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• eSubmissions Historical Perspective
• Industry Standards Landscape 
• Information Technology Infrastructure 

Implications
• Submission Life Cycle Management
• Third Party Facilitation
• Industry Challenges

Electronic Submission of Regulatory Information
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Electronic Submissions Historical Perspective
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Source: ThinSpring Team analysis based on FDA and other inputs
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Structured Content – Standards Landscape
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• XML is not a software application package, it is a 
structured content markup language for facilitating 
data exchange 

• XML is not a single electronic submissions 
standard it is a data definition vehicle used to 
define multiple standards 

• XML is not a single file such as an MS Word .DOC 
or an Adobe Acrobat .PDF

• XML content does not replace final printed 
packaging, promotional materials or other printed 
product information

What XML Is Not
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SPL/XML File Folder Example

Content

Structure

Presentation

INDUSTRY CHALLENGE

Information technology infrastructure which provides 
configuration management control of structure versus 

content versus format of the regulated information.
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XML Content of Labeling Process Cycle Example

The ThinSpring Team

• Structure

• Content

• Format

CLOSE

THE

LOOP!
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Internet

Third Party Electronic Submission Facilitation

Copyright 2005 © ThinSpring.  All Rights Reserved. 
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Industry Adoption Challenges

• Minimizing system design complexity

• Component-based content creation training and 
education

• Intellectual property protection

• Regulatory Agency standards harmonization

• Communication, Communication, Communication
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Electronic Submissions Support Challenge

Where:

C =  Complexity
OS = Operating Systems
P = Packaged Software
TI = Technical Integration
V = Validation

Source:  Digital Corporation (Compaq) (Hewlett Packard)

Complexity

Amount of Technology

C = OS(P+TI)V

KEEP IT SIMPLE
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