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eCTD Overview-Lite

e Create and Transport eCTDs

e Accommodates CTD 2-5 ICH Modules and
Regional Module 1

XML Backbone — Table of Contents

* Maintained by ICH ¢CTD Implementation
Working Group (IWG)
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FDA Background

 FDA has experience in electronic submissions
— Static table of contents
— Single view of submission contents

— Standard navigation is not conducive to user
specific requirements




FDA Regional Requirements

* DRAFT Guidance for testing Posted- FDA
Welcomes Comments

* Follows eCTD Specification - Headings
— FDA Forms
— Risk Management
— Regional Components for IND

* Items in the XML Backbone Required by FDA
eCTD Viewer System
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FDA Additional Requirements

* Study Report-identified by FDA/PhRMA while
putting together demo eCTD

— Contained global and regional specific
information, in effort to harmonize brought to

ICH




Implementation Strategy

e Utilize eCTD with a Standard viewing system

 Develop an eCTD Viewer System(EVS) to
integrate with our existing infrastructure and
standards

* Integrate reviewer requirements into the system

* Test with Industry(PhRMA) test submissions
 Develop and implementation strategy
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Implementation Status

 FDA Regional Module 1
— Draft for testing Posted on FDA Internet

— Routed for internal Comment

 ICH Partner, PhRMA, piloting sample eCTD
— July/August Timeframe for eCTD Workshop
— Test Sample With FDA Processing Tool -Spring
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Implementation Status

 ¢CTD Viewer System Project
— Version 1 Scheduled for Spring 2003 for piloting
— Guidance documents in process




eCTD Viewer System Overview

* Processing Tool
— Verifies, Reports, and Parses XML
— Generate overall structure for reviewer

* Viewer
— Presents eCTD to Reviewer Logically

e View
* Navigate
 Download

e Search
* Profile
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eCTD Viewer System Overview
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eCTD Viewer System Overview
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eCTD Viewer System Overview
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eCTD Future Directions

* Future Versions
— FDA General Considerations for Viewing eCTD

* Use of Backbone data to Populate FDA Databases

» Utilizes existing and future technologies to
transport eCTD to agencies

* Leverage eCTD structure for other submission
types where applicable
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