


http://www.ema.europa.eu/htms/general/direct/ar.htm�


































































http://www.ema.europa.eu/pdfs/human/regaffair/50995106en.pdf�








































http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/About_CMDh/Reports/CMDh_159_2010.pdf�
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/About_CMDh/Reports/CMDh_159_2010.pdf�






























http://eudragmp.ema.europa.eu/�























	ï¿½ï¿½�M�i�s�s�i�o�n� �s�t�a�t�e�m�e�n�t
	ï¿½ï¿½�T�a�b�l�e� �o�f� �c�o�n�t�e�n�t�s
	ï¿½ï¿½�F�o�r�e�w�o�r�d� �b�y� �t�h�e� �C�h�a�i�r� �o�f� �t�h�e� �M�a�n�a�g�e�m�e�n�t� �B�o�a�r�d
	ï¿½ï¿½�I�n�t�r�o�d�u�c�t�i�o�n� �b�y� �t�h�e� �E�x�e�c�u�t�i�v�e� �D�i�r�e�c�t�o�r
	ï¿½ï¿½�1�.� � �T�h�e� �E�u�r�o�p�e�a�n� �M�e�d�i�c�i�n�e�s� �A�g�e�n�c�y� �i�n� �t�h�e� �E�u�r�o�p�e�a�n� �S�y�s�t�e�m
	ï¿½ï¿½�1�.�1�.� � �E�u�r�o�p�e�a�n� �m�e�d�i�c�i�n�e�s� �n�e�t�w�o�r�k
	ï¿½ï¿½�1�.�2�.� � �E�u�r�o�p�e�a�n� �c�o�o�p�e�r�a�t�i�o�n
	ï¿½ï¿½�1�.�3�.� � �I�n�t�e�r�n�a�t�i�o�n�a�l� �c�o�o�p�e�r�a�t�i�o�n
	ï¿½ï¿½�1�.�4�.� � �T�r�a�n�s�p�a�r�e�n�c�y� �a�n�d� �c�o�m�m�u�n�i�c�a�t�i�o�n
	ï¿½ï¿½�1�.�5�.� � �S�u�p�p�o�r�t� �f�o�r� �i�n�n�o�v�a�t�i�o�n� �a�n�d� �a�v�a�i�l�a�b�i�l�i�t�y� �o�f� �m�e�d�i�c�i�n�e�s
	ï¿½ï¿½�1�.�6�.� � �M�e�t�h�o�d�o�l�o�g�y� �a�n�d� �o�u�t�c�o�m�e�s�-�a�s�s�e�s�s�m�e�n�t� �p�r�o�j�e�c�t�s
	ï¿½ï¿½�1�.�7�.� � �I�n�t�e�g�r�a�t�e�d� �m�a�n�a�g�e�m�e�n�t� �a�t� �t�h�e� �A�g�e�n�c�y

	ï¿½ï¿½�2�.� � �M�e�d�i�c�i�n�e�s� �f�o�r� �h�u�m�a�n� �u�s�e
	ï¿½ï¿½�2�.�1�.� � �O�r�p�h�a�n� �m�e�d�i�c�i�n�a�l� �p�r�o�d�u�c�t� �d�e�s�i�g�n�a�t�i�o�n
	ï¿½ï¿½�2�.�2�.� � �S�c�i�e�n�t�i�f�i�c� �a�d�v�i�c�e� �a�n�d� �p�r�o�t�o�c�o�l� �a�s�s�i�s�t�a�n�c�e
	ï¿½ï¿½�2�.�3�.� � �I�n�i�t�i�a�l� �e�v�a�l�u�a�t�i�o�n
	ï¿½ï¿½�2�.�4�.� � �P�o�s�t�-�a�u�t�h�o�r�i�s�a�t�i�o�n� �a�c�t�i�v�i�t�i�e�s
	ï¿½ï¿½�2�.�5�.� � �P�h�a�r�m�a�c�o�v�i�g�i�l�a�n�c�e� �a�n�d� �m�a�i�n�t�e�n�a�n�c�e� �a�c�t�i�v�i�t�i�e�s
	ï¿½ï¿½�2�.�6�.� � �P�a�r�a�l�l�e�l� �d�i�s�t�r�i�b�u�t�i�o�n� �a�n�d� �c�e�r�t�i�f�i�c�a�t�e�s
	ï¿½ï¿½�2�.�7�.� � �A�r�b�i�t�r�a�t�i�o�n� �a�n�d� �C�o�m�m�u�n�i�t�y� �r�e�f�e�r�r�a�l�s
	ï¿½ï¿½�2�.�8�.� � �M�e�d�i�c�i�n�e�s� �f�o�r� �c�h�i�l�d�r�e�n
	ï¿½ï¿½�2�.�9�.� � �H�e�r�b�a�l� �m�e�d�i�c�i�n�a�l� �p�r�o�d�u�c�t�s
	ï¿½ï¿½�2�.�1�0�.� � �A�d�v�a�n�c�e�d� �t�h�e�r�a�p�i�e�s� �a�n�d� �o�t�h�e�r� �e�m�e�r�g�i�n�g� �t�h�e�r�a�p�i�e�s� �a�n�d� �n�e�w� �t�e�c�h�n�o�l�o�g�i�e�s
	ï¿½ï¿½�2�.�1�1�.� � �P�r�o�v�i�s�i�o�n� �o�f� �i�n�f�o�r�m�a�t�i�o�n� �t�o� �p�a�t�i�e�n�t�s� �a�n�d� �h�e�a�l�t�h�c�a�r�e� �p�r�o�f�e�s�s�i�o�n�a�l�s
	ï¿½ï¿½�2�.�1�2�.� � �S�c�i�e�n�t�i�f�i�c� �c�o�m�m�i�t�t�e�e�s�,� �w�o�r�k�i�n�g� �p�a�r�t�i�e�s� �a�n�d� �s�c�i�e�n�t�i�f�i�c� �a�d�v�i�s�o�r�y� �g�r�o�u�p�s
	ï¿½ï¿½�2�.�1�3�.� � �C�o�o�r�d�i�n�a�t�i�o�n� �G�r�o�u�p� �f�o�r� �M�u�t�u�a�l�-�R�e�c�o�g�n�i�t�i�o�n� �a�n�d� �D�e�c�e�n�t�r�a�l�i�s�e�d� �P�r�o�c�e�d�u�r�e�s�  �� �H�u�m�a�n
	ï¿½ï¿½�2�.�1�4�.� � �R�e�g�u�l�a�t�o�r�y� �a�c�t�i�v�i�t�i�e�s

