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Conference overview

Welcome to this 2018 conference report. The over-arching 
theme for the sixth EAPM conference, under the auspices of 
the Bulgarian Presidency of the EU, was the use of Big Data in 
personalised medicine. 

The ‘Personalised Medicine and the Big Data Challenge’ 
event was a great successs and took place once again in the 
historic Bibliothèque Solvay, Brussels. As ever we were joined 
by high-level speakers and attendees from a wide range of 
stakeholder groups including patients, healthcare  
professionals, academics, industry representatives, politicians 
and legislators, the media and more.

Prior to the day-long gathering, the Alliance held a  
Presidency dinner in the European Parliament (27 March), 
during which attendees heard from three MEPs who have 
solidly backed targeted healthcare. 

Dutch Deputy Lambert van Nistelrooij told stakeholders: 
“Everyone in this room knows now that personalised  
medicine is not just an idea, it is the new reality. And there  
is no doubt that genomics has a huge role to play in its  
development and growth. 

“All of us here this evening, in our many different ways, are 
working towards putting personalised medicine firmly into 
the mainstream,” he said.

The MEP also outlined his ‘Let the stars shine’ initiative and 
said: “EU challenges are predominantly cross-border. It will be 
our Member States that will, hand-in-hand with neighbours, 
protect citizens in these trying times.”

Also speaking was Paul Rübig MEP, who addressed the  
topic of genome sequencing and data. He said: “Life-saving 
should be at the forefront of medicine. We need education, 
we need to work out how to share the data, we need the 
right legislative frameworks. We want to have a new vision. It 
is very clear that the next generation of genome sequencing 
is with us.”

He added: “The focus on genomics is that this area of  
science is fast developing and Europe’s health systems need 

to adapt quickly to allow health genomics to benefit  
patients."

Slovenian Deputy Alojz Peterle, a cancer survivor, who is  
a great supporter of personalised medicine, spoke about  
the STEPs group of MEPs in the Parliament, highlighting all 
of their work. STEPs stands for 'Specialised Treatment for 
Europe’s Patients', and is an EAPM initiative.

Also speaking were Giovanni Codacci Pisanelli, from the 
University of Rome "La Sapienza", Carmen Laplaza Santos 
from the ECommission’s DG CONNECT, Ian Walker, of Roche 
Foundation Medicine and EAPM board member Mary Baker.

At the conference proper, the European Commissioner  
for Health and Food Safety, Vytenis Andriukaitis, was present, 
as were some 160 delegates, including several MEPs,  
representatives from relevant ministries and Commission 
directorates-general, and representatives of the European 
Medicines Agency.

Each session aimed to develop concrete policy asks  
linked to bringing life to the EU Council Conclusions from 
Luxembourg on patient access to personalised medicine and 
Estonia’s Conclusions on health in the digital society, in which 
EAPM played an important role.

Topics at the also conference included EAPM’s MEGA  
project, which stands for ‘Million European Genomes Alliance’.

With rising healthcare costs and individual health systems 
being increasingly challenged, genomics has the potential  
to impact the health of all of us and provide diagnostic,  
economic and efficiency benefits, ensuring that patients 
receive the right information and the right treatment at the 
right time.

This will ease the burden on healthcare systems and  
lead to a healthier and, thus, wealthier, Europe. All at the 
conference are playing a major part.

David Byrne, EAPM Co-chair 
Gordon McVie, EAPM Co-chair 

Denis Horgan, EAPM Executive Director
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Points from the speeches and presentations

Conference heard that personalised medicine is a patient- 
centred approach that carries the promise of making  
healthcare smarter, better and more cost-efficient to the  
benefit of all European citizens. 

Based on new knowledge of the underlying molecular  
biological mechanisms that govern health and disease, Europe 
should be able to better diagnose and treat diseases as well as 
manage health through improved prediction and prevention of 
disease onset. 

Research and innovation is a key driver for progress in this  
area and Europe can position itself as a first mover in an  
emerging field.

