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Al Workplan to 2028

e The AI Workplan to 2028 has been developed in collaboration with the network and
stakeholders.

e The drafting has been informed by BDSG discussions and feedback from stakeholders at
Al Workshop on 20/21 November 2023.

e The Al workplan will be published in 2024,
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Guidance, Policy and Product support
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« Key activities will include:

» Publication of the AI Reflection Paper (public consultation until 31 Dec. ORISR NS
2023)

13 July 2023

EMA/CHMP/CVMP/83833/2023

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

® Pre pa rat'on fOF the AI ACt Reflection paper on the use of Artificial Intelligence (AI) in
the medicinal product lifecycle

Draft
+ Phased implementation of an Al Observatory
Draft agreed by Committee for Medicinal Products for Human Use July 2023
(CHMP) Methodology Working Party
Draft adopted by CVMP for release for consultation 13 July 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



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

Full compliance with data protection legislation

Tools and
Technology

Build and deliver a knowledge mining and communication support roadmaps

Deploy and monitor the use of LLMs for internal regulatory use, speficically on office productivity
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« 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

International collaborations, including ICMRA
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« Key activities will include:

« Publication of additional Digital Academy content on Al and Data Analytics
+ Phased roll-out of BDSG Data Science curriculum

* Annual public workshops
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Experimentation

Experimentation cycles : Research priorities Experimentation cycles

Publish Internal Guiding Principles for
Responsible Al for internal use, with ESEC

HMAJEMA * Publish Al Metwork Research HMASEMA, Revise Al Network Research
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« Key activities will include:

+ First workplan experimentation cycle
» Technical deep dives
» Publication of network Al research roadmap and priorities

« See next slides on example of Al experimentation and use at NCAs and EMA
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Examples of activities of Al experimentation and use at NCAs and EMA discussed at BDSG

D x5
oamuirtscree | LEEGEMIDDELSTYRELSEN ﬁr nea

PHAIR: PHarmacovigilance by Al Real-time Regmatory memory machine

Jesper Kjaer Customized LLM applications to search from regulatory documents
Inhouse LLM at DKMA

As a tool to drive GDPR compliant digital transformation

Antti Hyvérinen, Elina Asikanius

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 [LUE=C6L PICROSS PACKSIM PhaVAl triage
Mock-up similarity search AP for triage of ADR reports.

Medicines regulatory context engine: Product information cross search

Gabriel Westman
Head of Artificial Intelligence, Swedish Medical Products Agency
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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

Launch of AI module
in the Digital Academy
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More information

[®] Big Data
Clinical Trials and ACT EU

Big Data Highlights

(Subscribe at: bigdata@ema.europa.eu)

Clinical Trials Highlights

Eﬂ EMA events

Oy

Big Data Highlights 0 EMA

Quarterly update on implementing the joint EUROPEAN MEDICINES AGENCY
HMA-EMA Big Data workplan

September 2023

Big Data Highlights o EMA

Quarterly update on implementing the joint EUROPEAN MEDICINES AGENCY
HMA-EMA Big Data workplan

rotiow o 1, 1

n medicines regulatory
an. The aim of the plan is to
concrete actions to make best

nd prepare
u n in support of innovation and public health
Fallow us | Union.

The Heads of Medicines Agencies and the European

ncy set up a joint Big Data Steering Group top

to implement the European medicines regulatory
twork’s Big Data workplan. The aim of the plan is to

re concrete actions to make best  real-world data studies in

use of big data in support of innovation and public health

in the European Union,

HMA

1ed in conducting real- o
Networkss efforts to
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Featured topics

Halfway point of clinical trials ‘'raw data’ pilot - applicants
can still register to participate

The proof-of-concept pilot has selected its
fifth regulatory procedure and reached the
y point in its journey to test the role
of clinical trials ‘raw data’ submit-

> red format.
The last selected procedure relates to an ini-
tial marketing authorisation application in
gastroenterology



https://www.ema.europa.eu/en/about-us/how-we-work/big-data#hma/ema-big-data-steering-group-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines#accelerating-clinical-trials-in-the-eu-(act-eu)-section
https://twitter.com/EMA_News?ref_src=twsrc%5Egoogle%7Ctwcamp%5Eserp%7Ctwgr%5Eauthor
https://www.linkedin.com/company/european-medicines-agency/
https://www.ema.europa.eu/en/search/search/ema_editorial_content/ema_event?sort=field_ema_computed_date_field&order=desc
https://www.ema.europa.eu/en/about-us/how-we-work/big-data#progress-updates-section
mailto:bigdata@ema.europa.eu
https://www.ema.europa.eu/en/news-events/publications/newsletters#clinical-trials-highlights-section
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Thank you for listening

Further information

See websites for contact details

Heads of Medicines Agencies www.hma.eu The European Medicines Agency is [
European Medicines Agency www.ema.europa.eu an agency of the European Union kel
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The European Medicines Agency is
an agency of the European Union
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