An approach for the DMS based eCTD management
at MEDA Pharma GmbH & Co0.KG

Which are the functions and qualities of our
solution guaranteeing a complete eCTD and
DMS consistency?

* System architecture

* Interaction: DMS eCTD

* Interaction: File system eCTD DMS

* Interaction: eCTD Study manager DMS
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Stem architecture

Applied by MEDA
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Sstem architecture

Document management system (DMS)

DocCenter since 1995 Documentum®4i since 2000
Documentum®5.2.5 since May 2004 (ORACLE based)

* Customization (neeb&partner)

* 60 GB data
* Cabinet/folders according to document types

* Virtual documents represent multipart reports

dossier view I
: docLumentLm
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Stem architecture

Publishing system (eCTD)

eCTDmanager 1.9 (IABG) since 2005 eCTDmanager
2.1.3 since March 2006

* Interface to DMS Documentum®
* 3 productive dossiers
* Adaptable organizing principal, user defined view

e Study manager (special eCTDmanager tool) —
creation of multipart reports = Study tagging files

(STF) I
MmenAn
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raction: DMS eCTD

Regular working procedure

DMS — agreed routine document source (policy DMS-
administration of all submission relevant documents

* DMS search for dossier documents
* eCTD import by drag&drop (interface)
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Interaction: DMS eCTD

Operating mode
Storage platform for all documents — Documentum®

database
* eCTD only refers to DMS documents

* Singlekeeping of contents and data

Storage of hyperlink information — eCTDmanager

database
* Documents in DMS unchanged

* Different dossiers — varying hyperlinks possible
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Interaction: DMS eCTD

Attribute feature
Display of DMS information inside of eCTDmanager

* Documents obtain specific attributes — DMS
* Very precise attribute search available — DMS

* Adaptable display of attribute sets
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Interaction: DMS eCTD

Attribute feature — benefits

Speedy and efficient access to documents in DMS via
search using key attributes
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Interaction: DMS eCTD

Version feature

Check for new versions existing in DMS
* Listing of current versions in descending order
* Option for selective update
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Interaction: DMS eCTD

Version feature — benefits

Efficient operating procedure guaranteeing version
topicality

* Dossier compilation process

* Creation of derivatives copying existing dossiers
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Interaction: File system eCTD DMS

Time-critical working procedure

File system — document source in case of urgency
(avoiding time delay by capture of documents in DMPp

* File system location of dossier documents
* eCTD import by drag&drop (interface)

\
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Interaction: File system eCTD DMS

Operating mode — schematically
Interface influence on document management process

1. urgent dossier use
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Interaction: File system eCTD DMS

Operating mode — effect on documents

Automatic import and storage of file system documets
— Documentum® database (interface)

* Predefined storage place
* Pure file storage without further document data

* eCTD only refers to this DMS documents
* Later entry of attributes in DMS

b Availability in DMS as 1.version
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Interaction: File system eCTD DMS

Operating mode — document properties definition
Predefinition of features linked to documents durimgy
automatic import — Documentum® database (interface)

* Document type

* Set of authorizations (ACL)

* Life cycle including status within the life cycle

* Specific folder as location

I 4' Type = Summary I

ACL = Regulatory
Life cycle = Open /Released Frozen
4' Folder = Summaries I
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Interaction: File system eCTD DMS

Version control

Generated documents are always 1.versions without
relation to previous versions — adjustment necessar

* DMS search for related versions

* Application of a specific life cycle (customizatin)

* Match of versions revising Doc-ID + version label
* Origination of current (rarely earlier) version

b Availability in DMS without restrictions
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Interaction: File system eCTD DMS

Version control

Match of versions causes ID-change followed by brek
reference in eCTD dossier — customization adjustmeén
guaranteeing consistent ID-management necessary

* eCTD leafs table (ORACLE) search for original ID
* Update using active ID , New ID

n |

) I

b eCTD dossier refers to current ID
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Interaction: File system eCTD DMS

