrangements for the payment of fees by the EMEA
to national competent authorities for evaluation and inspection services in the centralised procedure.
Currently 50 percent of the fee is shared between rapporteur and co-rapporteur, with the remaining
sum retained by the EMEA.

Partnership between the national competent authorities and the EMEA
The Statement of principles governing the partnership between national competent authorities and
the EMEA was formally adopted by the Board. Annexed to the Statement of principles are the
services and facilities provided by the EMEA Secretariat, and the standard contract between national
competent authorities and the EMEA for the provision of evaluation services, to be introduced in
1997.

The text of the Statement of principles is attached to this press release.

⋅ Performance indicators
Endorsing a report on performance indicators, the Board approved a number of initiatives envisaged
by the EMEA in 1997. These include increased transparency of standards of service, e.g. regular
publication of tables summarising marketing authorisations granted and EPARs, and a questionnaire
on the quality of dossiers and their evaluation, prepared in conjunction with EFPIA.

This document is available on request (EMEA/MB/062/96).

⋅ 1997 Work Programme and 1996 Annual Report
Consideration was given to an internal Rolling Work Programme for 1997, the structure and
contents of which were endorsed by the Board. A Work Programme for 1997-1998 will now be
prepared for adoption for the Board at its meeting in February 1997, which will be made public once
adopted.

The Board also approved the format and broad content of the 1996 EMEA Annual Report, which
will be updated and made available at the beginning of 1997.*

.../continues

                                                
* The Agency has frequently been contacted regarding a publication entitled European Medicines Evaluation

Annual 1997 which was published earlier this year. That publication uses EMEA information which is publicly
available (in particular through the Internet) but it should be noted that it has no relation whatsoever with the
Agency or the EMEA Annual Report.
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⋅ Reform of fees payable to the EMEA
The Board examined a report prepared by the EMEA on the reform of fees paid by industry to the
Agency. This was prepared at the request of the European Commission as a contribution to the
preparation of a proposal for a new Council Regulation on Fees. An ad hoc meeting will be held at
the EMEA in mid-January 1997 to finalise the report for consideration at the next Management
Board meeting and subsequent submission to the Commission in February 1997.

⋅ International matters
The Board noted the successful ICH Steering Committee which took place at the EMEA at the
beginning of November 1996 and the proposed extension of EMEA activities to other member
countries of the European Economic Area (EEA): Norway and Iceland.

Taking into account demands for international technical co-operation in the evaluation of
medicines, the Board noted the conditions under which EMEA assessment reports will be made
available for use by third countries (see attached note).

Members of the Board also took advantage of an informal meeting at the EMEA of heads of
national regulatory authorities from 5 Central and Eastern European Countries (CEECs) for
exchanges of views.

⋅ European experts
The Board re-examined the current list of European experts put at the disposal of the EMEA by
national competent authorities. The Agency’s list now contains 1 940 European experts (1 541 in
the field of human medicines and 399 for veterinary medicinal products). Members were asked to
review the experts nominated by their national authorities and update the list as necessary.

As the Board has now completed its first 3 year term, the Commission will shortly invite Member
States to renew or propose new members of the Management Board. The new Board will hold its first
meeting on 5 February 1997. It will hold new elections for its Chairman and Vice-Chairman.

Attachments (6 pages):

1. Availability of EMEA assessment reports to third countries (November 1996)

2. Statement of principles governing the partnership between national competent authorities and
the EMEA (EMEA/MB/030/95-final-rev.1)

This press release, together with other information about the work of the EMEA, may be found on
the Internet at the following location:  http://www.eudra.org/emea.html
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8 November 1996

AVAILABILITY OF EMEA ASSESSMENT REPORTS TO THIRD COUNTRIES

A. General availability of European Public Assessment Reports (EPARs)

Following each Commission decision granting a marketing authorisation under the centralised procedure (human or

veterinary sector), the EMEA makes the EPAR available to the public through dissemination points and on the

Internet (http://www.eudra.org/emea.html). To date, more than 22 EPARs have been made available.

Similarly, most summary evaluations for new and old Maximum Residue Limits (MRLs) have now also been made

available on the Internet.

B. Use of CPMP/CVMP Assessment Reports

Several European companies asked the EMEA to make use of the positive conclusions of the CPMP/CVMP

assessment immediately after the adoption of the EMEA opinion.

 In order to facilitate the recognition of European marketing authorisations in third countries, the EMEA has

envisaged the scheme described below, without prejudice to further refinement. This solution appears to have

satisfied the Czech Republic and other countries participating to the Scheme for the Mutual Recognition of

Evaluation Reports on Pharmaceutical Products (PER scheme). The EMEA therefore suggests the following :

 
1. The EMEA allows companies using the centralised system in the human or veterinary sector to use the EMEA

opinions and assessment reports adopted by the CPMP/CVMP.

