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Regulatory Affairs is a central department within pharmaceutical companies to collect
and compile medicinal product information for submission, and to distribute approved
product information within the organisation.

Coming from Regulatory Affairs with touch points to other departments, | am clearly
aware of the importance of reliable, consistent and valid data.

To achieve this, a strong and harmonised master data management is base and key
towards a successful data consistency.
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Business Use Case
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Business Use Case

Registered Product Name

Dosage Form
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Country

Authorisation Status
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Authorisation
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Procedure Type
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Authorisation Expiry Date

Acetyleystein 100 mg Powder for Oral Solution

Powder for Oral Solution

Canada

Valid

CAa 12222

NAT

NIA

Acetylcystein 100 mg Powder for Oral Solution

Powder for Oral Solution

Denmark

Extedo GmbH (ORG-100005957), Germany, Einsteinstrasse
30, 85521, Ottobrunn (LOC-100001838)

Presubmission

Decentralised Procedure

DK/HINS88/001

Acetylcystein 100 mg Powder for Oral Solution

Powder for Oral Solution

Finland

Extedo GmbH (ORG-100005857), Germany, Einsteinstrasze
30, 85521, Ottobrunn (LOC-100001838)

Presubmission

Decentralised Procedure

DK/HNS86/001

Acetylcystein 100 mg Powder for Oral Solution

Powder for Oral Solution

Germany

Extedo GmbH (ORG-100005857), Germany, Einsteinstrasse
30, 85521, Ottobrunn (LOC-100001538)

Walid

12345.00.00

Mational Procedure

2028-07-18

Acetylcystein 100 mg Powder for Oral Solution

Powder for Oral Solution

Hungary

Extedo GmbH (ORG-100005987), Germany, Einsteinstrasse
30, 85521, Ottobrunn (LOC-100001638)

Presubmission

Mational Procedure

Acetyleystein 100 mg Powder for Oral Solution

Powder for Oral Solution

IN

Presubmission

NAT

NIA

Acetylcystein 100 mg Powder for Oral Solution

Powder for Oral Solution

SE

Extedo GmbH (ORG-100005957), Germany, Einsteinstrasse
30, 85521, Ottobrunn (LOC-100001838)

Presubmission

Decentralised Procedure

DK/HINS88/001

Acetylcystein 100 mg Powder for Oral Solution

Powder for Oral Solution

us

Food And Drug Administration (ORG-100008088), United
States, 10001 Mew Hampshire Avenue, 209031707, Siver

1Lae 400043467

Presubmission

Abbreviated New Drug Applications

Amoxicilin 150mg/ml Suspension for Injection (WET)

Suspension for Injection

o
Univet Limited (ORG-100014280), Ireland, Tullyvin, H16 T183,
Cootehill (LOC-100020114)

Presubmission

Decentralised Procedure

IE/H/DSES/001

Amoxicilin 150mg/ml Suspension for Injection (WET)

Suspension for Injection

Univet Limited (ORG-100014280), Ireland, Tullyvin, H16 T183,
Cootehill (LOC-100020114)

Presubmission

Decentralised Procedure

IE/HOSES/001

Amaoxicilin 150mg/ml Suspension for Injection (WET)

Suspension for Injection

Univet Limited (ORG-100014260), Ireland, Tullyvin, H18 T183,
Cootehill (LOC-100020114)

Presubmission

Mational Procedure

Febuxostat 150 mg Tablets

Tablets

Ireland

Extedo GmbH (ORG-100005957), Germany, Einsteinstrasse
30, 85521, Ottobrunn (LOC-100001838)

Presubmission

Decentralised Procedure

IE/HINSETI0N

Febuxostat 150 mg Tablets

Tablets

Netherlands

Extedo GmbH (ORG-100005857), Germany, Einsteinstrasze
30, 85521, Ottobrunn (LOC-100001838)

Presubmission

Decentralised Procedure

IE/HINSETI00

Febuxostat 150 mg Tablsts

Tablsts

United States

EXTEDO Inc. (167585053668646130), United States
(167595055818472851)

Presubmission

NAT

HiA

Maproxen 250 mg tbl

TBL

DE

Extedo GmbH (ORG-100005987), Germany, Einsteinstrasse
30, 85521, Ottobrunn (LOC-100001638)

Approved

DCP

IE/HM 3021001

2023-11-11

Maproxen 250 mg thl

Ireland

Extedo GmbH (ORG-100005957), Germany, Einsteinstrasse
30, 85521, Ottobrunn (LOC-100001638)

Approved

IEMHM 3021001

2023-10-05
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RIM Systems and Data Integrity

.

Pharma Industry: Common language - or lost in translation?

.

*Same company, different systems?

