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Press Release

Competent Authorities Meeting
for Medical Devices
Athens, 16-17 January 2003

The medical devices Competent Authorities met in Athens, under the E.U. Hellenic
Presidency, on the 16th and 17th of January 2003. 21 countries were represented: European
Union, Candidate countries and EFTA countries. The European Commission Medical
Devices, also attended.
The key issues discussed were:
Enlargement of the E.U.
Following a very constructive discussion the countries represented, agreed to establish a
Steering Group (S.G.) under the Hellenic Presidency to elaborate a comprehensive practical
programme to further facilitate the smooth assimilation of the candidate countries into the
existing E.U. Medical Device Regulatory Framework. The S.G. will comprise the Troika, the
Commission and an equal number from candidate countries.
·
Commission Communication on medical devices.
The meeting was given an update on the Commission Communication and welcomed the
progress, which had been made. The Communication will be published in the official journal
and sent to the council and European Parliament in the first trimester of 2003.
·
Safety concerns presented by medical software.
The meeting discussed an analysis of medical software incidents. The meeting agreed to
establish a Working Group with industry participation under the Medical Devices Expert
Group (MDEG) to take forward this important public health issue. The Competent Authorities
(CAs) concluded that this significant subject might usefully be elaborated further during the
E.U. chairmanship of Global Harmonization Task Force (GHTF) commencing in January
2004.

·
Transparency.
The member states (M.S.) discussed and agreed a paper on the exchange of information
between the Competent Authorities to enhance patient safety. This endorsed paper will be
presented to the MDEG Transparency Working Party. This is part of MS initiatives to increase
transparency and confidence in the regulation of Medical Devices.
·
Patient safety.
The CAs exchanged information on recent developments in user adverse incident reporting
and agreed to further encourage users to take the initiative in reporting adverse events in the
framework of a global vigilance system.
The countries present, warmly congratulated the Hellenic Presidency on a most successful
meeting.

