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Agenda

M Managing IMPDs and eCTDs

M Associated Problem Statement

@ Live Demonstration: Creating IMPDs, studies and eCTDs
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Compiling documents from an eCTD perspective

Source: LION bioscience AG
(adapted by IABG-LSS) Preclinic (M4)

Summaries
(M2.3-M2.7)
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Complexity of Managing IMPDs and eCTDs
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Creating and submitting IMPDs
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e Live Demo:

1. Create IMPD
2. Add linked files from CRO

7T oo ooeooooToToTIooToToITTioTooioosoosooolnooo 3. Structure in DMS
' Document Management System 4. Hyperlinks in eCTDmanager

/2 %%%% IMPD e 5. Add docs from Documentum
BIAEE _J

Life Sciences Solutions




Knowledge. Performance. Success.

Creating and compiling clinical studies (IMPD has been approved)
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Live Demo:

6. Create study
i - ! 7. Compile study
P : 8. Create STF

””””””””””””””””””””””””””””””””””””””””””””””” 9. Use study within eCTD
Document Management System 10. Upload study to DMS
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Creating and submitting an eCTD

eCTDmanager  eCTD Validation
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© Live Demo
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g 11. Reuse study for other eCTDs
0 12. Hyperlinking

J 13. Export eCTD

Document Management System
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Thank you

Vielen Dank
Merci beaucoup
Muchas Gracias
Tak, Tack, Takk
Doomo arigatoo
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