However, it is important to recognise the many challenges 
associated with the successful implementation of personalised 
medicine and to caution against promising too much, too  
quickly. Vague promises reduce the vision of the personalisation 
of medicine to a mere buzzword. 

It should also be pointed out, of course, that the goal of 
medicine has always been to provide the best possible care for 
patients and that medical practice is a function of what is known 
about human disease at any given point in time. 

Therefore the process towards personalised medicine should 
be seen as an evolution of healthcare rather than a revolution.

Attendees heard that personalised healthcare, while not 
replacing traditional healthcare, does provide a more nuanced 
added-value that utilises increased knowledge of the present to 
inform both health and quality-of-life decisions.

In respect of Big Data in medical affairs, two different area are 
of importance. These are public health and personal health.

In public health statistical data are of importance, while in  
personal health the existing generic information has to be 
adapted to a single person.

Conference also heard that when it comes to cancer, a ‘call to 
action’ is targeting the championing of a data sharing culture, 
a cancer knowledge network, and a shift from a silo mentality 
towards an open source collaborative culture.

More than 650 Irish women participated in an international  
trial which helped to validate a gene test for breast cancer. 

Yet the fruits of this international research effort are not being 
offered to public patients, at least not in Ireland.

The test, called Oncotype Dx, which is available as part of the 
public health service in many countries, involves testing for a 
21-gene signature in the breast cancer patient to help indicate 
the aggressiveness of the cancer and the associated likelihood of 
long-term cure or cancer recurrence. 

Based on the results of the test, the best treatment for the 
particular patient can be selected.

While the initial cost for the test is high, it can also ensure  
significant savings in healthcare.

Europe is investing heavily in the 'knowledge-based economy' 
and yet when a breakthrough occurs, health systems revert to 
two-tier and only those who can pay will get access to the test. 

We need to pass on the benefits of 21st-century medicine to 
all patients.

Working in Harmony

Conference heard that, while large data collections of  
specific patient populations can only be realised through a 
pan-European approach, there is an unmet need to harmonise 
outcome measures and endpoint definitions for haematological 
malignancies (HMs) and their collection at the European level. 

The HARMONY project is a European Network of Excellence 
that captures, integrates, analyses and harmonises Big Data.

Cinical and non-clinical data are of enormous value for the 
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Above, Lambert van Nistelrooij, Member of the European Parliament, below, his parliamentary colleagues Paul Rubig and Alojz Peterle
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development of new treatment options and for clinical  
decision-making when treating HM patients.

The HARMONY consortium is made up of participants from 
European countries and pharmaceutical companies from EFPIA. 

It brings together key stakeholders in the clinical,  
academic, patients, Health Technology Assessment, regulatory, 
economic, ethical, information and communications technology, 
and pharmaceutical fields.

It focuses on HM disease areas with a high unmet need: 
these diseases are multiple myeloma, acute myeloid leukemia, 
acute lymphoblastic leukemia, chronic lymphocytic leukemia, 
non-Hodgkin lymphomas, myelodysplastic syndromes, and 
paediatric HMs. 

The goal is to unlock valuable knowledge. 

Attendees heard that these haematological malignancies are 
a heterogeneous group of diseases of diverse incidence, and 
prognosis, and comparison of HM incidence across regions and 
over time is complicated by the existence of different disease 
classification systems and more.

Obviously, incidence is one of the biggest and best measures 
of burden in a population, serving as a vital as guide to the  
allocation resources.

Blood cancers are in the top ten of the most common forms of 
cancer and are responsible for approximately 100,000 deaths in 
Europe every year.  

The proportion of healthcare cost within the total economic 
burden is higher for malignant blood disorders than for other 
solid tumours.

Blood disorders are not only a burden for patients, but also for 
society as a whole, with about 80 million people having either 
malignant or non-malignant haematological disorders.

There are, therefore, very strong arguments in favour of the 

need to raise public awareness about the effect of blood  
disorders in Europe, given that malignant blood disorders  
represent a leading cause of death, healthcare service use  
and costs. 

In a nutshell, the costs of haematological disease are already 
high and are rising all the time.

