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“North Star” Veterinary Big Data strategy summary

How can new capabilities
in data and technology be
used to implement
Veterinary Regulatory
domain use cases?
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Veterinary big data and analytics team
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What we do to drive
strategy implementation




What does this mean in practice?

4 )
Continuous innovation

Veterinary domain business cases at core of decision

making

New Skills
Evaluate potential of new technology

Utilise digital technology
Collaborative mindset
Build and scale relationships
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What does this mean in practice?

4 I
Continuous innovation

Veterinary domain business cases at core of decision

\making )

ﬁ)ata-lead decision making
Implement Veterinary Big Data strategy

New Skills
« Interpret Al generated insights

« Utilise digital technology
« C(Citizen data scientists
« Potential for automation
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What does this mean in practice?

( )

Continuous innovation

Veterinary domain business cases at core of decision

\making )

Data-lead decision making

Implement Veterinary Big Data strategy

AN
! Utilise capabilities of new applications and platforms
OPERATE CONNECT FAIR Data principles as a first step

New Skills

« Interpret generated insights
« Utilise digital technology

» Collaborative and dynamic

« Demand oriented
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The strategy is...

Regulatory

E Collection € EMA HI\L»\

business
- Data Quality Framework

case \
* EU Veterinary Data Hub

Data literacy - New data sources

%) Integration

- Data integration
« Reports and methodologies

» Analytic inception Connection

* Exploit data connection
+ Information dissemination

* Data catalogue
Data Stakeholder

landscape engagement 2021 .

Veterinary Big Data

Workplan 2022-2025

|
2023 2024

VERSION 1 - JULY 2023
! vet-bigdata fema suropa.ss
2027

|
2025 2026

...based on 5 key principles, with an agreed timeline, and according to a plan.
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Veterinary big data workplan to 2025

UPD Data Quality Framework
Vet data landscape analysis (data source catalogue development)

@

Metadata analysis on vet data source catalogue

An a Iytlcs VMP data profiling (trade name, substance grouping, ePI)
d Iscove rabl Ilty Pharmacovigilance data profiling on SPC AEs and indication
o ® ® O o o
Data landscape UPD data veDDRA ASU Vet data source ASU sale &
use data

analysis contract set-up quality profile  Go-Live catalogue

EU Vet Data Hub set-up
Vet Big Data Use cases prioritisation & analysis

GOVE rn a n ce & Support to research initiatives

H Deliver Big Data training curricula through EUNTC (V + H)
Literacy

Big data usability for crisis and health threats

Survey EMRN training needs

Knowledge transfer and development of expertise

EU Vet Data Hub Review training curricula

Ad-hoc workshop on prioritized Use Cases (TBC as necessary)

Stakeholder

[
engagement _ e t
Vet Big Data 3rd Vet Big Data 4th Vet Big Data
Stakeholder Forum

webpage launch Stakeholder Forum
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here, it’s the new
the language of

need to be to -
0 survive in the rid of.

Nelson Repenning, MIT




Data literacy

Training goals:

Data Literacy
To build a community

with a shared level of
data awareness and
data skills.

0% COMPLETE = S ; 3
. In this module we invite you to learn more about data literacy.

GETTING STARTED v

B N

To enable us to speak
Welcome & learning journey Regardless of your background and your expertise level, tapping into data and the |anguage of data.

mastering the fundamentals of data analytics within our regulatory environment can

INTRODUCTION > open worlds of possibilities. Let's embrace the transformative power of data towards
E R innovation and progress and embark on this journey together!

Why do we need data

literacy?

Watch the welcome video below where, Paul Damien Lynn, Lead Data Scientist in the
= S Veterinary Division (V-VSS) at EMA and Topic Lead for this module, will provide an
The data transformation introduction and crient you in your next steps on this learning journey.
journey
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https://ec.europa.eu/newsroom/ema/items/847420/en

Data catalogue

O EMA | rRwD catalogues 2 Login

I Home Data Sources Studies Institutions Networks What's new Support

HMA-EMA Catalogues of real-world data sources and
studies

The Catalogues for real-world data sources, studies, institutions and networks replace and enhance the previous EU PAS Register®
and ENCePP Resource Database.

The HMA-EMA Catalogues are repositories of metadata collected from real-world data (RWD) sources and RWD studies. They are intended to help regulators,
pharmaceutical companies and researchers to identify and use such data when investigating the use, safety and effectiveness of medicines.

The Catalogue of RWD sources replaces the ENCePP Resources Database, while the Catalogue of RWD studies replaces the EU PAS Register®. Additionally,
Catalogues of institutions and networks are also available to support the RWD sources and RWD studies catalogues. Together, these Catalogues offer an
improved and more efficient service for researchers, regulators, and pharmaceutical companies to:

« Facilitate the discoverability of adequate data sources to generate real-world evidence for regulatory purposes (e.g., identification of RWD data sources
suitable for investigating a specific research question);

« Aid in the suitability assessment of data sources by providing clear and easy access to information from the study protocol and study report;

« Improve interoperability between studies and data sources;

« Improve transparency.

The catalogues are fully searchable and the data available in the registered entities can be exported.

https://catalogues.ema.europa.eu/
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Veterinary data sources
will soon be uploaded
to the HMA-EMA
catalogue.