2. Given the obligation of confidentiality, these assessment reports are normally transmitted by companies, who

notify the EMEA accordingly.

3. In their notification, companies commit themselves to inform third countries of any regulatory change in the

European Union which might significantly affect the initial positive assessment and lead to a refusal, suspension

or withdrawal.

4. On reasoned request from third countries, the EMEA will check the authenticity of such assessment reports as

well as any statement relating to the authorisation status.

5. The EMEA wishes to receive either from companies or from third countries authorities a feed back on the impact

of the EMEA assessment on their decisions.

In order to avoid confusion, third countries would refrain from requesting any other EMEA internal document
preceding the CPMP/CVMP assessment report.
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EMEA/MB/030/95-final-Rev.1

STATEMENT OF PRINCIPLES GOVERNING THE PARTNERSHIP BETWEEN THE
NATIONAL COMPETENT AUTHORITIES AND THE EUROPEAN AGENCY FOR

THE EVALUATION OF MEDICINAL PRODUCTS

The new European system for the authorisation and supervision of medicinal products, including the
establishment of the European Agency for the Evaluation of medicinal products (`the Agency’), was
created out of the common resolve of the Member States to promote the protection of human and
animal health in a uniform way throughout the whole of the European Union.

Considering the common and joint responsibility of the national competent authorities in assuring
the proper functioning of the regulatory procedures set out in Council Regulation (EEC) 2309/93,
Council Directive 93/39/EEC and Council Directive 93/40/EEC, Members of the Management Board
of the Agency have agreed on the following Statement of Principles.

Article 1 - Contribution of Member States

For the accomplishment of their tasks, the Committee for Proprietary Medicinal Products and the
Committee for Veterinary Medicinal Products, hereafter referred to as the Committees, avail
themselves of the services of experts with proven experience in the assessment of medicinal
products, who are available to serve in the working parties or experts groups of the Committees.

For this purpose, national competent authorities transmit to the Agency a list of experts covering all
the various scientific fields necessary for the evaluation of medicinal products, inspection and
pharmacovigilance activities. This list shall contain a sufficient number of experts and be kept
always updated.

Since the achievement of such purpose requires close co-operation between the Agency and scientists
working within Member States, the latter undertake to allow members of the Committees and experts
to rely, for the accomplishment of their tasks, on the scientific assessment and resources available to
the national competent  authorities.

Pursuant to that co-operation, each national competent authority shall monitor the scientific level
of the evaluation carried out and supervise the activities of members of the Committees and the
experts it appoints and nominates, but shall refrain from giving them any instruction which is
incompatible with the tasks incumbent upon them.

Article 2 - Role of the Committees

In addition to the task of providing objective scientific opinions, members of each Committee shall
ensure that there is appropriate co-ordination between the Agency and each national competent
authority. Scope of this co-operation is to encourage a multilateral interchange of expertise and
resources.

To ensure the best possible use of the scientific resources and expertise within the Committees, each
member shall undertake the role of rapporteur and co-rapporteur.

On a proposal from a Committee, the Agency may appoint experts to provide additional expertise
and establish ad hoc or permanent working parties on the basis of a mandate agreed upon by the
Committees.

The Committees shall strive to establish an open and constructive dialogue with the pharmaceutical
industry notably through the consultation phase where scientific advice may be provided.
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Appropriate contacts may also be developed with representatives of consumers, patients and health
professions.

The Committees shall also concern themselves with the international dimension of regulatory
activities and ensure close co-operation with the main regulatory bodies.

Openness and transparency shall be ensured namely through the access to the public, upon request, of
all EMEA’s scientific opinions and European Public Assessment Reports (EPARs) delivered by the
Committees.

Article 3 - Rapporteurs and Co-Rapporteurs

The Committee appoints one of its members to act as rapporteur. Where necessary, a co-rapporteur
may be appointed to co-ordinate the activities of the additional expertise.

When the Committee appoints one of its members to act as rapporteur or co-rapporteur, he shall
provide the Committee with a draft assessment report. To this effect, he prepares in co-ordination
with the Agency Secretariat and the applicant, an appropriate timetable for the operations.

He/She shall promote co-ordination with the parties concerned as might be required. In the
performance of his tasks, the rapporteur and the co-rapporteur shall diligently ensure the
confidentiality of the relevant information.

Should the rapporteur be unable to perform its tasks, the Committee may substitute him with the co-
rapporteur, where appropriate, or with another rapporteur.

Article 4 - European experts

For the accomplishment of their tasks, the rapporteur and the co-rapporteur, where appropriate,
shall establish an evaluation team selected from the EMEA experts list.

