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NDSG workplan 2025-2028
Data and Al in medicines regulation

Workstreams

The NDSG workplan is organised in six workstreams:

Strategy and governance: Data analytics: Artificial Intelligence :
+ Strategy + Review of advanced or innovative + Guidance, policy and product support M .
i ultiple workstreams
+ ovemance retodnes o e a8 PSS | Tk and tecnnoges >
- + Collaboration and change releva nt to
+ Real-world data, clinical study data, management .
EudraVigilance data, non clinical o) ha rmacovigi lance
data, genomic data + Experimentation

activities

Data interoperability: Stakeholder engagement and Guidance and international
+ Data asset discovery, cataloguing and change management: initiatives :
metadata management + Change management strategy + Guidance
+ Data quality management + Network skills and knowledge + International initiatives
+ Organisational and semantic + Stakeholder engagement and
interoperability communication
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NDSG workplan 2025-2028
Al workstream

4 - 2025 | QL/Q2 - 2026 y Q3/Q4 - 2026 | Q1/Q2 - 2027 y Q3/
' I

4 - 202.‘-| Q1/Q2 - 2028 , Q3/Q4 - 2028
|

Guidance, policy and
product support

Continued support to the evaluatlnn of AT in medicines lifecycle
Support to Scientific Ecmmrtneﬁ delivery of Al related activities

Develop Al Guidance in the MEdI

cines Lifecycle, with MWP

Compliance with the AI Act and EUDPPJGDPR

1
Observatgry
publication @ Esta

'

Exulore additional Dppnrtu i

lish Industry gmbp. Observato

|
, Start drafting guldance on AL in clinical de\relonment and Al in PV, with PRAC {MVJP) |

| .
ies for international harmanisation

! Observatory
: L4 publication

@ Observatory

1
|
1
: publication
1
'
I
0

focusged on AL publication
@ Publish Principles for Respnnsmlq Al and @ [Revision of EMRN’s Guiding principles
1 AT terminology L for the use of LLMs, with ESEC
0 ] [
Deliver knowledge mining and communication support to the network on Al including on use of Generative Al
Tools and " i ! i . ; !
technolog ies Support the availability of Al tools to the EMRN
' ' ' 1
: @ Publish AI Tools framework to support sharing nffonl\abnratmrl on Al tools in :
' the EMRMN |
T T T
. Deliver Digital Academy training including for Al literacy, through EU NTC framework
Collaboration and g p— o —— 1 '
cha nge management Engage in international collaborations, including with ICMRA
Foster EU-wide cullaburatluns, including EU Agencles Network's AT WG the EU Devus sector and EU Academia
ESEC AI SIA com:nued knnwledge sharing and suppnrt to the evaluanun of AL in medlcmﬁ Ilrecvc\e
!
Stakeholder communlcatlnns on Artlﬁclal Inhelhgem:e
" ' 1
: @ Develop Change Managernent Strategy for EMRN, mcludlng on Al literacy :
| EMRN Masterclasson [ ] t L ] i [ ]
1 Al with ESEC 1 1 1
' ' ' '
EMRN Codefest/ @ @ AI pliblic ] @ Al ppblic ) @ Al gublic i AL public @
Hackathon : workshop : workshop : workshop : workshop
I 1 v I
' 1
i

Experimentation

TN Yy

1
.
'
research priorities
]

T N

N\,

@ Revise Al research p

N N

Research priorities experimentation cycles

orities |

2025

i
i
| @Publish Al
.
i
:
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2026

2027 !

2028 !

Guidance on Al in PV
PRAC involvement

Al principles &
terminology

International
harmonisation

Industry group

Research priorities




Experimentation with
health data
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Innovation @EMA

Digital Innovation Lab (DigiLab)
Established 2021 to accelerate digital innovation and experimentation

Analytics Centre of Excellence Health Data Lab (pilot)
Explore analytics, AI, ML and robotics to Develop innovative analytics to extract insights from
build pragmatic solutions and experiment with healthcare data, to provide
new technology answers/recommendations and maximise intelligence

-- Process analytics -- -- Healthcare data analytics --

Infrastructure

Information Processing and Analytics

Improve the organisation’s performance through streamlining information processing across the regulatory lifecycle.
-- Data analytics tools and platforms --
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Use of Al in EMA signal detection
workflow

i
MAHS -
NCAs

Literature

_______ \ @ @

J Aggregated Signal Prioritisation Tracking
A TTmmm==- analytics detection & review R

a (eRMRs) e T t
SN ®

1L

SmPCs
Literature
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Projects

1.

2.

3.

Literature screening for
ICSRs (OWLS)

Literature screening for
signals (ERATO)

ADR data extraction
(EurekA)

4. Al-enhanced case
adjudication (AERGIA)

5. Insight generation from
historical reviews
(MNEMOSINE)

Status

® Launched (user testing)
O Ongoing / upcoming

EMA



ERATO | Enhanced Review of Abstracts with Transformer mOdels

Use case Expected benefits

ERATO is intended to facilitate the screening of scientific
abstracts for signal detection purposes and to establish a more
robust tracking system for that review.

