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Electronic Submissions Historical Perspective
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Structured Content Target Roadmap
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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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LABELING SUBMISSIONS
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What XML Is Not

« 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
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SPL/XML File Folder Example

& C:\Documents and Settings\OwneriDesktophcapoten\SPL

‘ﬂ My Metwork Places

F File  Edit Wiew Favorites Tools Help g.'
P
E. e Back - -\_;] l.@ p Search H_T:" Folders -
: Size | Type = Date Modified
File and Folder Tasks g 14KB Cascading Style Sh...  4/30/2005 10:31 AM
'S Make a new folder 3)( .Cs5 2KB Cascading Style Sh... 4f302005 10:55 AM
- - & capoten-imagen 1.ipg KB JPG File 6/29/2005 8:11 AM CO nte nt
o E'n";'ggsr‘ this folder to the capoten. xml 106 KB %ML Document 6/25/2005 12:39 PM
|2 Share this folder datatypes.xsd S80KB XML Schema 5/23/2005 5:43 AM
datatypes-BadStuffDeleted. xsd F7KB XML Schema 5202005 11:56 AM
MarrativeBlock. xsd 294 KB XML Schema 12/6/2004 12:51 PM
Other Places PORR_MTOS50020. xsd 46 KB XML Schema 3/20/2005 $:09 PM Stru Ctu re
template-instantiations. xsd 58 KB XML Schema 8/25/2004 2:19 PM
) capoten wor. xsd 53 KB XML Schema 4f6,/2004 10:19 AM
D My Documents xml. xsd 3KBE XML Schema 4f6/2004 10:15 AM
(| Shared Docment= spl-2a.0.xsb 36 KB XSB File 4/30/2005 10:31 AM Pr nt t n
H e sprZE.D.xsl 36 KB XSL Stylesheet 4f302005 10:31 AM ese a IO
xml—uerbatim.xsl TEB ¥SL Stylesheet 4302005 10:18 AM

Details

e INDUSTRY CHALLENGE

Date Meodified: Wednesday,
June 29, 2005, 12:39 PM

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
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Third Party Electronic Submission Facilitation
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Industry Adoption Challenges

* Minimizing system design complexity

« Component-based content creation training and
education

e Intellectual property protection
 Regulatory Agency standards harmonization

e Communication, Communication, Communication
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Electronic Submissions Support Challenge

KEEP IT SIMPLE

5 V
Complexity e OS(P+TI)

Where:

C = Complexity

OS = Operating Systems
P = Packaged Software
Tl = Technical Integration

Amount of Technology V = Validation

Source: Digital Corporation (Compaq) (Hewlett Packard)
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Contact

Ron Celeste

ThinSpring

(908) 595-2145
ron.celeste@thinspring.com
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