*Different vocabulary or data describe the
same product / object (data inconsistency)

* Content maintained separately
*No connections, dependencies, etc.
*No centralized data access | |

p . g - Baobab, Cream of tartar tree,
*Search for information: individually Lemonade tree, Upside-Down tree,

Monkey-bread tree, ...

_ Aﬂdansonia digitata



https://capitalscoalition.org/the-african-baobab-is-an-important-part-of-africas-cultural-economic-environmental-landscape-theyre-dying-out/
https://capitalscoalition.org/the-african-baobab-is-an-important-part-of-africas-cultural-economic-environmental-landscape-theyre-dying-out/
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RIM Systems and Data Integrity

Pharma Industry: Common language - or lost in translation?

*Same company, different systems?

*Different vocabulary or data describe the
same product / object (data inconsistency)

* Content maintained separately

*No connections, dependencies, etc.
*No centralized data access

*Search for information: individually
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RIM Systems and Data Integrity
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RIM Systeaaaaad Data Integrity

Product Name,
Procedure Timelines,
Approval Date &
Details
i.e. Indiciation

Product Name,
Dates, Approval
Details,
Composition,

Manufacturer Info Marketing

Supply Chain

Product Name,
Serialisation (Batch No,
Package Leaflet),
Approval Details,
Manufacturing & Batch
Size, Information, Prodicie

Shelf-life & Storage,

Composition

Product Name, Indication, \arvato
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Effects), Approved Text &

Date
Regulatory
Overviews of products in
portfolio

Keeps all approved -
product data Clinical &

rug Safety Product Name,
Product Name, Procedure

Indication, Clinical
Timelines, Approval Date and Particulars, Approved
Number, Clinical Particulars, Text
Composition, Pack Sizes,
Approved Texts, Manufacturing
Information, Shelf-life & Storage,
Specification

Labelling

Product Name,
Composition,

)

Specification, Approval
‘ Details, Manufacturing
Data sharing and

Information, Shelf-life

exchanging allover the & Storage

product lifecycle
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RIM Systems and Data Integrity

Why would RIMS play a central role?
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Approach in EXTEDOpulse

EXTEDO

File = Edit » Tasks »

PULSE

1 by carm 4

Tools »

Settings » Help =

= Quality - Multitenant - EXTEDOpulse

> & Tasks

> [E Dashboards >

Y4
> [] MDM - Controlled Vocabularies

> [F] MDM - Product Core Data

> QUAL - Learning Management

> QUAL - Quality Events, CAPAs, CR and Complaints
> QUAL - Quality Management

> [ REG - Medical Device Information

> REG - Regulatory Documents

> [ REG - Regulatory Information

> [ REG - Regulatory Intelligence

» [ REG - xEVMPD Data Exchange

Navigation Tree

(=] Properties  [3 Create

%3 CORE Product * [ Registered Product %

D Duplicate
Latest Versions

Search Resu

Master Data to be
maintained once and
used allover the
organization and in all
kind of data systems.

3 Regulatory Activity X

[ Regulatory Application X

=> Promote

solution
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Dump

ems in 7ms

s126pim

S

purinol (MO4AA01)

allopurinol (MO4AADT)

n for injection icillin (JO1CA04)

febuxostat (MO4AAD3)

Displaying 1-30 of 30
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Approach in EXTEDOpulse

EXJEL%E) I Edit+ Tasks»  Tools=  Settings»  Help~

= Quality - Multitenant - EXTEDOpulse - * X [ Regulatory Application X 3 Regulatory Activity X Quality Document X Change Request

lanager end Workflow 3 Audit Trail Report

Example: Reuse of
> o Tasks Master Data in the
> [E Dashboards Quallty area

Found 7 items in 1ms

Change Request: 00024

> [] MDM - Controlled Vocabularies ) e .
Change Request  Risk Assessment  Affected Activities  Affected Documents  Supporting Documents

> ] MDM - Product Core Data geEOe manufacturing method for Ac

CR-00021 Shelf life extension from 18 to 24 months or Oper icatio Name
> QUAL - Learning Management Naproxen tablets (EU, Climate Zone I11) plication (Submitted, n/a) - Initi
& S0P for GV - 0 Applic
> — QUAL - Quality Events, CAPAs, CR and Complaints ange the SOP for GVP Audits In Progr
5 ange work instruction xy Clo
> QUAL - Quality Management
CR-00020 in t edure for the finished product Oper
> [ REG - Medical Device Information
CR-00015 Change manufacturing procedure for .. Oper
> REG - Regulatory Documents
CR-00014 ange Product Name for EXTEDONIC in NL Oper
> [ REG - Regulatory Information ylcystein 100 mg Powder for Orz iatl 3 (A d, 2024-04-25) - Acetylcystein ariation Type 1B
olution - DCP EU ) 100 mg Powde ion - DCP EU
> [ REG - Regulatory Intelligence (NO 007)

