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In November 2010, the ICH steering committee endorsed the establishment of an Expert Working 
Group (EWG)/Implementation Working Group (IWG) for the eCTD and assigned the topic code "M8". 
Work in relation to the eCTD had previously been undertaken by the M2 EWG. 

Under the M8 remit is the support of the progression of the eCTD through the Standards Development 
Organisation (SDO) process to develop the eCTD as an international standard. This is in accordance 
with the 2008 steering committee decision that the next major version of the eCTD be developed in 
collaboration with SDOs, with development first as a Health Level Seven (HL7) standard, and then as 
an International Organization for Standardization (ISO) standard.  

Also under the M8 remit is work to maintain the current ICH specifications for the eCTD and study 
tagging file. This work is a continuation of that undertaken by the eCTD IWG sub-group which was 
previously a part of the M2 EWG. 
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