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My Experience

Submission management support for several 
companies preparing eCTD

Working with technology vendors

Process consulting for companies on document 
management and eCTD readiness

Submission readiness
Templates
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4 Lessons

About XML

Table of Contents

Pilots

Vendors and consultants
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How much XML is too much XML?

Have a look at the eCTD specification….
More important to understand the pieces and 
how they fit together

CTD and eCTD folder structures
Required meta data
Naming conventions
Guidance

Granularity
Hierarchy

The tools will manage the XML
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There is no Table of Contents!

Manage content without a TOC

Use a “document inventory” spreadsheet to 
identify documents, formats, naming 
conventions, meta data, life cycle plan etc.
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Once is not Enough

Difficult to prepare the 1st eCTD as a real 
submission

Organize a real pilot with real documents
Develop process and tools around the pilot
Manage the pilot as a project with timelines, 
deliverables and lessons learned

Take the time to work out the process
Evaluate internal capabilities

Train on all the tools
Not just the builder
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The Vendors Know Best…..

Consider partnering with a vendor to do the 1st

eCTD
The vendor can manage and prepare the eCTD but 
train company along the way
Consultants and vendors have experience with 
multiple companies and multiple submissions
Transition submissions back in house

For life cycle management
New submissions