In assessing the application, the expert shall perform the tasks falling within his discipline and
describe objectively the results obtained. Furthermore, he shall focus his analysis on major issues and
identify areas where clarification is needed.

His activities include the examination of the Summary of Product Characteristics and user leaflet
proposed by the applicant.

Article 5 - Recourse to additional expertise

In exceptional circumstances, the scientific Committees may appoint experts whose names do not
appear on the list of experts held by the Agency. These experts will submit a curriculum vitae and
declare their interests. The names will be added to the list of experts.

Appointment of additional experts by the Committees should take place after proper consultation of
the Member States.

Article 6 - Performance of tasks of Committee members and experts

The timetable of operations, annexed to the standard contract between the national competent
authority of the rapporteur and the Agency, will specify the deadline for performance of each task
of the rapporteur and his evaluation team. The timetable will be determined at the time of
appointment of the rapporteur.

The rapporteur, co-rapporteur and experts shall endeavour to respect the timetable of operations. In
case of difficulty, the rapporteur shall immediately contact the Agency Secretariat in order to find
appropriate solutions with a view of avoiding as much as possible any disruption to the evaluation
process. The Committee shall be informed in due course.
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Article 7 - Independence of Committee members and experts

In fulfilling their tasks, Committee members and experts shall act for and on behalf of the Agency.

Members of the Committees and experts shall not have financial or other interests in the
pharmaceutical industry which could affect their impartiality. To this effect, they undersign a public
declaration of interests.

Article 8 - Confidentiality

The rapporteur, the co-rapporteur and experts undertake not to make use nor divulge to third parties
other than members of the Committees, the rapporteur, the co-rapporteur, national competent
authorities, the Agency’s Executive Director or his representatives, any fact, information or
documents of which they have acquired knowledge of during the performance of their duties.
They shall continue to be bound by this obligation after their tasks have been completed and until
the time when the above-mentioned information is made public.

Article 9 - Financial provisions

The services of the rapporteurs, co-rapporteurs and experts undertaken on behalf of the Agency
shall be directly compensated to the national competent authorities in accordance with the
applicable scale of fees adopted by the Management Board pursuant to Article 53 paragraph 3 of
Council Regulation (EEC) 2309/93.

The Agency shall ensure coverage of reimbursement of travel and accommodation expenses for
rapporteurs, co-rapporteurs and experts acting on behalf of the EMEA in accordance with the
applicable decision of the Management Board.

The mechanisms of financial compensation shall be agreed on a bilateral basis between the Agency
and each national competent authority.

Article 10 - Liability

The EMEA is legally responsible under Articles 5 and 27 of Council Regulation (EEC) No 2309/93
for the scientific opinions adopted in its name by the CPMP and CVMP, and shall intervene when
the responsibility of a national competent authority or that of an individual acting as rapporteur, co-
rapporteur, expert or inspector is challenged in proceedings before a national court arising from
services performed under the standard contract.

The effect of this intervention shall be to deny the jurisdiction of the national court, enforcing
instead the correct jurisdiction of the Court of First Instance of the European Communities. This is
without prejudice to the obligations of confidentiality under Article 4 of the standard contract or
professional gross negligence on the part of the rapporteur, co-rapporteur, expert or inspector.
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ANNEXE 1

FACILITIES AND SERVICES PROVIDED BY THE AGENCY SECRETARIAT

1- Access and Use of Facilities

Facilities on the third and fourth floor of the Agency’s premises in Canary Wharf, including :
3 conference rooms with interpretation and 1 meeting room without interpretation ;

⋅ Office space available for each delegation with computer and telecommunication equipment,
including access to E-mail and EudraNet ;

⋅ Electronic access cards established for each delegate and expert regularly attending EMEA
meetings ;

⋅ Access to in-house restaurant.

2 - Meetings
The EMEA will organise and provide the Secretariat for meetings officially taking place on its
premises, including :
⋅ Preparation of meetings in relation with the chairperson of the Management Board,

CPMP/CVMP and any working group established by them ;
⋅ Preparation and transmission of relevant documents in principle at least 15 days in advance ;
⋅ Preparation of minutes and any other document at the request of the chairperson ;
⋅ Translation of key documents by the EU Translation Centre in Luxembourg ;
⋅ Provision of interpretation for plenary meetings of the Management Board, the CPMP/CVMP

depending on the availability of resources of the SCIC (EU Common Interpretation Services) ;
⋅ Reimbursement of travel and accommodation expenses for Committee members, Committee

working parties members and experts.

3 - Information Technologies
IT connections through the JRC/EudraNet and access to computerised tracking system and relevant
databases to assist the national authorities, the European Commission and the Agency in the
performance of their tasks, depending on EU sources of funding.

