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Background

» Long history of work on Al in the EMRN

« In 2020 EMA establishes two taskforces:
Workplan

— Digital Business Transformation Taskforce The HMA-EMA joint Big Data
. Steering Group workplan on Al
— Data Analytics and Methods Taskforce

» Al public workshops in 2021 and 2023

« Adoption of AI multi-annual workplan by EMA
Management Board in December 2023.
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Al Workplan to 2028

e The AI Workplan to 2028 was developed in collaboration with the Network and
stakeholders

e The drafting was informed by:

— BDSG discussions in September/October 2023 where national and EMA initiatives were
presented

— Feedback from stakeholders at AI Workshop on 20/21 November 2023

e The AI workplan was endorsed by HMA and EMA MB in December 2023

e Given the rapid evolution in this field, the AI workplan implementation and maintenance
will be overseen by the BDSG, with regular update to HMA and EMA MB



Multi-annual AI workplan 2023-2028 Events Timeframe
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Guidance, Policy and Product support

2023 2024 2026 2027
Q3 : Q4 Q1 : Q2 : Q3 : Q4 | Q1 : Q2..,..Q3..1..Q4 QL. 4..Q2..1...Q3..,.Q4 Ql..4..Q2. 1.Q3..,..04
Guidance, Contlnued support to the evaluatlon of AT |n medicines ||fecyc|e : : : : : I : :
policy and Consult on Revise Al RP, Develop AL :Gmdance in Medlcmes Llfecycle Wlth MWP, |nc|ud|ng domain- S[JECI]CIC %deance, e.g., Pharmacowgllance
product support AI RP with MWP !

] : Preparatlons to support the |mp|ementat|on of the Al Act . . |
: : Establlsh an Obsewatory, |nc|ud|ng hcrlzon scannlng ’ ’ ’

qullsh Guqdmg pr|r1C|pIes ori use of L’_Ms for ' i

EMRN i |

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

« Key activities will include:

13 July 2023

EMA/CHMP/CVMP/83833/2023

Committee for Medicinal Products for Human Use (CHMP)
Committee for Medicinal Products for Veterinary Use (CVMP)

« Publication of the AI Reflection Paper

Reflection paper on the use of Artificial Intelligence (AI) in

4 (DUb“C consultation until 31 Dec. 2023) the medicinal product lifecycle
Draft

« Preparation for the AI Act
Draft agreed by Committee for Medicinal Products for Human Use July 2023
(CHMP) Methodology Working Party

« Phased implementation of an Al Observatory Draft adopted by CMP fo relaase for consutaton 13 2uy 2023
Draft adopted by CHMP for release for consultation 10 July 2023
Start of public consultation 19 July 2023
End of consultation (deadline for comments) 31 December 2023

4


https://www.ema.europa.eu/en/news/reflection-paper-use-artificial-intelligence-lifecycle-medicines
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Tools and Technology

2023 2024 20206 2027
eio o wio w|laieioieleieieiela e o

Tools &
technologies

@ | puhblish AT Tanls nolicv on anen and collaborative AT develonment for FMRN

« Key activities will include:

« Roll-out of knowledge mining tools for the Network
« Phased roll-out and monitoring of LLMs and related chatbots as personal assistants
« Survey of the network on capability to analyse data

« Publication of the AI tools policy for the EMRN
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Collaboration and change management

2023 2024

2027
Q3 | Q4 ngqz;Q35Q4]Qi;QZ;Q3;Q4

2026
QL } Q2 | Q3 | Q4

International collaborations, including ICMRA

Collaboration . .
__EU collaborations, including AI Inter-Agency Community, EU Devices sector and Academia

and change :
management Deliver Digital Academy offering and BDSG Data Science curriculum throughl EU NTC framework . . : . . : '
MWP ESEC SIA on Al and network collaboration model for AI apphcatlons :
Stakeholder communications on Artificial Intelligence ' ' ' : : ' : : : '
| & AI public 1@ EMRN Masterclass AI public EMRN Codefest/ r] public EMRN Masterclass rl public . AI public |
] work?hop | onAlL with ESEC workshop Hackathon workshop on AL with ESEC workshop ! works_hop

« Key activities include:

* Publication of Digital Academy modules including AI and Digital Literacy
» Phased roll-out of BDSG Data Science curriculum through EU NTC

EU Agencies Community on Al, chaired by EMA

International collaboration

Annual public workshops



EU NTC - Digital Academy
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Available modules

Dig tal . Desig|
Wellbeing [ Thinking®. Pro%e%h

Autom af 1

Protecting
Personal
Data

Leading
Digitally

Digitally"J Digitally
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Digital Academy module and learning collection on Al

Welcome & learning journey

Artificial Intelligence - Digital Academy collection (12) Views: 62 3 5/6 Automated document

processing

In this collection you can find further learning opportunities on the topic of Artificial
Intelligence, curated by Digital Academy topic leads Joaquim Berenguer and Luis oo
Pinheiro. on Avtificiatnteligence (Al)

Lets explore the possibilties that

At uniocks for te uture.

EMA integrates Al technology to analyse

5o o p B R R types of documents received, assess
Search within collection Q their content, and notify specific

assessors of document submissions.