» [ REG - xEVMPD Data Exchange

@ Dump

Displaying 1-7 of 7
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Approach in EXTEDOpulse

EXTEDO

File » Edit » Tasks » Tools = Settings = Help

= Quality - Multitenant - EXTEDOpulse 3 CORE Product X [ Registered Product X =[] Regulatory Application * [ Regulatory Activity

> & Tasks Found 42 items in 12ms

> [E Dashboards

> £ MDM - Controlled Vocabularies Exa mple: Reuse of ) s Vity Typ Activity Identifier
i jection (VET) - NAT US {4 3 3 Planned Abbreviated New Drug Ap ion- 986532 Initial MAA fo
> ] MDM- Product Core Data Master Data in the cHonivEy) ANDA for Injection (VET) -

_ Regulatory area
> QUAL - Learning Management
NDA) (FDA 77777 Planned Abbreviated New Drug Application- FDA 777777 Initial Submission of Extedo Acid to US
— ANDA
> QUAL - Quality Events, CAPAs, CR and Complaint-

> QUAL - Quality Management ] Planned Abbreviated New Drug Ap on - Initial MAA for Gabapentin EXTEDO - NAT US
ANDA

> [ REG - Medical Device Information

-NATU Approved Initial Marketing Authi
> REG - Regulatory Documents
> [ REG - Regulatory Information
> [ REG - Regulatory Intelligence

» [ REG - xEVMPD Data Exchange ) 1100 mg Powder for Oral Solution - DCP EU (I

250mg/500mg Tab -DCPEU (

78 (N/A) w Planned Initial Marketing Auth tio \ 5989 Initial MAA ystein - NAT ZA

Navigation Tree

of 1 Displaying 1- 42 of 42
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Insights to Best Practices: The Pathway toward
a unified RIM Framework (and Central
Intelligence) k

Data + Analytics + Receiver
= Intelligence

Connection
is Power

Preparation Business
is key is the Driver

What do we want to achieve for the moment, for
the future and for the organisation?

Define a unified vocabulary

to avoid
missunderstandings and ensure
you’re speaking

(stay pracmatic!)
Setup

to stay controlled at any
point in time (project plan)

Understand data structures,
relations, and how they are/can
be used in the business
(holistically/integrated!)

Identify reporting, tracking, and
trending opportunities

Define

» BEFORE you start
implementing any type of
technology (whether simple
SP/Teams, ECMS/EDMS or
complex data lakes) >

through validated interfaces
is a must

of
data; instead have one single
source of truth that shares
data with other
systems/applications

Data itself has little value. It must
be connected to advanced
analytics to be translated into real
information.

Information has little value if it is
not used. Predictive Quality and
Business decisions require a clear
process of which information,
reaches who, when, in which
format, and for which purpose.
Automate where possible




Benefits of a Unified Data Approach : arvato
Data Integrity and Efficiency all over

* Centralised and reliable storage point:
* ,Single source of truth® with consistent data allover the organisation

Arvato Systems

* Standardization and Normalization: A unified data model improves data quality and concistency by standardizing
andlnqrmlalizinlg data across disparate sources. This minimizes erros and disrepancies, enhancing the reliability of
analytical results.

* Ensured (data) consistency and compliance
* Reduced data duplication

* Reduced errors

* Reduced data complexity

e Streamlined (data management) processes
* Improved operational efficiency

* 360 Degree view of data / Faster insights

* By consolidating data from disparate sources into a unified model, organizations gain a comprehensive view of their data
a?sets. This holistic perspective enables better decision-making, improved operational efficiency, and enhanced strategic
planning.

* Unified data models facilitate faster data analysis, allowing businesses to access real-time insights, identify trends and
respond swiftly to market changes, thereby gaining a competetive edge.
* Al and Machine Larning

* Aunified data apporach supports the development of Al and machine learning models by providing clean and consistent
data, enabling organiztation to leverage advanced analytics and predivte capabilities.




Challenges

* Budget, Time and Resources (get management support)
* Proper Project Management

* Organizational alignment and data responsibility (harmonise
terms, removing duplicates, implementing data governance)

* Change management and resistance
* Data mapping and migration (during running business)
* Technical topics, i.e. integrations
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Summary
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* A unified data approach not only enhances operational
efficiency and data-driven decision-making but also supports

strategic initiatives like innovation, and (regulatory) compliance,

making it a valuable asset.

* For implementation: make a proper plan, take your time and bring
experts into the project before you make a decision that you have

to work with in the next years.
* Be fit for now and the future
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Thank You for Your Attention!
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