Reduce FTE time to review literature abstracts and
improve the efficiency of the review of scientific abstracts

Reduce time to signal detection, by providing a tracking system
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ERATO | the approach...

Ingest PubMed Determine if animal Determine language Identify Signal
Manuscripts research
3 -
Databricks spaCy model PubMed data Azure Open Al
Check for new or updated Filter out animal abstracts Identify if in English or Automated review
PubMed Abstracts from results other language categorising poszible signal

l J
Non erﬁ'lfshtert

{

Store results Application
A |
» Revizion and
update
Store mapped terms App access
In Databricks Delta Lake Internal (EMA) access
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ERATO | value (preliminary considerations)

FTE time:

ERATO: Enhanced Review of Abstracts with Transformer mOdels - value monitoring

ERATO potentially saved
All manuscripts Proposed safety concerns . ;rot:nimankdysaved ) >800h PhV review time in
n hours (distinct manuscripts)
’ 2025

129,766 27,955 848.43 (based on the assumption of 30 sec

to 60 sec review time)

Time saved details

Time to detection:

Tiime potentially spent per month Reviews highlighted by month
150 150
119.5 122 . .
3 . s $ Tracking system is
z 100 100 .
: 1 z provided, assessment on
= 62.8 605 o2t a 5% R
55 55
= e : 5 impact to be done
3 & 31 =
198 ° 21
| il i
, I , [ o I —
Jan 2025 Apr2025 Jul 2025 Oct 2025 2025/01 2025/02 2025003 2025/04 2025/05 2025/06 2025/07 2025/08 202509 2025/10 2025/11
Date of extraction Review month
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Collaborations
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Signal Management Review Technical
(SMART) Working Group

+ Collaboration between Member States and EMA with the objective to
strengthen and simplify the signal management process in the EU.

o SMART Processes: signal management tools and processes

o SMART Methods: methodological guidance and signal detection
methods

+ Expert input to PRAC

« SMART Methods - future priorities
o Responsible use of Al in PV
o Integration of RWE

o Better collaboration, training and communication
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[Courtesy of Cosimo Zaccaria]
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SMART Methods

+ 28 NCA members

+ 12 EMA members
4 WHO-UMC members
2 academic centres

1 Independent Expert




Knowledge mining initiative & Al use cases
Steps towards a roadmap

EMA started an
of Al

use cases for the

Network

2

Cluster

3

Technology

4

Network

Use cases has
been clustered in
different
categories
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EMA is focusing
on identifying
solutions and
technology to
deliver the use
cases
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Call of solutions
and use cases in
the Network to
enrich the list of
use cases

5

Assessment

6

Roadmap

Overall

assessment of the

use cases

collected, existing

solutions and
technology

Mapping of the
network's existing
Al solutions and a
prioritised list of
Al use cases for
which
collaborative
solutions will be
needed

EMA

[Courtesy of Joaquim Berenguer Jornet]



Knowledge mining initiative & Al use
Clusters

Ask sources of Extract and identify
information data and information
(documents, websites, from documents and

databases, etc.) databases

Triage queries, public
consultations,

Summarisation of
documents, creation of

Lt E e LS Rl content and translations

lines to take

Cases

Cases studies: RWE, case
duplication detection,
signal detection, ADRs,
Clinical Trials...

More than +150 use cases have been collected internal at EMA and from the Network

These clusters has been created based on business requirements, complexity and technology requirements needed to solve them.
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[Courtesy of Joaquim Berenguer Jornet]



CIOMS (coming soon)

Council for International Organizations
of Medical Sciences (CIOMS)

+ Executive summary
« Chapter 1 - Introduction

« Chapter 2 - Landscape analysis

Artificial intelligence
in pharmacovigilance

« Chapter 3 - QS Gls Ll =s]s]goX:elg

no

N6 ol R  Uman oversight

O el < SIV/A Aty SCRODUSENESS

Ip

. Chapter 6 - ik ol Report of the CIOMS Working Group XIV

purid bu

« Chapter 7 - BEIEN sldh=le)
« Chapter 8 -[=lll=s & =6t

so|d

« Chapter 9 - [Clo\ElgaElale=RWAeeleli]g)=]s]]1aY
« Chapter 10 - Future considerations

« Appendices
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Thank you

luis.pinheiro@ema.europa.eu
julie.durand@ema.europa.eu

Follow us

in % o ©

¥ = .
. HMA/EMA Multi-stakeholder workshop on
Artificial Intelligence (AI)

20 and 21 November 2025
Hybrid meeting / EMA, Amsterdam

The HMA/EMA's vision for Artificial Intelligence (Al) is for a regulatory system harnessing the capabilities of
Al for personal productivity, process automation and systems efficiency, increased insights into data and
strengthened decision-support for the benefit of public and animal health.

The HMA/EMA 2025 mult-stakeholder workshop on Artificial Intelligence follows on from previous Al
workshops and is the first multi-stakeholder Al workshop under the new HMA/EMA NDSGE multi-annual Data
and Al Workplan.
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