Artificial Intelligence - Digital Academy intro module -
Online Course :

Inthis section we invite you to explore thse more examples of Al applications in
In this Digital Academy module we introduce you to Atrtificial Intelligence.

projects supported by the Analytics Centre of Excellence (ACE) team at EMA

We invite you to learn more about:

1 completng s madul,you it esr e applcations sent to EMA by

What Al is and some important Al-related terms, such as machine learning
and natural language pr...more

aton submited by appicants and data

issions across 8l EU languages.

Al Intro module

tion and the vaidation of Type 1A, 6 and

Digital Academy Lunchtime talk on Al (October 2023)
Online Course

This is a recording of the inaugural Digital Academy Lunchtime Talk on Al U pco min g .
=== Where we warmlv welcomed EMA and network colleagues to ioin

v' Continuously expanding learning resources on Al
v' Q3 2024 - Digital Academy module on Data Literacy

Al learning collection




EU Agencies (EUAN) Al Virtual Community * E‘U\ VIRTUAL ™
Chaired by EMA ¥* By A COMMUNITY

VIR |
)\

Our Objectives

v Foster knowledge, learning and best practices sharing between

Community members to increase the overall Al maturity level of o J [

. -

EU Agencies and Mem b.ers States ‘ . . A }m’mgm ﬁgw-“ &Uspﬂ! 'QESM A
v' Leverage the EU Agencies network to increase synergies and ' '

reuse between Community members :”' ", Q J FUSION
v" Develop and share common initiatives, experiences and projects ICCDC(OP N, % : FOR

through concrete Al use cases that can be beneficial to the el EQIPO b ENERGY

LECTUAL PROPERTY OFFICE Opean
stakeholders S
| 2EFCA ‘@ acerm JECHA = FRONTEX
What are the beneflts? EurOfound i EUROPEAN CHEMICALS AGENCY

v’ Access to the enriched EU Al knowledge network, now linked @ :E\U . emen(

with the EUAN as a Working Group on Al, offering collaboration . ‘EC(SC foan ) X et

opportunities with other EU Agencies and bodies ——— et ¥ itk
v’ Participate in relevant virtual EUAN Al events and collaborative ‘!.!FRA

working sessions e O Yiceror W e
v' Connect with prominent Al stakeholders in the EU 2 s ,) Environment

. . /R4 Agency
v’ Explore Al use cases with EU Agencies ﬂi @E\DDE
v Receive the latest Al news and updates through EUAN channels : . E‘
0
. W crvo
EASA ELA preeree emcdda Commuriy Pt Vaiety Offce

Non-exhaustive list
Classified as internal/staff & contractors by the European Medicines Agency
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Experimentation

2023 2024 2026 2027
Q3 ; Q4 Q1 | Q2 | Q3 | Q4 | Q1 | Q2 | Q3 | Q4 Q1 | Q2 | Q3 | Q4 Q1 | Q2 | Q3 | Q4
Experimentation : : : : : i : : : : :
1 1 1 1 1 1 1 1 1 1 1
I I | | Researlch prioritlies expe}imentation wclesI | :

Publish AT network : : |
! Principles for Respensible AI research priorities \ HMA/EMA AL
! for internal use, with ESEC roadmap : technical deep dive
1 I

1 1 [ 1
I @ HMA/EMA AI technical deep dive I I
' , : . :

Revise AL network
research priorities
roadmap

1

\@ Publish Internal Guiding

1

1

|

] 1

| Experimentation cycles
I

1

I

1

I

1 1
I

« Key activities will include:

» First workplan experimentation cycle
+ Technical deep dives

* Publication of network Al research roadmap and priorities

10



EUROPEAN MEDICINES AGENCY

Examples of activities of Al experimentation and use at NCAs and EMA discussed at BDSG

<
B e fimea
PHAIR: PHarmacovigilance by Al Real-time Regulatory memory machine

Jesper Kjaer Customized LLM applications to search from regulatory documents
Inhouse LLM at DKMA Antti Hyvarinen, Elina Asikanius

As a tool to drive GDPR compliant digital transformation -
A | | e

XLMeQA + NLP Platform + MedDRA Terms

& Ongoing Al projects at AEMPS

Paul-Ehrlich-Institut =

Ana Lopez de la Rica, AEMPS

BMG-KIMERBA - intelligent in-house automation of regulatory workflows

BMG-BLOODVIR - knowledge accumulation for Al assessment

BMG-RENUBIA - assessment and validation of Al-based tools in medicinal products

’ LAKEMEDELSVERKET

SWEDISH MEDICAL PRODUGTS AGENCY

AI@MPA

Putting regulatory Al in production for EU network use [LUEH=CEL PICROSS PACKSIM PhaVA| triage

Medicines regulatory context engine. Product information cross search Rl e LR R

Gabriel Westman
Head of Artificial Intelligence, Swedish Medical Products Agency

o EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALT1

ChatGPT@EMA pilot

A pilot to explore ChatGPT use at EMA

Jakub Hasiec, Data Scientist - Analytics Centre of Excellence, TDT, EMA

TTS automated case adjudication

Can we use ML to streamline the review of ICSRs?

Luis Pinheiro, EMA and Julie Durand, EMA
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Any questions?

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands
Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News
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