First tranche of data
sources will come from
Wageningen’s data
landscape analysis.

Contact Vet Analytics
team to upload relevant
data.



https://catalogues.ema.europa.eu/

“Digital transformations will
only be as successful as the
quality of data available.”

McKinsey 2023 article



UPD data quality framework

By Attribute

14

L]
Procedure type
O

FILTER BY

Authorisation country
Al L
Responsible NCAs

All

ASU

Mo Yes

Number of VMPs with
data quality issues

12206

EXPORT DATA
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Data quality rate by attribute

Extraction date:
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08 October 2024

Live for more than 1
year.

More than 50%
improvement in overall
UPD data quality.

6th most popular
dashboard in EMA.

Ongoing project.




Governance in big data

Cross-domain boards Inter-institutions

« EU & international regulators
New merged group » O el

EU Vet Data Hub

EU veterinary medicines regulatory network

Veterinary stakeholders EMA veterinary analytics

e Industry

e Animal healthcare professionals e Research coordination group
e Academia

e Others

e Vet analyst
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Governance in big data

Inter-institutions

« EU & international
regulators

« One Health

Cross-domain
boards

New merged group

EU Vet Data Hub

EU veterinary medicines regulatory
network

Veterinary
stakeholders

eIndustry e Vet analyst

EMA veterinary
analytics

eAnimal healthcare professionals e Research coordination
eAcademia

eOthers group
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Veterinary strategy governance and big data
related topics are in the remit of the Veterinary
Big Data Hub.

Additional data fora with veterinary
representation: Network Data Board and Big Data
Steering Group.

December 2024: BDSG + NDB will merge to
form a single governance body.

Veterinary input into new European Medicines
Regulatory Network Strategy — consultation
opening soon.

EMA
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Veterinary big data hub

“The Vet Data Hub is a multidisciplinary forum of experts from ”
the EU medicines regulatory network contributing to the

definition of technical and structural guidance on utilization and
implementation of new digital technologies to support
veterinary regulatory activities.”

' flola de .
YY) ciccaneriosy /N LAKEMEDELSVERKET

productos sanitarios

Di regao Geral
de Ali imen ntagao
e Veterinaria

[} * Bundesamt fiir
«r £ Verbraucherschutz und aa
Lebensmittelsicherheit

anses
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Strategic postures for new technology/process

evaluation

Level 4: true uncertainty

. ?
Not even a range of possible
future outcomes

Level 3: range of futures ‘
Range of possible future
outcomes

[ }
o
A Level 2: alternative futures Shape
B Limited set of possible future the
C outcomes, one of which will occur
future

Level 1: clear enough future
Single view of the future
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Courtney’s 4-part strategic decision framework
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T

Adapt
to the
Future

Reserve
the right
to play

EMA



What themes are emerging?

« Al
 Data spaces.

« Data self-service capabilities for business users.
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E S8 e o

Business self-service
visualisation and pre

Health

B Data stewardship
Inventory and ownership
BB Assets

Curation and gevernance
m Glossary

& Classifications

[® sensitivity labels

20

Stewardship insights

View information about the health and performance of your data estate.

Asset curation ©

4.1K

Total assets

W Fully curated
W Partially curated
B Mot curated

Show data for 6} Data estate O Catalog adoption

—

Data estate health

] Collection : (Root) Contoso

Collection
MasterCollection
entitytestmaovel

entitytestmove2

Asset curation ©

Assets With sensitive classifications
A 6%
1 © 100%

4 0

24036

_ Collection : (Root) Contoso ,

100

75

S0

Percent curate:
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The next 12 months

Keep “North Star” -
next iteration of big
data workplan

Agile delivery

21 Veterinary big data strategy - 2024 update

Clear roles and
responsibilities

Classified as public by the European Medicines Agency

Deliver value
incrementally




Contact and dates for your diary

Contact AI multi-stakeholder workshop EMA/HMA Big Data stakeholder
on 5 November 2024 forum on 28 November 2024

Send us your question to « Updates on Al developments, the « Update of the HMA-EMA Big Data

vet-analytics@ema.europa.eu policy and legislative environment, Steering Group workplan.

the revision of the Al reflection
paper, and HMA/EMA activities under
the multi-annual AI workplan.

Discussions on progress on evidence

generation, data interoperability,

and exchange across the EU network

» Discussions on the progress of the Al to support regulatory decisions and
workplan, potential updates, and Al improve medicines development.
use cases in the medicine lifecycle.

https://www.ema.europa.eu/en/events/upcoming-events
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mailto:vet-analytics@ema.europa.eu
https://www.ema.europa.eu/en/events/upcoming-events

@ EMA ema.europa.eu

X @EMA News

m European Medicines Agency

DAl vet-analytics@ema.europa.eu

Thank you for your kind attention. Send a question via our website
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https://www.ema.europa.eu/en/
https://twitter.com/EMA_News
https://www.linkedin.com/company/european-medicines-agency/
https://www.ema.europa.eu/en/about-us/contact/send-question-european-medicines-agency
mailto:vet-analytics@ema.europa.eu
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