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Overview of the eCTD 
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Common Technical Document 

CTD 
ÁCTD is an ICH standard that was adopted in a 

consensus process by US, Europe, Japan and other 

member regions. 

 

ÁeCTD is the only acceptable format for new 

electronic submissions to CDER and CBER 
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eCTD - The New Standard  

Â eCTD is òhighly 

recommendedó by FDA 

Â NDAs, BLAs, DMFs and 

INDs  

Â Required by EMEA for 

Centralized Procedures 

Â Transparency of entire 

submission 

Â Ease of navigation and review 
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What is an eCTD? 
Â Electronic transfer of 

information to Agency 

based on common format 

(CTD) 

Â PDF documents linked via 

XML backbone 

Â Increased document 

granularity 

Â Relies on formatted files, 

leaf titles, hyperlinks and 

bookmarks for ease of 

navigation 
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