Conference was told that HARMONY’s HM-specific Big Data 
platform will enable the rapid definition of promising treatment 
strategies, and prediction of adverse events likely to be  
associated with such strategies. 

In essence, the HARMONY platform represents a tool to  
determine treatment options for the individual patient (this 
tying in to what we know as ‘personalised medicine’).

We need to move towards a Europe of equality, where all 
cancer patients have timely and affordable access to the best 
treatment and care available, throughout their life. 

Attendees heard that cancer patients are the most important 
partners in the fight against cancer and against all the cancer- 
related issues affecting society. Policy makers, researchers,  
doctors and industry should recognise cancer patients as  
co-creators of their own health.

Patients have unique knowledge, perspectives and  
experiences, they enhance health services and strengthen the 
link between research and practice, attendees heard.

Biomarkers

Conference also heard that biomarkers are an essential part of a  
targeted approach to the prevention, diagnosis and treatment  
of cancer, based on an individual's specific profile.

Accessibility of biomarker testing varies from country to  
country, but also within cities and regions. 

Biomarker diagnostics are often performed at larger  
hospitals only, access to which may add additional barriers to 

Dipak Kalra, President, European Institute for Health Records
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"The healthcare burden is increasing all the time - and will continue to do so - and giving affordable  
access to the best possible treatments available in Europe is a huge issue and a massive challenge.  

Personalised medicine is key to meeting this challenge."

Marian Harkin,  
Member of the European Parliament

"I have been delighted to witness several recent rotating presidencies of the EU playing their part, including 
Italy and Latvia, culminating in the landmark Council Conclusions under the Luxembourg presidency. The 

Estonian, Bulgarian and Austrian presidency have also taken up the banner, and it is truly excellent to see."

Lambert Van Nistelrooij,  
Member of the European Parliament

"There remain a number of key challenges to overcome to ensure genomics and related technologies are fully 
applied. Among them are the fact that test results must be delivered quickly, and data must be presented so 

as to to allow relatively simple decision making by physicians."

Paul Rubig,  
Member of the European Parliament

Quotes from the Conference
"Helping Member States to implement digital solutions throughout public health sectors, healthcare  

and cure systems is an absolute priority for me, personally, and for the Commission."

Vytenis Andriukaitis (pictured below),  
European Commissioner for Health and Food Safety

"Broad consent is an important approach in health research because it allows participants  
to share their data for future research, in recognition of the fact that scientists cannot predict today  

what will be useful tomorrow."

Mary Baker,
EAPM Board Member
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timely diagnosis. Administrative barriers lead to delays and  
higher waiting periods for biomarker test results, which vary 
from a few days to an entire month in some countries. 

There is no established organisation between hospitals to  
perform tests and share the results of these tests effectively. 

Reimbursement of biomarker testing also varies by country. 

Europeans with cancer need:

l Increased access and decreased waiting times for high quality 
biomarker testing to make personalised healthcare more of a reality 
across Europe

l Awareness campaigns that increase biomarker literacy, by  
increasing patients' understanding of where they need to go to 
access biomarker testing

l Progress towards a harmonised and more efficient  
regulatory framework, which could increase access to and  
potentially reduce the cost of biomarker testing

General challenges and solutions

Overall, conference discussed Big Data, advances in genetics, 
and patient involvement in decision-making about their own 
treatment.

The Alliance will take the conference messages, decided  
by stakeholder consensus, to decision-makers with a view to  

successfully embedding personalised medicine in all its many 
facets into the EU’s healthcare systems.

Conference heard that Europe has challenges on a number 
of fronts: an ageing population with a growing prevalence of 
chronic disease, compounded by health workforce shortages 
and increasing budgetary restraints.

Meanwhile, many citizens live unhealthy lifestyles and are 
affected by many risk factors and determinants in the single 
market and living environment. 

These are among the reasons why Europe’s health sectors, 
healthcare and cure systems are under more-and-more pressure 
to perform with limited resources.

Investments in public health sectors, innovation and greater 
efficiency in healthcare and cure are more important than ever, 
and can lead to more accessible, sustainable and equitable 
health, healthcare and cure systems. 

