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What’s new - 2008

� �����
����	
��
�����

� ���������� ����������	
��������
�� ����!
����
"�#
����	
���$��%� �%���&�����

� ���������' 
�����%%�""

��������
�

� (�"������� )
����������"���"�#
��"�
��	��
��$�
����
�� ����!
���

� *��"�
������������
��+�"��*�� 
' "����
%

"�����������	�"��$

�!��#�,
���
+
	��%
�



2008 in Reflection
‘A year of Transition’
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2009 – The plan

Regulatory perspective: What are all the regulatory requirements and mandates? 
(i.e. SPL, PIMS, eCTD, HL7 messaging)

Novem
ber

Overview of HL7 and CDISC project and consideration issuesSeptem
ber

Overview of xml (define.xml, ODM, LAB) and implementation optionsJuly

SDTM day : Practical application of SDTM - Delegates assigned to map data groups

Using CDISC Standards to optimise the clinical trial process

May

Overview of BRIDG and implementation optionsMarch

Overview of CDASH and implementation optionsJanuary


