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Europe’s largest public‐private partnership in healthcare should speed up 
the development of, and patient access to, new medicines

1.6 B €
from H2020 

cash for grants 
from public 
partners

1.4 B €

Cash

Consumables

Laboratories

People

Improve 
R&D

Speed up 
patient access

Improve 
outcomes 
and safety

EFPIA direct and
indirect members

213
other sectors

2016‐2024

Electronic Health Records for Clinical Research

GetReal

European Medical Informatics Framework

Big Data for Better Outcomes
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2013‐2016

2013‐2018

Initiatives within IMI seeking to leverage big data to improve outcomes and 
support the transition towards more patients‐focused, sustainable 

healthcare systems in Europe.

4
 k
ey
 e
n
a
bl
er
s

Design sets of standard outcomes
and demonstrate value

Increase access to high
quality outcomes data

Use data to improve value 
of HC delivery

Increase patient engagement
through digital solutions

1

2

3

4

Data Sharing: healthcare in Europe at present
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Goal: Support the evolution towards outcomes‐focused and sustainable healthcare systems, exploiting the opportunities offered by
large data sets from variable sources

"Big data for better outcomes"

Design sets
of standard outcomes
and demonstrate value

Increase access to high
quality outcomes data

Use data to improve value of 
HC delivery

Increase patient engagement 
through digital solutions

COORADINATION AND SUPPORT ACTION (CSA) (Consortium formed)

PIONEER: PROSTATE CANCER 

BIG DATA @ HEART: CARDIOVASCULAR 

Future topic proposals, e.g. respiratory, oncology and ophthalmology

OUTCOMES IN THE BIG 5 TUMOURS

EUROPEAN DISTRIBUTED DATA NETWORK

ROADMAP: ALZHEIMER'S DISEASE

1 2 3 4

PLANNED 
PROJECTS

HARMONY: HEMATOLOGIC MALIGNANCIES

Big Data to meet the biggest needs in Hematologic Malignancies

Funded by

Harmonization 
of outcome measures 
and endpoint 
definitions for HMs at 
the European level

Increases the application 
of omics data 
in clinical practice

Speed up drug 
development, access 
pathways and  
bench‐to‐bedside process

Building a high‐quality 
Big Data  platform on 
haematological 
malignancies

HARMONY is the biggest BD4BO Project within IMI 

Big Data aims to meet the biggest needs in Hematologic Malignancies

Funded by
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Project management (IBSAL, NOVARTIS, CELGENE, HULAFE, SYNAPSE) All Partners
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MM AML ALL CLL NHL MDS
Child 
HM

Sonneveld
San Miguel
Boccadoro

Expert Advisory Panel

Ossenkoppele

Huntly
Lo Coco

Gökbuget
Dombret
Ribera

Ghia
Pospisilova

Bosch

Salles
Dreyling
Montoto

Fenaux
Kuendgen
Santini

Moorman
Reinhardt
Locatelli

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

Data access (GMV, JANSSEN, BAYER) 
Data platform (ELN, JANSSEN)
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Dissemination & Communication (EHA, NOVARTIS, TAKEDA)
Legal, Ethics & Governance (MUW, AMGEN, BAYER)

 Specific questions by disease 

 Involvement of KOLs and 
collaborative Working Groups

 Molecular and Clinical Data

WP2

WP1

WP3

WP4

WP5

WP6

WP7

WP8

8 Work Packages across 7 diseases
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53 organisations from 11 european countries, including 8 pharmaceutical companies

Funded by
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Hematologists

Bioinformaticians, 
data scientists &  ICT

Pharma Industry

Ethics

Economists

Regulators

HTAs

Policy makers

Funded by

Involving every stakeholder group is necessary to meet patients' needs

HARMONY Bench‐to‐Bedside Projects

Identification of 
gene‐gene 
interactions and 
impacts on disease 
outcomes 

5+ groups 
4500 + patients 

Large‐scale mutation
analysis ‐Novel 
prognostic/predictive 
scheme for improved 
risk stratification 
aimed at personalized 
medicine

ERIC: 24+ groups
5000 +  patients

Definition of a 
common data set         
in childhood 
malignancies for   
cross entity analysis 
comparison of 
pediatric and adult 
data

Revised International 
Staging System for 
MM in the European 
clinical trial population 
and evaluation of the 
efficacy of different 
novel agents and 
treatment approaches

Funded by

Open issues in 
the management 
of acute 
promyelocytic 
leukemia
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Platform ready for Data Intake

Funded by

VERACITY
PARTIES INVOLVED

VOLUME
MAGNITUDE OF DATA

VARIETY
ASSOCIATED MEMBERS

VELOCITY
STREAMING 
& QUALITY DATA

VALUE

Big Data Platform based onOUTCOMES
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VOLUME
MAGNITUDE OF DATA

Data Custodians

Clinical data 7000 7500 4000 5600 5500 6000 8000

Immuno‐
fluorescence

4000 1500 3750 2000 3000 5000

Cytogenetics 5000 4500 3750 4000 1000 4000 4000

“Omics” 2800 2800 1200 1700 1600 1500 3000

MMMMMM AMLAMLAML ALLALLALL CLLCLLCLL NHLNHLNHL MDSMDSMDS Child 
HM
Child 
HM
Child 
HM

EFPIA Companies

KOLs

Working Cooperative Groups (WCG)

Associated Members and Other sources
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Big Data Platform based onOUTCOMES
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VARIETY
ASSOCIATED MEMBERS
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18 Countries

±80 Institutions in the 
process of becoming AM

7,8M Budget1

1

1
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Big Data Platform based onOUTCOMES
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VELOCITY
STREAMING 
& HIGH‐QUALITY OF DATA 

Big Data Platform based onOUTCOMES

Funded by

VERACITY Dedicated WP6 to HTA, EMA, 
patients alignment & optimisation

Stakeholders: patients, regulators, 
HTA, policy makers…

• Constitution of a Policy Health Stakeholder 
Feedback Forum (PHSFF)

• Development of a Clinical Value Framework

• Development of a set of outcomes relevant for 
decision‐makers

• Health literacy: communication strategy for transfer 
and adoption of project results

• Patients perspective incorporated – link with EUPATI

Big Data Platform based onOUTCOMES

Funded by
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Hosting
with ISO 27001 + 27002

HARMONY 
PLATFORM

Virtual Private 
Network

Firewall 
with two levels

Roles segregation

Nobody
has access to the data

Named access

Audit access to 
platform: who, when, 
where, what, and how

Risk analysis

Applying control and 
security on 4 levels:

• Physical Layer

• Network Layer

• Host Layer

• Services Layer

HARMONY Platform protection: Privacy and Security

Funded by

Build up a digital 
and sustainable 

health‐care system

Safely incorporate
new technologies
to health care

Protect health care
and benefit patients

Improve
clinical practice

We need to promote solutions that ensure both progress and privacy

Preserve patients’ 
privacy

Funded by
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Thank you!

Any questions?
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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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