Big data can unlock solutions to many of today's challenges. 
And tomorrow's too.

Today the health sector generates immense volumes of  
clinical, genetic, behavioural and environmental data, collected 
through an array of devices. 

This information offers incredible opportunities for citizens, 
patients, their families and healthcare workers.

Tamas Bereczky, Leukanet; Team HARMONY Work Package 6: Payers/Providers/HTAs, EMA Alignment and Optimisation
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l Powerful data analytics can discover patterns that will  
lead to better health promotion, new prevention, diagnostic and 
therapeutic avenues

l It can help empower citizens addressing their health  
challenges

l It can help remove inefficiencies in care processes and  
reduce waste

l Better analysis also facilitates better management and clinical 
decisions that will improve procedures, quality of care, patient 
safety and patient outcomes

One of the main challenges for the use of Big Data in health 
is that the technologies deployed in Member States’ health 
sectors, healthcare and cure systems are not always able to ‘talk 
to each other’.

It is still difficult to connect the data repositories across Europe 
for research purposes - due to technical, semantic and legal 
interoperability issues.

More generally, sending and receiving health data between 
national healthcare and cure systems can be difficult, partly 
because every health system is unique, and partly because of 
the varying degrees of digitisation within and among Member 
States’ health systems.

What solutions does Big Data offer?

Big Data can help translate research results into practical  
solutions that improve our healthcare and cure; this is  
particularly important for precision medicine approaches.

Big Data and digital tools can help to provide systematic and 
scientifically validated information to citizens of all ages. This will 
help them to remain in good health and to prevent disease, and 
in turn contribute to healthier, more resilient societies.

Big Data can increase the EU capacity to forecast, prevent,  
detect and control infectious disease outbreaks in humans, 
animals and food.

And Big Data can strengthen traditional surveillance and 
response mechanisms by vastly improving the granularity and 
timeliness of available information on health threats, such as 
pandemic influenza and pathogens resistant to antimicrobials.

Conference also heard about three specific examples that 
showcase the value of data in health: the European Reference 
Networks; medical research; and Health Technology Assessment.

 
As Europe moves further into the 21st century, Big Data is 

changing the world of medical research.

For example, real-time data capture systems - including  
wearable devices that monitor key life signals - are now a  
feature of everyday life.

And these systems can support the development of medicinal 
products and their performance assessment across the lifecycle. 
Safer and more effective medicines will improve the quality of 
life and well-being of our EU citizens.

The use of Big Data for regulatory decision-making  
on medicines is not without challenges, including the  
fragmentation of data sources and the lack of accessibility.

Personalised Medicine and the Big Data Challenge - Report
Brussels, Belgium
27-28 March, 2018
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The Commission is finalising its Communication on enabling 
the digital transformation of health and care that will support 
Member States’ efforts to make greater use of digital solutions. 

 
The Communication will be structured around three pillars:

l Securing access to electronic health records and the  
possibility of sharing this information across borders

l Supporting data infrastructures for research, prevention, and 
personalised medicine

l And focusing on citizen empowerment and fostering  
person-centred prevention and care in support of the wider use of 
mobile health and tele-health

MEGA and more

Conference heard that the European Commission’s Digital Day 
2018 (10 April, Brussels) will showcase a major commitment on 
behalf of a coalition of willing Member States, alongside the 
Commission, to join genomic databanks at an EU level for  
medical research. 

EAPM has long floated the possibility of a MEGA initiative  
(Million European Genomes Alliance). 

Key to this is a one-million European genomes target and a 
prime focus will be on oncology.

More than a dozen EU Member States will sign up to the  
declaration and the signatories will agree to work together  
“towards building a research cohort of at least one million  
genomes accessible in the EU by 2022”.

Within Europe, the UK has already led the way with the 100,000 
Genomes Project, looking at the genome sequences of patients 
with rare diseases or cancer. 

In the US, former-president Obama’s Precision Medicine  

Initiative aims at large-scale research by gathering one million or 
more volunteers to extend precision medicine to all diseases. 

