W_ir brauchen eine bessere Dateninfrastruktur

fur Versorgung und Forschung

Dateninfrastruktur

Ein Baustein gegen COVID—’IQ

M
[
[

Die Corona-Krise ist auch eine
,»Missing-Data“-Krise.

| Sie hat schmerzhaft gezeigt, dass

Deutschland Uber zu wenig
Infrastruktur verfugt, um
wahrend einer Pandemie wichtige
Daten zum Test- und
Infektionsgeschehen und zur
Wirksamkeit von Eindammungs-
und TherapiemalRnahmen zu
akquirieren und zeitnah verflugbar
zu machen.
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> GMS | 22. Jahrestagung des Deutschen Netzwerks Evidenzbasierte Medizin e. V. | ‘Good enough’? — Evaluating evidence generation for treatment
recommendations on pharmaceutical therapies during the COVID-19 pandemic (egms.de)
= Dateninfrastruktur: Ein Baustein gegen COVID-19 (aerzteblatt.de)



https://www.egms.de/static/en/meetings/ebm2021/21ebm007.shtml
https://www.egms.de/static/en/meetings/ebm2021/21ebm007.shtml
https://www.egms.de/static/en/meetings/ebm2021/21ebm007.shtml
https://www.aerzteblatt.de/archiv/218237/Dateninfrastruktur-Ein-Baustein-gegen-COVID-19

The HARMONY Big Data Platform

Transforming High Quality Data into Meaningful evidence for Blood Cancer.
A powerful and innovative approach to create high volumes of unique data.
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Advanced analysis using
statistical algorithms?

Data

a Only data essential to the analysis are accessible (to a limited group of users during a specific time span)
b Data anonymization process is ISO 27001 certified
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CURRENT AND
UPCOMING PROJECTS

- Project Research
publications

- New Research
Projects

- Harmonization
of Outcomes

- Guidelines

- Speed up drug
development

- Increase application
of omics data in
clinical practice

- Additional
safety signals

- Patient journey and
disease knowledge

May 2021
-y - I'_"

www.harmony-alliance.eu | #bigdataforbloodcancer
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e Coordination centre
e Advisory board

e Timelines

The European Medicines Agency (EMA) is establishing a
DARWIN coordination centre to provide timely and reliable evidence on {
use, safety and effectiveness of medicines for human use, inclu
> E U /r vaccines, from real world healthcare databases across the
European Union (EU).

EUROPEAN HEALTH DATA SPACE

#EUDiqgitalHealth

This capability is called the Data Analysis and Real World Interrogation Network (DARWIN

OBJECTIVES EU®).

v Empower individuals through better digital access to their personal health data; support free

mavement by ensuring that health data follow people; DARWIN EU will deliver real-world evidence from across Europe on diseases, populations and the
v Unleash the data economy by fostering a genuine single market for digital health services and uses and performance of medicines.
products;

v Set up strict rules for the use of individual’s non-identifiable health data for research, innovation, A A . . ) .
policy-making and requlatory activities. This will enable EMA and national competent authorities in the the European medicines regulatory

network to use these data whenever needed throughout the lifecycle of a medicinal product.

P DARWIN EU will support regulatory decision-making by:
makers and
regulators in
accessing relevant
non-identifiable

Better
diagnosis and Empower
treatment, individuals to
improved have control over
patient safety, their health data

Health data from apps

t : « establishing and expanding a catalogue of observational data sources for use in medicine:
and medical devices

continuity oS sl Ay regulation;
°i';:;':v:';" Health data in ¢ providing a source of high-quality, validated real world data on the uses, safety and efficacy of
healthcare Enable health registries Facilitate access o
Eriency professionals to non-identifiable medlcmes;
to have access to health data for . e . . . . - . - .
relevant health researchers and ¢ addressing specific questions by carrying out high-quality, non-interventional studies, inclu
data innovators

developing scientific protocols, interrogating relevant data sources and interpreting and report

study results.
GROWTH POTENTIAL OF THE HEALTH DATA ECONOMY

&3 [, 3

5.5 billion € 20-30% 5.4 billion €
In savings for the EU Additional growth In savings for the EU
over ten years from of the digital health over ten years from
better access and market better use of health
exchange of health data for research,
data in healthcare innovation and

policy making
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Ahnliche Datenrdume in
Europa:

Frankreich, Italien,
Finnland, Portugal,
Niederlande, UK
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https://www.bfarm.de/DE/Home/_node.html
https://www.bfarm.de/DE/Home/_node.html

(DY U.S. FOOD & DRUG

ADMINISTRATION

FRAMEWORK FOR FDA'S

REAL-WORLD
EVIDENCE
PROGRAM

December 2018
www.fda.gov

Mandate: EMA and Network strategies both include DARWIN

Big Data Task Force - Priority
EC Digital Strategy number 1:

Deliver a sustainable platform to
access and analyse healthcare data
from across the EU (Data Analysis
Real World Interrogation Network
(DARWIN))

EMA Regulatory
Science Strategy 10
2025 =

TS Draft Network Strategy
10 2025

Making best use of big data for public health: publication of the Big Data
Steering Group workplan for 2020-21
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Classified as internal/staff & contractors by the European Medicines Agency

Real-World Evidence in

EU Medicines Regulation:
Enabling Use and Establishing
Value

Peter Arlettl’*,_]esper Kjxrz, Karl Broich® and Emer Cooke'

We outline our vision that by 2025 the use of real-world evidence
will have been enabled and the value will have been established
across the spectrum of regulatory use cases. We are working to
deliver this vision through collaboration where we leverage the
best that different stakeholders can bring. This vision will support
the development and use of better medicines for patients.



— Evaluating the Use of Nonrandomized
Real-World Data Analyses for Regulatory
Decision Making

Jessica M. Franklin' © , Robert J. Gl_vnnl. David Martin” and Sebastian Schneeweiss'*

@4 Examples:
1 ‘?QQ Historical controls, synthetic
Pri comparison groups
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v o Causal Inference

Indication expansion, population
expansion (pediatrics, stage),

Secondary I efficacy claim expansion
E Die Verwendung von

Examples: versorgungsnahen Daten im

Biomarker to clinical endpoint,
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Initial approval Full approval

efficacy claim expansion,
|“l broadened population
Und RCTs erganzen
Post-market requirements (PMR)

Zulassungsprozess wird zunehmen

HN

or commitment (PMC),
Rapid regulatory response to a
I m safety signal
Real-world evidence (RWE) in regulatory decision making: key use cases.

é Pﬁzer Quelle:

- Schneeweiss, S., & Glynn, R. J. (2018). Real-world data analytics fit for regulatory decision-making. American journal of law & medicine, 44(2-3), 197-217.




WVE fur Forschung
und Versorgung

Data Journey — Gesundheitsdaten von Préavention bis Nachsorge
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Quelle: BDI-Initiatve Gesundheit Digital

éPﬁzer BDI

Definition

Real World Data sind Gesundheits-

daten, die in der klinischen Routine

bzw. im Alltag erhoben werden oder
wurden.

Beispiele fiir Datenquellen

Register

elektronische Patientenakten
(ePA)

=) Krankenkassenabrechnungen/

=$
Krankenkassenerhebungen

. ¢ Krankenhausinformations-
g systeme (KIS)

@ Beobachtungsstudien

@ Wearables

Nutzen von versorgungsnahen Daten z.B.:

Verbesserung der Versorgung durch Daten

+ Diagnostik /Screening

» reproduzierbare und transparente Unterstitzung in ihren

Entscheidungsprozessen

+ schnellere und einfachere Datenverfligbarkeit

Arzt und Patient kbnnen datenbasiert entscheiden

Forschung

Leitlinienentwicklung

Offene Fragestellungen

Bester Zeitpunkt Therapiebeginn
Sequenzen und Kombinationen

Hypothesengenerierung
Informationen fir CT

Pharmacoepidemiology
Versorgungslucken

Burden of diseas

Inzidenz und Pravalenz Schatzungen
Behandlungsmuster
Adharenz/Compliance

Predictive Modelling

Comparative Effectiveness und Safety
Gesundheitokonomische Analysen




Erkenntnisgewinn aus versorgungsnahen Daten: von RWD

zu RWE | SpringerLink
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https://link.springer.com/collections/bjdghdcica