	ï¿½ï¿½�3�.� � �M�e�d�i�c�i�n�e�s� �f�o�r� �v�e�t�e�r�i�n�a�r�y� �u�s�e
	ï¿½ï¿½�3�.�1�.� � �S�c�i�e�n�t�i�f�i�c� �a�d�v�i�c�e
	ï¿½ï¿½�3�.�2�.� � �I�n�i�t�i�a�l� �e�v�a�l�u�a�t�i�o�n
	ï¿½ï¿½�3�.�3�.� � �E�s�t�a�b�l�i�s�h�m�e�n�t� �o�f� �m�a�x�i�m�u�m� �r�e�s�i�d�u�e� �l�i�m�i�t�s
	ï¿½ï¿½�3�.�4�.� � �P�o�s�t�-�a�u�t�h�o�r�i�s�a�t�i�o�n� �a�c�t�i�v�i�t�i�e�s
	ï¿½ï¿½�3�.�5�.� � �P�h�a�r�m�a�c�o�v�i�g�i�l�a�n�c�e� �a�n�d� �m�a�i�n�t�e�n�a�n�c�e� �a�c�t�i�v�i�t�i�e�s
	ï¿½ï¿½�3�.�6�.� � �A�r�b�i�t�r�a�t�i�o�n� �a�n�d� �r�e�f�e�r�r�a�l�s
	ï¿½ï¿½�3�.�7�.� � �S�c�i�e�n�t�i�f�i�c� �c�o�m�m�i�t�t�e�e
	ï¿½ï¿½�3�.�8�.� � �C�o�o�r�d�i�n�a�t�i�o�n� �G�r�o�u�p� �f�o�r� �M�u�t�u�a�l�-�R�e�c�o�g�n�i�t�i�o�n� �a�n�d� �D�e�c�e�n�t�r�a�l�i�s�e�d� �P�r�o�c�e�d�u�r�e�s�  �� �V�e�t�e�r�i�n�a�r�y

	ï¿½ï¿½�4�.� � �C�o�m�p�l�i�a�n�c�e� �a�n�d� �i�n�s�p�e�c�t�i�o�n�s
	ï¿½ï¿½�4�.�1�.� � �I�n�s�p�e�c�t�i�o�n�s
	ï¿½ï¿½�4�.�2�.� � �S�a�m�p�l�i�n�g� �a�n�d� �t�e�s�t�i�n�g
	ï¿½ï¿½�4�.�3�.� � �C�l�i�n�i�c�a�l� �t�r�i�a�l�s

	ï¿½ï¿½�5�.� � �E�U� �t�e�l�e�m�a�t�i�c�s� �s�t�r�a�t�e�g�y� �a�n�d� �i�n�f�o�r�m�a�t�i�o�n� �t�e�c�h�n�o�l�o�g�y
	ï¿½ï¿½�5�.�1�.� � �E�U� �t�e�l�e�m�a�t�i�c�s� �s�t�r�a�t�e�g�y
	ï¿½ï¿½�5�.�2�.� � �I�n�f�o�r�m�a�t�i�o�n� �t�e�c�h�n�o�l�o�g�y

	ï¿½ï¿½�6�.� � �S�u�p�p�o�r�t� �a�c�t�i�v�i�t�i�e�s
	ï¿½ï¿½�6�.�1�.� � �A�d�m�i�n�i�s�t�r�a�t�i�o�n
	ï¿½ï¿½�6�.�2�.� � �M�e�e�t�i�n�g�s� �a�n�d� �c�o�n�f�e�r�e�n�c�e�s
	ï¿½ï¿½�6�.�3�.� � �D�o�c�u�m�e�n�t� �m�a�n�a�g�e�m�e�n�t� �a�n�d� �p�u�b�l�i�s�h�i�n�g