4 - Administrative Support
⋅ Validation of all applications submitted to the EMEA;
⋅ Performance of purely administrative tasks undertaken by the EMEA secretariat (i.e. transfer of

marketing authorisation holder) and other administrative activities assigned by the relevant
Committee (i.e. type I variation, compilation of the final assessment report, preparation of the
European public assessment report).

⋅ Support to the efforts made by the competent authorities to promote the mutual recognition of
national marketing authorisations, within the constraints of the EMEA budget.

5 - Funding
Financial compensation to the national authorities for the expertise put at the disposal of the
Agency in relation with the evaluation of medicinal products and coverage of  travel and
accommodation expenses for delegates and experts attending EMEA meetings in London.

6 - Legal Support
Legal assistance to national competent authorities of the rapporteur and co-rapporteur in the event
of legal proceedings before courts arising from activities undertaken for and on behalf of the Agency.



Page 8

ANNEXE II

STANDARD CONTRACT

Between

National competent authority

and

The European Agency for the Evaluation of Medicinal Products (‘the Agency’)

Whereas Article 53 paragraph 3 of Council Regulation (EEC) No 2309/93 provides that the
provision of services of rapporteurs or experts shall be governed by a written contract,

the contracting parties hereby agree that:

Article 1 - Assessment [Inspection] Report

(1) In accordance with the deadlines set out in the timetable agreed to between national
competent authority and the Agency (annexed to this contract), national competent authority shall
ensure the production of an assessment [inspection] report by the appointed [Inspector(s)]
Rapporteur (whether Rapporteur or Co-Rapporteur) and Experts, in accordance with the mandate
given by the Committee for Proprietary Medicinal Products/Committee for Veterinary Medicinal
Products (‘the Committee’).

National competent authority shall, without delay, inform the Agency of any actual or probable
difficulty in meeting the timetable deadlines. Where necessary, the Committee may appoint another
evaluation [inspection] team in the course of a procedure.

(2) The assessment [inspection] report shall be of the highest possible scientific quality, prepared
in accordance with Standing Operating Procedures adopted by the Committee. [The inspection report
shall be in line with the guidelines adopted by the EU Inspection Working Party.] The assessment
[inspection] report shall be accompanied by an abstract not exceeding one page and a document
containing the conclusions of the assessment [inspection] report not exceeding thirty pages with
effective cross references to the accompanying annexes.

(3) On completion and after endorsement by the scientific committee, property and liability in
the assessment [inspection] report is transferred to the Agency.

Article 2 - Obligations of the National Competent Authority

National competent authority shall put at the disposal of the Rapporteur and Experts the scientific
assessment resources necessary for the performance of the assessment [inspection] report. The
resources requested shall be in line with the rolling work programme of the EMEA and in accordance
with the capacity available at national competent authority.

Article 3 - Independence of [Inspectors] Rapporteur and Experts

National competent authority shall at all times respect and guarantee the scientific independence of
the [Inspector] Rapporteur and Experts, who perform their tasks on behalf of the Agency.
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Article 4 - Confidentiality

National competent authority shall ensure that the [Inspector] Rapporteur and Experts abide by their
obligation of confidentiality not to make use of or disclose any fact, information or document
acquired in the performance of their duties, to any third party other than members of the Committee
for Proprietary Medicinal Products/Committee for Veterinary Medicinal Products, other national
competent authorities, the Agency’s Executive Director or his representatives.

Article 5 - Fees and Expenses Payable

(1) The Agency shall pay a fee to national competent authority for the activities of the
Rapporteur and Experts [inspectors] provided for the completion of the assessment [inspection]
report referred to in Article 1. The fee shall be that set out in the applicable scale of fees adopted by
the Management Board pursuant to Article 53 paragraph 3 of Council Regulation (EEC) No 2309/93.

The Agency shall reimburse travel and accommodation expenses of the Rapporteur and Experts
acting on behalf of the EMEA, in accordance with the rules determined by the Management Board.

[Payments for inspections shall be made in accordance with the decision on a scale of fees currently
in force adopted by the Management Board pursuant to Article 53 paragraph 3 of Council Regulation
(EEC) No 2309/93. For inspections outside of the territory of the European Union, travel costs shall
be paid for by the company in accordance with Article 3(7) of Council Regulation (EEC) No 297/95]

(2) Where in the opinion of the scientific committee the assessment [inspection] report does
not meet the expected quality requirements, the Agency reserves the right to withhold payment until
a report acceptable to the relevant scientific committee has been provided. In exceptional
circumstances and on recommendation of the scientific committee, the Agency may breach the
contract and cancel any corresponding payment.

Article 6 - Dispute Settlement

Any dispute arising between the parties to this contract and as a result of obligations under this
contract shall be subject to the jurisdiction of the Court of First Instance of the European
Communities.

[date and signatures]