Meanwhile, China plans to invest the equivalent of nearly 
10 billion dollars in its own version of the precision medicine 
project. 

The benefits realised by undertaking a one-million genome  
initiative would include the fact that a coordinated, pan- 
European project would garner crucial genetic information 
that could have an immeasurable benefit when it comes to the 
health of current and future EU citizens.

Such a project would achieve stronger cross-border research 
partnerships, the introduction of research results into clinical 
environment and practice, and vitally needed EU-wide research 
collaboration on personalised medicine.

And it will build on existing national and regional personalised 
medicine initiatives, strengthening cooperation amongst  
Member States and Regions of the EU and of the European 
Economic Area.

The signatories will commit to developing common  
approaches that support the establishment of a decentralised 
connected European health data infrastructure.

This will provide distributed, authorised and secure access to 
national and regional banks of genetic data and other data  
relevant to the advancement of research on personalised  
medicine medicine.

It will promote the use of open standards and data  
management systems to ensure interoperability of  
genomic data.

And it will, of course, all be done ethically and in full  
accordance with legislation on data privacy. All-in-all such a 
project would go a long way to harnessing the marvelous 
potential of Big Data in personalised medicine.

Carin Smand, Managing Director, European Haematalogy Association, (EHA), HARMONY Work Package 7: Communication and Dissemination
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Giovanni Codacci Pisanelli, Assistant Professor in Medical Oncology, University of Rome "La Sapienza", Italy
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Above, Alexander Eggermont, Director General of Gustave Roussy Cancer Campus, Grand Paris

Above left, Cristian Busoi, Member of the European Parliament, with Eelko den Breejen, International Health Policy Leader, Personalised Healthcare, Roche
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Left, EAPM co-chair David Byrne alongside Vytenis Andriukaitis, European Commissioner for Health and Food Safety

EAPM co-chair Gordon McVie (above left) with, above right, Brendon Kearney, Chair Health Policy Advisory Committee on Technology, Adelaide, Australia. 
Below left, Ian Banks, President, European Men's Health Forum and, right, Alliance executive director Denis Horgan
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Above, Lars Bullinger, Charite, HARMONY Leader of Work Package 2: Definitions of Outcomes, and Guillermo F. Sanz Santillana, Hospital Universitario La Fe de la 
Comunidad Valenciana (HULAFE); HARMONY Alliance Co-Chair
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Above, Thomas Allvin, Executive Director, Strategy and Healthcare Systems, EFPIA (funder HARMONY), with Klaus Wassermann, Medizinische Universitaet Wien, 
HARMONY Work Package 8: Legal Issues, Ethics, and Governance



Above, Jasmina Koeva, Director, Bulgaria Alliance for Personalised Medicine with, below, Iñaki Gutierrez Ibarluzea, Vice President Health Technology Assessment  
international (HTAi), Basque Region, Spain
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Above, Mark Lawler, Chair in Translational Cancer Genomics, Centre for Cancer Research and Cell Biology, Queen's University Belfast
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Above, Kaisa Immonen, Director of Policy, European Patients Forum with, below 
right, Lydia Makaroff, Director, European Cancer Patient Coalition





About EAPM
The European Alliance for Personalised Medicine (EAPM) , launched in March 2012, brings together European healthcare experts and 
patient advocates involved with major chronic diseases.  
 
The aim is to improve patient care by accelerating the development, delivery and uptake of personalised medicine and diagnostics, 
through consensus.

As the European discussion on personalised medicine gathers pace. EAPM is a response to the need for wider understanding of  
priorities and a more integrated approach among distinct lay and professional stakeholders.

The mix of EAPM members provides extensive scientific, clinical, caring and training expertise in personalised medicine and  
diagnostics, across patient groups, academia, health professionals and industry. Relevant departments of the European Commission 
have observer status, as does the EMA. 

EAPM is funded by its members.

Contact: Denis Horgan  
EAPM Executive Director  

Avenue de l’Armee/Legerlaan 10, 1040 Brussels
Tel: + 32 4725 35 104  

Website: www.euapm.eu
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