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TRI Regulatory Affairs 
Manager (RAM) 

A�er all IND documents have been assessed/corrected to ensure eCTD 
compliance, they are considered final and ready for submission. 

TRI compiles the final documents into the respec�ve eCTD Module of the IND in 
the regulatory document management system.   
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TRI pulls each document from the system into the publishing so�ware and starts 
compiling the IND applica�on. 

Publishing Ac�vi�es 
During compila�on, TRI ensures: 

Each doc is placed within 
correct eCTD Module. 
A�ributes are set on each 
document. 
External hyperlinking is 
included 
Bookmarks edited as 
needed 

RAM completes 
review/approval of 

the documents in the 
system. 

Regulatory Document 
Management System 

Publishing So�ware 

TRI validates the submission, publishes 
the compila�on, and generates the 

valida�on report. 

Valida�on 
Report 

TRI reviews the final submission and 
sends the IND applica�on to the FDA 

via the Electronic Submissions 
Gateway (ESG). 

Electronic 
Submissions 

Gateway (ESG) 

Once the final IND document is received, it will be assessed for eCTD 
compliance, and the 10-day �meline for IND submission to the FDA starts. 

Factors that Impact Timelines: 
Number of IND documents in 
the application 
Overall number of hyperlinks 
required within the 
documents. 


