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Background

• Challenges faced by SMB companies…
– Is eCTD an enabler or obstacle?

• Knowledge 
• Resources
• Investment
• Wait and see policy

– Most organizations are feeling some form of margin 
pressure, and are looking at the very least for cost 
containment – more generally to reduce the cost of their 
back office and WIP. 

– Shareholders are demanding higher profitability. 
– Government Agencies require that you comply with 

Regulations and follow them to the letter 
– Regulations are expensive to meet

� �

Basics of eCTD compilation

• eCTD submission compilation
– The process of publishing for an eCTD remains 

the same across other submission formats
– There are some differences in the organization of 

content
• CTD structure – Required for Paper!

– There are some new Technical aspects that 
require careful attention

• Publishing PDF
• Introduction of XML
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Basics of eCTD compilation
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Basics of eCTD compilation
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Where do I start?

• Understand, Prepare and Implement
– Make sure you understand the challenge
– Make sure you look at all aspects of the process 

and just not technical part of the challenge
– eCTD is all about standards, process, work-flow 

and practice
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Process

• Majority of the publishing process remains 
unchanged (if there is one in place)

• Areas you should pay more attention to:
– Authoring
– Workflow
– Organization of Documents

• eCTD comes at the end
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Authoring

• Key to successful eCTD
– Granularity, Granularity, Granularity
– Thorough understanding of CTD sections

• Consider a Gap Analysis
– Look at current Authoring practices and eCTD 

requirements

• Education/Training
– CTD and eCTD
– Use of Templates and Software Tools
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Review

• Reviewer 
– Content Reviewers
– QA Group

• Understand ICH and regional agency 
specifications and guidelines

• Education/Training
– Content, Structure and Organization
– Compliance

• Contents requirements
• Technical requirements
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Publishing

• Learn from the (Neurocrine) experience!
• eCTD is not an critical step in the eSubmission 

process but,  PDF publishing is critical 
• eCTD does not change PDF Publishing 

requirements
– Readability 
– Searching and Copy & Paste
– Navigational features in the PDF are very important

• Bookmarks
• Hypertext Links
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Compilation

• Compilation comes at the end
• Remember it is just not a technical solution!
• Requires business knowledge

– What goes where
– User should be in-charge

• You do need a technical solution to enable 
the business process
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Process and Practices

• Standards
– eCTD is all about standards

• Agency standards – ICH, FDA, EMEA, MHLW, HC…
• Organization Standards – Interpretations, Policies
• Functional Standards – SOPs, Tracking Sheet, 

Reference/training Manual

• Process
– Translate Agency guidelines into organizational 

standards at operational level
– Enforce and monitor functional standards at a tactical 

level
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Technology

• New technology is required to facilitate 
production
– Coordinate with technology implementation

• Develop standards for authoring, review and sign-off
• Develop common taxonomy, lifecycle management 

and security 
• Submissions management and archival 

• Functional areas must learn and adapt 
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Summary

• eCTD should be viewed as an advantage
• Change is inevitable
• Life Cycle management has lot of advantages
• Technology will change 
• On-going process requiring fine tuning  
• Knowledge is important, early involvement will yield 

a better ROI over time
• XML (or technology) is only a very small piece of 

the puzzle, focus should be on the content and 
process
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Approaches and Recommendations

• Approaches 
– Outsource

• eCTD compilation off-site (or on-site)

– In-house
• Do it all by yourself 

– Enabling (recommended)
• Purchase software 
• Contract in on-site resource/support for the first project

– Full involvement of Client personnel
– Get the job done and invest to develop in-house expertise and 

competency

• Knowledge transfer

•  One solution does not fit all needs
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Consider…

• Think before you invest…
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Consider…

• Familiarize yourself with eCTD and regional 
guidance and specifications

• Management
– Create a task force/special project
– Education/Training for all contributors

• Regulatory
– Make sure the documents delivered are granular
– Publish ready or Published 

• Clinical/Nonclinical
– ICH E3 CSR 
– CDISC standards for Data (for FDA submissions)
– Granularity
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Consider…

• CMC
– Granularity
– Product, substance, manufacturer and excipient level metadata and 

grouping
• Authors

– Use CTD compliant templates
– Consider ICH and regional standards and requirements before creating 

documents
– Focus on creating documents that could be reusable across regions

• Reviewer (QA/QC)
– Understand ICH and regional specifications and guidelines

• Content
• Technical

• IS/IT
– Make sure you have enough resources to support new (XML) technical 

requirements
– Storage and access
– Training
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Consider…

• Recommended Tools
– Technology changes constantly
– Capabilities and solutions should be based on the 

requirements 
• Small scale investment 

– Standards and Procedures
– Adobe Acrobat

» Acrobat Plug-ins
– eCTD Tools/Application
– Scanner

» Scanning application
• Medium/Large scale investment 

– Document Management System
– Enterprise level Publishing System

– Maintenance and Support
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Consider…

• Do your home work… 
– Check what’s out in the market
– Check with your counterparts at other companies
– Identify the solution that can address most of your 

requirements

• Cost of ownership 
– SMB's shouldn't consider the big-bang approach of 

installing expensive resource-hungry eDMS and 
Publishing systems but should focus on what is essential 
now (the foundation) and build gradually as the need and 
resource skills develop
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Conclusions

• eCTD compilation is a significant undertaking …but
• If no in-house expertise - support is available:

– No need to go it alone, consider a partner
– Select and deploy an ‘off the shelf’ solution to manage 

the process and to compile submission-ready documents
• Choice of Software vendors, select carefully
• Consider requirement for training of personnel 
• Communication and teamwork
• Regulatory Authorities very supportive and helpful, 

approach them
• Face the challenges and embrace the future !

Source: Europa B io , Press Release “EM EA opens arm s to  sm all and m edium  sized b iotech com panies” B russels, 15 Decem ber 2005
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