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Participants will learn how to create a new application (US version 3.3) and the basics of 
compiling modules 1 (regional information), 2, 3, 4 and 5 (STFs). We’ll look into multiple 
user editing, hyperlinks & bookmarks, reference node & cross application referencing.
Participants will re-use data by merging and cloning applications as well as manage the 
lifecycle of their applications.
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Time Topics

8:00 - 8:30 AM Registration

8:30 - 9:30 AM Creating new application DTD version 3.3
eCTD attributes/metadata (module 2 - 5)

9:30 - 10:00 AM Using manual filenames module 3 (analytical procedures)  
& module 5

10:00 - 10:15 AM Break

10:15 - 11:00 AM Hyperlinks & bookmark handling

11:00 - 12:00 PM Merging and reuse of data

12:00 - 1:00  PM Lunch

1:00 - 2:00 PM Lifecycle management
Multiple sequence editing

2:00 - 3:00 PM Report publishing
Validation errors
Working with imported submissions
US FDA review

3:00 - 3:15 PM Closing remarks, end of day

https://www.lorenz.cc/Events/LORENZlink/

