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European Network of Excellence for Big Data in Hematology,
consisting of 51 partners from 11 countries.
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IMI: Innovative BD4BO: Big Data for Better Initiatives in different disease areas
Medicines Initiative Outcomes
Europe’s largest public-private partnership in Initiative within IMI seeking to leverage big data IMI projects add ressing BD4BO's key
healthcare to speed up development of and to improve outcomes

enablers in different therapeutic
areas

patient access to new medicines
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HARMONY

During first phase (2008-2013), IMI budget of €2 billion,
half of which came from the EU's FP7, and half of
which came from in kind contributions by EFPIA

companies

HARMONY is a key initiative within IMI
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"Big data for better outcomes"

Goal: Support the evolution towards outcomes-focused and sustainable healthcare systems, exploiting the opportunities offeréd by
large data sets from variable sources 4
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DO-IT COORDINATION AND SUPPORT ACTION (CSA) (Launched) y

EUROPEAN DISTRIBUTED DATA NETWORK
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Design sets
of standard outcomes
and demonstrate value

Increase access to high
quality outcomes data

Use data to improve value of
HC delivery 4

6 HARMONY: HEMATOLOGIC MALIGNANCIES

Q ROADMAP: ALZHEIMER'S DISEASE (Launched)

OJ BIGDATA@HEART: CARDIOVASCULAR (Launched)

% PIONEER: PROSTATE CANCER (Consortium formed)

PLANNED -.

J:& HEALTH OUTCOMES IN MULTIMORBID PATIENTS

PROJECTS

Jlement
tions

!l NOVARTIS

AMGEN

Cakedn

obbvie
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8 Work Packages across 7 diseases
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53 organisations from 11 european countries, including 8 pharmaceutical companies
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Involving every stakeholder group is necessary to meet patients' needs

HARM;NY AR innovative E2
{ARMO Funded by - (imD 5% [l efpia



445 HARMONY

Data Sharing




\

1

Data preparation Data Brokerage

kibana

ik
4wy tableauw

HARMONY




g Data Data
Preparation Brokerage

Source Data

Data
Harmonization

BigData
Storage

Data Intake

kibana

@B Data Source
@ Trusted Third Party
@@ Harmony Platform

Data Analysis
and > ﬁ-}+ub|eau-

Visualization

Harmonized
Data Storage

A\ 4

Data Pipeline

HARMONY Funded =~ e




Data Privacy And

Fed

-
]
Qe *
o0 °
o-%9
o0 ®
90.

45 HARMONY

L]
.
@

jal

°

)

°
@

Protection:
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Implications




Objectives of the data management process

Make the data available in a format that optimally addresses the research
questions while respecting the applicable legal and regulatory
requirements.

“De Facto” Anonymization

Data for which attributing the individual data to the relevant individual
concerned requires unreasonable effort in terms of time, cost and

manpower.
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Privacy and Security

HARMONY Platform protection

= VPN (Virtual Private Network) Physical Layer  Network Layer

=  Firewall with two levels Applying controls

=  Audit: WHO, WHEN, WHERE, WHAT, HOW and security to 4
layers
= Risk analysis —
Host Layer Application /
= Named access Services Layer

" Roles’ segregation The platform is hosted on

CNAF Hosting with 1ISO 27001

soM
27002

= Data governance: nobody has access to

the data
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Technical anonymisation Data Access Restrictions Organizational security

Green light for data intake: de-facto anonymization
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8 Work Packages across 7 diseases

HARMONY

Data analytics for therapies valuation
(UNIBO, MENARINI, JANSSEN)
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HARMONY

Healthcare Alliance for Resourceful Medicines
Offensive against Neoplasms in Hematology

Thank you!



Any Questions?




This material is developed by the HARMONY Alliance

Disclaimer
This presentation is of scientific nature and has been produced by the HARMONY Alliance.

The HARMONY Alliance makes no warranties or representations of any kind as to the content's accuracy, currency or
completeness, neither the Alliance nor any party involved in creating,

producing or delivering this document shall be liable for any damages, including without limitation, direct, incidental,
consequential, indirect or punitive damages, arising out of access to, use of or inability to use this document, or any errors
or omissions in the content thereof. This material may not be used for commercial purposes.

Remixing is not permitted except for private use.
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