



































































































































































































































































	Title page
	CONTENTS
	Foreword by the Chairman of the Management Board
	Introduction by the Executive Director
	Structure of the EMEA
	EMEA in the European system
	Management Board
	Implementation of the review of the European system
	A long-term strategy for the EMEA
	European medicines network
	Transparency and communication
	EU institutions, agencies and international partners
	ï¿½ï¿½�C�o�r�p�o�r�a�t�e� �g�o�v�e�r�n�a�n�c�e�  �� �I�n�t�e�g�r�a�t�e�d� �m�a�n�a�g�e�m�e�n�t� �s�y�s�t
	Organisational changes to the Agency

	Medicines for human use
	Highlights in 2004
	Orphan medicinal products
	Scientific advice and protocol assistance
	Initial evaluation
	Post-authorisation activities
	Pharmacovigilance and maintenance activities
	Arbitration and Community referrals
	Regulatory guidance
	Management and organisation of EMEA scientific committees for human medicines
	ï¿½ï¿½�I�m�p�r�o�v�e�m�e�n�t� �o�f� �t�h�e� �A�g�e�n�c�y ˇ�s� �s�t�r�u�c�t�u�r�e�s� �a�n�d� �p�r�o�c�e�d
	Parallel distribution
	Mutual recognition facilitation group

	Veterinary medicines
	Highlights in 2004
	Scientific advice
	Initial evaluation
	Maximum residue limits
	Availability of medicines for minor use and minor species
	Post-authorisation activities
	Pharmacovigilance and maintenance activities
	Arbitration and Community referrals
	Regulatory guidance
	Management and organisation of the CVMP
	ï¿½ï¿½�I�m�p�r�o�v�i�n�g� �t�h�e� �A�g�e�n�c�y ˇ�s� �s�t�r�u�c�t�u�r�e�s� �a�n�d� �p�r�o�c�e�d�u�r�e�s� 
	Veterinary mutual recognition facilitation group

	Inspections
	Inspections
	Mutual recognition agreements
	Sampling and testing
	Certificates of a medicinal product

	EU telematics strategy
	Support activities
	Administration
	Information technology at the EMEA
	Meeting management and conferences
	Document management and publishing

	Annexes
	Annex 1 Members of the Management Board
	Annex 2 Members of the Committee for Medicinal Products for Human Use
	Annex 3 Members of the Committee for Medicinal Products for Veterinary Use
	Annex 4 Members of the Committee on Orphan Medicinal Products
	Annex 5 Members of the Committee on Herbal Medicinal Products
	Annex 6 National competent authority partners
	Annex 7 EMEA budget summaries 2003ï¿½2005
	Annex 8 IT projects and operational activities
	Annex 9 CHMP opinions in 2004 on medicinal products for human use
	Annex 10 CVMP opinions in 2004 on medicinal products for veterinary use
	Annex 11 COMP opinions in 2004 on designation of orphan medicinal products
	Annex 12 Guidelines and working documents in 2004
	Annex 13 Arbitration and Community referrals overview 2004
	Annex 14 EMEA contact points


