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' FONDAZIONE IRCCS Annal isa Trama
4 | perromors annalisa.trama@istitutotumori.mi.it




. o.. & \ Buropean EU JOINT ACTION '\ r\ g /AN
o:ieV Reference }J ANE \\/ \/
.'o' Network

for rare or low preva NETWORKS OF EXPERTISE
P ON CANCER ra

complex diseases

GECI




How"?






The Observational Medical Outcomes Partnership (OMOP)
Common Data Model

Source 1 Source 2 Source 3

Analysis
method

Analysis
results



< OHDSI

OBSERVATIONAL HEALTH DATA SCIENCES AND INFORMATICS

Open-source process

Join the collaborative
Propose a study to the open collaborative

Write protocol
— http://www.ohdsi.org/web/wiki/doku.php?id=research:studies

Code it, run it locally, debug it (minimize others’ work)
Publish it: https://github.com/ohdsi
Each node voluntarily executes on their CDM

Centrally share results

Collaboratively explore results and jointly publish
findings
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Privacy enhancing technologies




Federated Learning
VANTAGE J

Performing an analysis across multiple decentralized data
sources, without exchanging their data.

?
;

Centralized approach Federated learning
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to help describe the natural history;

to evaluate factors that influence prognosis (e.g. mortality, survival, progression free survival and
freatment response;

to assess treatments effectiveness (systemic, radiotherapy, surgery, target therapy, immunotherapy and
possible combinations);

to measure indicators of quality of care (diagnostic and staging procedures, treatment strategies, follow-
up etc.).

The registry aims to collect information on the storage of biological samples and imaging at the participating
centres

Core dataset + ad hoc add on variables study specific



The European Medicines Agency (EMA) and the European Medicines
DARWIN Regulatory Network established a coordination centre to provide

timely and reliable evidence on the use, safety and effectiveness of
. E U medicines for human use, including vaccines, from real world
healthcare databases across the European Union (EU).

This capability is called the Data Analysis and Real World Interrogation Network (DARWIN
EU®).

DARWIN EU delivers real-world evidence from across Europe on diseases, populations and the uses
and performance of medicines.

This enables 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.

DARWIN EU supports regulatory decision-making by:

« establishing and expanding a catalogue of observational data sources for use in medicines
regulation;

« providing a source of high-quality, validated real world data on the uses, safety and efficacy of
medicines;

» addressing specific questions by carrying out high-quality, non-interventional studies, including

developing scientific protocols, interrogating relevant data sources and interpreting and reporting
study results.

The range of approved healthcare databases enabling distributed data access via DARWIN EU will
evolve and expand over time.



Reqistry based studies

1. To provide comparator groups of patients for a single arm trial where RCT is not feasible or
unethical

2. To support registry-based RCT for patient recruitment
3.  Tosupplement the evidence generated in the pre-authorisation phase
. (information on standards of care for the disease, determinants of disease outcomes
in clinical practice, validity of a surrogate endpoint used in the evaluation)

4.  To contextualise the results of uncontrolled trials

5.  To provide data sources or infrastructure for post-authorisation evidence generation



- EUROPEAN
COMMISSION

Strasbourg, 3.5.2022
COM(2022) 197 final

2022/0140 (COD)

Proposal fora
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on the European Health Data Space

(Text with EEA relevance)

{SEC(2022) 196 final} - {SWD(2022) 130 final} - {SWD{(2022) 131 final} -
{SWD(2022) 132 final}

HealthData@EU simplified architecture

Cross-horder connection

NCP2

(country B)

EU Core Platform




+ 3,266 collaborators
+ 80 countries

+ 21 time zones

* 6 continents

* 1 community
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Limited interoperability

Different

governance

The challenges
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‘::IDEA4RC The federated data ecosystem

a platform that combines data from different data providers and creates value through the
usage of the data
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Rare cancers survival across european countries

lceland

Ertism s e R R
Belgium

Germany

Italy
Switzerland

R R [ | SO
France

Finland

MNorway

Austria

EU

Spain

The Netherlands
Northern Ireland
Ireland

Portugal
Malta

UK England
Croatia

) e ) [ ] | S | R R R
Slovenia

UK Wales

UK Scotland
Poland

Czech Republic
Estonia

Latvia
Slovakia
Lithuania

___—

_ﬁ

T .
0 10 20 9% 30 40 50 60 70

Gatta G, Trama A, Capocaccia R. Eur J Surg Oncol 2019;45(1).3-11.
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