


2. In addition, the Party acknowledges that the European Anti Fraud Office may carry out on-the-
spot checks and inspections in accordance with Council Regulation (Euratom, EC) No 2185/96 and
Parliament and Council Regulation (EC) No 1073/1999 and agrees to submit thereto.

Article 18 - Subcontracting

Where the Party decides to subcontract to third parties or to use any other form of third party services,
the Party shall remain bound by its obligations to the Agency under the Agreement and shall guarantee
the provision of the Services and be liable for the proper performance of the Agreement as if it were
performing the Services itself.

Signatures

For the Party, For the Agency,

Mr Pat O'Mahony Dr. Thomas LOonRgr
Chief Executive Offjear Executive Direc
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Done at Dublin 2, Date __ O/
/

Done at London, Date

In duplicate in English.
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

30 August 2010
EMA/150487/2010

Memorandum of Understanding between the European
Medicines Agency and the National Competent Authorities
of the Member States on the monitoring of the scientific
level and independence of the evaluation carried out by
the National Competent Authorities for services to be
provided to the Agency

Preamble

Whereas Regulation (EC) No 726/2004 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” states that: “Members of the committees and experts responsible for evaluating
medicinal products shall rely on the scientific evaluation and resources available to national
marketing authorisation bodies. Each competent national authority shall monitor the
scientific level and independence of the evaluation carried out...” (Article 61.6);

Whereas Regulation (EC) No 726/2004 also stipulates that: "Member States shall transmit
to the Agency the names of national experts with proven experience in the evaluation of
medicinal products who would be available to serve on working parties or scientific advisory
groups of the Committee for Medicinal Products for Human Use, the Committee on Herbal
Medicinal Products or the Committee for Medicinal Products for Veterinary Use, together with
an indication of their qualifications and specific areas of expertise.

The Agency shall keep an up-to-date list of accredited experts. The list shall include the
experts referred to in the first subparagraph and other experts appointed directly by the
Agency. The list shall be updated” (Article 62.2);

Whereas Regulation (EC) No 726/2004 further adds that: “Members of the Management
Board, members of the committees, rapporteurs and experts shall not have financial or
other interests in the pharmaceutical industry which could affect their impartiality. They shall
undertake to act in the public interest and in an independent manner, and shall make an
annual declaration of their financial interests. All indirect interests which could relate to this
industry shall be entered in a register held by the Agency which is accessible to the public,
on request, at the Agency's offices.
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