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eCTD/Non eCTD electronic Submission 
(NeeS): 

Impact on the Centralised Procedure
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eCTD Implementation Strategy at 
EMEA: Key Milestones
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eCTD Implementation Strategy at 
EMEA: Key Milestones
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eCTD Implementation Strategy at 
EMEA: Key Milestones

� &�	
������������


� �����
���$�������	��������	

�������.
�	�
��������	���.	������!
����	��0�

� ����������	�����������	�����	�
����$����!�����
�%�����	���	��������������.�����	�
���
���	

�������	���������������	�0�

� �����$�����������	��������������	���(��$�����
�%������+�����������!
����	�������0

� ,���	������ ������
��
�
!����$�����	��
�����#���������	�����	��	�����������	����
�	�
������	
����������0



EFPIA Info Day 20090224 6

Mandatory eCTD for the Centralised 
Procedure
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Mandatory eCTD: New Milestone
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Mandatory eCTD: Implications
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Current Status EMEA
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eCTD Statistics EMEA
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Non-eCTD Electronic Submissions for 
the Centralised Procedure: 

Background
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Non-eCTD Electronic Submissions for 
the Centralised Procedure: 

Background
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Non-eCTD Electronic Submissions for 
the Centralised Procedure: 

Implications
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Non-eCTD Electronic Submissions for 
the Centralised Procedure:

Practical Guidance
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Electronic Submission: Available 
Guidance
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Current Status EU
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EURS Overview: MS

EURS Installed single desktop, 3, 
10%

EURS Installed for a limited no. of 
users & under evaluation, 6, 20%

EURS Installed for a limited no. of 
users for live eCTDs, 8, 27%

EURS Installed for all assessors - 
in general use , 5, 17%

EURS installed for evaluation, 
general docuBridge use, 1, 3%

docuBridge installed for all users 
and submissions, 1, 3%

No response, 2, 7%

No tool, 4, 13%
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Further Work
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Key Messages for Industry (1)
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Key Messages for Industry (2)
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Central Repository
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Electronic-Only Submission for 
Paediatrics, Orphan Drugs and 

Scientific Advice
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Electronic Application Form (eAF)
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eAF - Deliverables
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Tool
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Data Exchange 
StandardStakeholders
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eAF – Implementation Phases
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eAF - Draft Timelines (to be confirmed)
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eAF – Current Status
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Conclusions
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