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Unlocking Real-World Data with Al

The Reald4Reg project — work in progress

Prof. Britta Hanisch, BfArM, Principal Investigator
Demystifying Real-World Data — Insights for Patients, 14 October 2024
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he Real4Reg project

Real4Reg: Development, Optimisation & Implementation of
Al-Methods for RWD Analyses in Regulatory Decision-Making

& HTA along the Product Life-Cycle

Duration: 2023-2026, ~ 7 Mio €

Consortium: 10 Partners, 6 EU countries, Lead: BfArM
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Expected impact

Society

Better use of citizens’
data

More efficient
decisions on
treatment options

Better information
for citizens on RWD
use through targeted
communication

Regulation & HTA

=  Workflows and
training to facilitate
evaluation of RWE

=  Multi-database
studies to support
decisions

= Supporting
development of
harmonized
standards regarding
RWE (guidance)

= |mproved RWE
analysis capacities

Science

Guidance & training
to improve RWD
research
methodology

Implementation of
modern Al/ML
methodology
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Industry

Improved
understanding of
acceptability of RWE

Guidance & training
to inform staff about
use of RWD

RWD - real-world data

RWE - real-world evidence

HTA — health technology assessment
Al — artificial intelligence

ML — machine learning

Britta Haenisch | Project overview 15/10/2024 5



2d

Real4Red

Methods:
Use cases, datasets, work packages

15/10/2024



* Federal Institute
for Drugs

A
i ReaI4Reg@

Work packages

NCAs

EMA
HTA

o Real4Reg —

WP 2: Use Cases in

Post-Authorisation Clinical experts
Patients
a Industry
P 4. - K\O
4: Contextualiza®
WP - work package
EMA — European Medicines Agency
NCAs — national competent authorities
*The Advisory Board HTA — health technology assessment
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Use cases

Real4Regdl

Pre-Authorisation & Evaluation Post-Authorisation
Description of @ Safety & @
Study Population Intervention
Amyotrophic Lateral Fluoroquinolones

Sclerosis, Breast Cancer

| Use Case 2 | Use Case 4

Analytical solutions developed in and applied on European national register data & statutory health insurance data
Use Case 1 | Use Case 3 |

Historical Controls @ .
and Synthetic Data Effectiveness é 5

& Drug-Repurposing
SGLT2 Inhibitors

Amyotrophic Lateral
Sclerosis, Breast Cancer
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Description of datasets

National health and - Procedures, diagnoses, prescriptions, healthcare
Denmark . . . 5.9 million . :
administrative register data service use, date of birth, sex
Finland National and administrative | 5.6 million Procedures, diagnoses, prescriptions, healthcare
register data and claims service use, sociodemographic data
Germany | Claims data 72.8 million Reimbursed diagnoses, procedures and

prescriptions, sociodemographic data

Portugal Registry data 10.3 million Reimbursed dispensed medicines, procedures,
disease and treatment registries, date of birth, sex

* Patient-level data is pseudonymized

* Data does not leave the data holding organizations

* Processing in line with General Data Protection Regulation (EU 2016/679)

* Approval from the respective local Data Protection Agencies where applicable
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Progress in the analytical WPs

Work package 1

= Analysis of ALS & breast
cancer patient characteristics
finalized for Denmark

1
DENMARK, 2000-2021
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Overall survival of breast cancer patients in
Denmark

Work package 2

= Analysis of fluoroquinolone
prescribing trends finalized in
Finland

Number of prescriptions per 1000

1
1
1
R I S R B FRTCIN RS
\ < € S & I
B AR @9@9 RO

R
S LA AP A
E B AT AT T DY A

PRSI
SN T

Type == Allcral ABs Amoxicillin_ == Cephalosporin FQ

Monthly prescription rates of antibiotics in
Finland

Work package 3

® |nitial tests of Al algorithms
for generating synthetic data

N Real
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ICD code chapters
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ALS —
amyotrophic
lateral
sclerosis

Al — artificial
intelligence
ICD -
International
classification
of diseases
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First results from contextualization WP4: survey

Survey among patients Great willingness to share Main concern regarding RWD use for
& physicians personal health data research: privacy/ethics and
misinterpretation
= N=53 For what purposes would you be willing to share your What are your main concerns regarding the use of RWD
’ personal health related data? (n = 50) RWE for clinical research purposes? (n = 50)
51% patients 100 1.00
= 85% members of 5 075
patient % 0.75
. . E 050 3
organisations or E s sroun
medical - . | [t
associations $
% 0.25
= Patients: & & & R |
30% already share @ éo«@ A O o
& o & & & R 0.00 - .
data for research oS s I #
\“@\ (\{Z’Q 'Z}\‘\ o ‘{\\(59 o o* ?‘;\\ 5 ,\q zb% «(o \% OQ\
pu rposes dqﬁ‘bo t)\)(){Z;\\o 0\\(}\@ 0\3\\0% ,bc\\q} &@@ QC?QO\Q R & R \@\\(\ @@\\0 Oo(\oef\ 000%(\ bo{\\\&\
& 2 Ly ¥ & @\g@@ A A T \
RWD - real-world data & ‘Q)e‘\)o ¥ Q‘o‘& o&\o@
RWE — real-world evidence N ®
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Conferences and publications Workshops
= Presentation of Real4Reg project at national & = Conduction of workshops to inform public and
international conferences gather input on research
= Position paper to introduce Real4Reg project, = First RWD workshop conducted 11/2023

objectives and expected impact submitted =  Second RWD workshop and patient event today

(10/2024)

=ispe cispe

RWD - real-world data
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= -5 Contact Newsletter Linkedin X (Twitter) Ei ENGLISH -
Real4Reg

About ~  Research topics v  Information for Patients v News & Ever parrancais
M PORTUGUES

#= SUOMI

E2 SVENSKA
E .
|

=T

E= DANSK
DEUTSCH

www.real4reg.eu

About the Real4Reg Project
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Outlook MERE ‘HEDDIE

EUROPA
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Scientific Outreach W oncovalue
= Full data access expected = Continued interaction with related projects:

= More scientific results available MetReal Cluster Meeting on 31 October 2024

=  Continued interaction with EMA & other
regulators:
MetReal / EMA workshop in February 2025

= Al methodologies being evaluated

= Patient-adapted communication

= Scientific publications of project results

Al — artificial intelligence
EMA — European Medicines Agency
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Thank you!

Britta Hanisch

Federal Institute for Drugs and Medical Devices

Division 5 Research
E-Mail: Britta.Haenisch@bfarm.de

Real4Reg administration contacts:

Real4Reg management
Federal Institute for Drugs and Medical Devices
Division 5 Research

realdreg@bfarm.de

Real4dReg communication
INFARMED, IP.
Information and Strategic Planning Division

realdreg@infarmed.pt

www.real4reg.eu

Real4Ré3'h1

Funded by
the European Union

Horizon Europe
Project No 101095353
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