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EXTEDO MPDmanager™
Powered by CARA™

Simplifying the management of IDMP, PMS, XEVMPD, medicinal
product information, and regulatory activities in a single solution.

The life sciences industry is facing increasing
pressure to manage complex regulatory
requirements, keep product information
consistent across markets, and maintain full
transparency throughout the entire lifecycle

of a product. Still today, product and lifecycle
information is distributed in Excel spreadsheets
or siloed systems, leading to fragmentation,
intransparency, and increased workload. As

a result, everyday activities such as deadline
management, accessing current information or
documentation, and reporting are challenging,
while upcoming requirements such as IDMP

add further pressure on regulatory affairs teams.

MPDmanager powered by CARA, EXTEDO’s
GMP/GxP-compliant solution for Registration
and Regulatory Information Management,
addresses these challenges by unifying
regulated product master data management
with comprehensive regulatory activity
management in a single, validated solution,
while leveraging a controlled, governed product
master data foundation that supports XEVMPD,
IDMP, and worldwide requirements. It provides
a single, reliable source for medicinal product
data and registrations, while supporting end-
to-end regulatory lifecycle processes, including
the tracking of regulatory communications with
health authorities. MPDmanager transforms
fragmented spreadsheets and uncontrolled
systems into a governed, efficient environment
that supports global regulatory operations,
reduces risks, and maintains global regulatory
compliance across all markets and regulatory
lifecycle stages.

Define once, reuse across
registrations

MPDmanager powered by CARA provides a
single location for product information —define
it once and keep registrations consistent across
countries and variations. With the so-called
Product CORE acting as your central master
data template, you maintain key data in one
place and use it as the foundation for regional

Benefits

« Single application to manage registration
and product data.

* Use MPDmanager as a stand-alone
Product Master Data Management (MDM)
solution or integrate it with other systems
such as your DMS or EXTEDOpulse’s
eDOCSmanager, to ensure consistent
controlled product data management.

» Standardize with included controlled
terminology, and assure data reliability
with built-in validation.

» Easy to manage, single location for all
your medicinal products.

* EMA PMS integration enables you to
download PMS records, compare them
with internal data, align, and submit
updates, keeping information consistent
across systems.

Al-assisted regulatory information
management allows you to ask questions
about regulatory correspondence in
natural language, translate content into
your preferred language, and receive
consistent, structured table summaries for
faster review.

« Keep an overview with dashboards and
reports, and manage data for medicinal
and non-pharmaceutical products
alongside your medicinal products.

e Supports import of already existing
product data from EVWEB, Excel, Access,
and XEVPRM (XML) files.

Configurable based on individual
requirements.

Supports future demands such as
connecting to multiple gateways and data
model changes.

Available as an on-premises or cloud
solution.



versions and market authorizations. Any update
made to the CORE can be inherited by related
products, reducing duplicate maintenance

and minimizing errors. Our built-in controlled
vocabulary ensures standardized terminology
and higher data accuracy. The solution supports
a wide range of product types, including
medicinal products, medical devices, and
non-pharmaceutical items, enabling broad and
efficient data management in one system.

Seamlessly connect your product
data to health authorities

Seamlessly connect your product data

to health authorities with MPDmanager
powered by CARA. MPDmanager features an
integrated gateway that enables the automated
transmission of xEVMPD and IDMP data
directly to health authority databases —without
additional handoffs or external tools.

Before submission, product data is validated
against the latest regional specifications

using built-in business rules, helping ensure
compliance and allowing issues to be identified
and resolved early. Once validated, submissions
are transmitted through the integrated gateway
to the relevant agencies.

All authority acknowledgments are tracked
within the same application and linked to the
corresponding product information, providing
complete transparency, traceability, and control
across the entire submission lifecycle.
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EMA PMS (IDMP) Integration

Keep your internal product data aligned with the
EMA’s authoritative source. With MPDmanager
powered by CARA’s native PMS (IDMP)
integration, you can synchronize EMA PMS
records directly into the system and review and
compare them alongside your internal data

to immediately identify and resolve gaps and
inconsistencies. Once reconciled, IDMP data can
be submitted back to the EMA PMS database
directly from the solution. The result is consistent
product information across systems, fewer manual
checks, and faster progress on IDMP alignment.

Al-assisted Regulatory
Information Management

Instead of manually searching through countless
records, you can now ask questions in natural
language—any language —and receive accurate
answers instantly. Automatic translation ensures
that content is accessible in your preferred
language, streamlining collaboration across
global teams and regulatory authorities. In
addition, the Al feature supports the intelligent
analysis and interpretation of document content,
allowing relevant information to be identified,
structured, and leveraged more efficiently in
downstream processes.

Complex tables are transformed into clear,
structured summaries, enabling faster
comparisons and more informed decisions.
Every Al-driven insight is fully traceable and
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List of activities in MPDmanager

Product Information: MPDmanager™ Powered by CARA™
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compliant with industry standards, ensuring
governance and regulatory integrity.

With EXTEDOpulse, your organization gains
a future-ready environment that combines
efficiency, compliance, and innovation—
empowering teams to work smarter and
respond faster in an increasingly complex
regulatory landscape.

Dashboards and reports

Keep track of your registered products at a
glance. The intuitive dashboards provide easy-
to-read reports so you can monitor registrations
and organize information by product family,
region, country, or even CORE product. From
any report, you can jump straight to the
medicinal product overview or update properties
and work with product data directly within the
report view, saving time and reducing manual
steps.

A solution that works with your
requirements

MPDmanager powered by CARA is a dynamic
and configurable solution designed for the
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life sciences industry. It integrates seamlessly
into your existing ecosystem—connecting

to EXTEDOpulse’s Document or Submission
Management Hubs, external Document
Management Systems (DMS), or other
regulatory applications. Designed to adapt to
your organization’s unique needs, MPDmanager
can run on-premises or in the cloud, serving

as your central product MDM or connecting
smoothly with established systems like SAP.

Within the EXTEDOpulse solution suite,
MPDmanager powered by CARA enables the
transfer and reuse of activities and content
across hubs. For example, with MPDmanager
you can send regulatory activities, dossiers,
submissions, and document attributes directly
to Submission Management Hub’s Submission
Viewing for review and follow-up. During
transfer, MPDmanager automatically preserves
relationships by linking items to the relevant
change requests and products/applications —
based on shared master data and controlled
terminology. This ensures context stays intact
when information moves between hubs,
supports consistent reuse across EXTEDOpulse,
and reduces manual effort and errors in end-to-
end regulatory processes.

For further information contact your local EXTEDO representative:

EXTEDO US

+1 (855) 328 3500
info@extedo.com
www.extedo.com

EXTEDO Germany
+49 89 189454-0
info@extedo.com
www.extedo.com

EXTEDO Croatia
+49 89 189454-0
info@extedo.com
www.extedo.com
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