Working process — benefits

Instant self-acting access to such documents insi@MS
and availability for any further application withou t
delay

Complete consistency between
eCTD and DMS documents
controlled by DMS
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Interaction: eCTD Study manager DMS

General considerations

Module 4 + 5 often include multipart reports — STF
structures inside eCTD-Object

* Complex, comprehensive documents
* Multipart packages connected to a structure

* Hyperlinks between the parts —

Administration in Study
manager — special

eCTDmanager tool

19

Open eCTD forum — March 28, 2006

Interaction: eCTD Study manager DMS

Multipart report working procedure — creation
File system + DMS — possible file sources for creah
of multipart reports (STF)

* File system location of part files

* DMS search for part files

* eCTD import by drag&drop (interfaces)

/

“/':'
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Interaction: eCTD Study manager DMS

Multipart report working procedure — processing

Further editing steps belong to the finally DMS-
controlled administration

* Creation of external hyperlinks
» Storage and availability only in eCTDmanager

* Upload to DMS as virtual document (VD)

* Management regulated by DMS
* After re-importation into eCTDmanager —

executable hyperlinks

Full operability in any dossier
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Interaction: eCTD Study manager DMS

Operating mode — schematically
STF design accompanied by interface effects

Study compilation

File system Study manager Documentum®

Docil import | simultaneous|
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Interaction: eCTD Study manager DMS
Operating mode — schematically
VD origination based on STF
Study manager Documentum®
> Doclig Doc

Doc3 I Doc3 I
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Interaction: eCTD Study manager

Operating mode — schematically
eCTD use of multipart reports

Dossier compilation
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Interaction: eCTD Study manager DMS

Operating mode — effect on single parts

Automatic import and storage of parts from file sysem
as documents — Documentum® database (interface)

* Predefined storage place

* File storage with STF dataset (e.g. species, regig
e Study manager only refers to this DMS documents
* Later completion of part attributes in DMS

b Availability in DMS as 1.version
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Interaction: eCTD Study manager DMS

Version control — single parts
Generated documents are always 1.versions without

relation to previous versions — adjustment necessar
Availability in DMS without restrictions

Match of versions causes ID-change followed by brek
reference in eCTD dossier — customization adjustmeén
guaranteeing consistent ID-management necessary

eCTD dossier refers to current ID
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Interaction: eCTD Study manager DMS

Operating mode — effect on multipart documents
Upload of multipart package — in Documentum®
database (interface)

* Predefined storage place
* Generation of VD structure with relations to parts

e Study manager STF structure remains valid
* Later completion of VD attributes in DMS

b Availability in DMS as 1.version
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Interaction: File system eCTD DMS

Operating mode — document properties definition
Predefinition of features linked to documents, VDs
during automatic import or upload — Documentum®
database (interface)

* Document / VD type

 Set of authorizations (ACL)

* Life cycle including status w
VD Type = Study

* Specific folder as location ooy ]
I I Life cycle = Open /Released Frozen I

]
|| Type = Summary I
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Interaction: eCTD Study manager DMS

Version control — multipart documents

Generated VDs are always 1.versions without relatio
to previous versions — adjustment necessary

Availability in DMS without restrictions

Match of versions causes ID-change followed by brek
reference in Study manager or possibly in eCTD doss
as well — customization adjustment guaranteeing
consistent ID-management necessary

eCTD dossier refers to current ID
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Interaction: eCTD Study manager DMS

Working process — benefits

Management of multipart documents using VDs
utilizing all process controls + regulations insidédDMS,
access opportunity for all DMS users due to varying
purposes, possible source for any further dossieojned
with executable Study manager hyperlinks

Complete consistency between
multipart documents created via
Study manager and DMS VDs
controlled by DMS
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DMS eCTD interface

Contact:
e-mail:

jaroslava.paraskevova@medapharma.de

Phone:

+49 (0) 6172-888-2522
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