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Background

The theme of EAPM’s fourth annual conference, under the
auspices of the Dutch Presidency of the EU, will be: “Taking 
Stock: Where we are now and the necessary next steps.”

Personalised medicine has never been more in the  
public eye than it is now, especially given US President Barack 
Obama’s initiative on precision medicine, and the conference 
aims to reflect this.

The Americans are moving quickly and have come to some 
obvious conclusions including that health equals wealth 
and that investment in research and innovation, alongside 
laws and rules that are fit-for-purpose and reflect the swiftly 
changing world of medicine, are vital.

Europe needs to grasp these points at every level –  
not just the vision of an EU that creates a competitive  
environment that attracts investment, but also for the  
benefit of the millions of potential patients spread across  
28 Member States.

At the conference, high-level speakers and attendees will 
come from a wide range of stakeholder groups including 
patients, healthcare professionals, academics, industry  
representatives, politicians and legislators, the media and 
more.

The Luxembourg Presidency has published its Council  
Conclusions on personalised medicine, on the back of a 
high-level conference held in July and several subsequent 
discussions. These (and subsequent actions) will feature 
heavily in the Alliance’s conference.

EAPM played a key role in July’s Luxembourg event,  
entitled “Making Access to Personalised Medicine a  
Reality for Patients”, and the meeting addressed obstacles 
to the integration of personalised medicine into EU  
healthcare systems, identified best practices and their added 
value and outlined the potential benefits of personalised 
medicine for public health and its impact on policy-making 
in the EU.

These issues are all key to our stakeholder groups.

The conference also underlined the need to define a  
patient-centred approach to personalised medicine at EU 
level, involving decision-makers and regulators in the area  
of public health, as well as a comprehensive approach  
integrating the different phases along the life cycle of  
personalised medicine products in such a way as to facilitate 
its integration into clinical practice.

Typically, Council Conclusions invite Member States and/or 
another EU institution (for example, the Commission) to take 
action on a specific topic. These conclusions are often  

adopted in areas where the EU has the competency to  
support, coordinate and supplement, for example in the  
arena of health. The Alliance conference will examine its  
recommendations as part of the ‘Taking Stock’ topic base.

As in previous editions, the conference will be held across 
one-and-a-half days, and the aim is to see real and concrete 
recommendations emerge.

Expected outcomes

It is necessary to formulate a patient-centred strategy
involving EU decision makers and regulators in the arena of 
public health, to enable the EU and Member States to
contribute to integrating personalised medicine into clinical 
practice while enabling much-greater access for patients.  
In order to provide a clear focus and to devote sufficient 
space to analysis, discussions during the conference will 
concentrate on how:

• to assess and address obstacles to the integration of  
personalised medicine into Europe’s healthcare systems

• to identify best practices and their added value

• to outline the potential benefits of personalised medicine 
on public health and its impact on policymaking in the EU

EAPM’s various Working Groups will analyse the  
Luxembourg Council Conclusions on personalised  
medicine and help to realise the proposals within them. This 
will involve developing position statements on key issues via 
roundtable discussions and following these up with Member 
States and the European Commission, among others.

The working groups focus on Translational Research, Big 
Data, Value/Innovation, Education and Training of Healthcare 
Professionals and the task force on Regulatory Affairs.

Participants

Attendees will be drawn from key stakeholders whose
interaction will create a cross-sectoral, highly relevant and
dynamic discussion forum. These participants will include
public health decision makers, representatives from the
Commission, Members of the European Parliament, patient 
organisations, and umbrella organisations representing
interest groups and associations actively engaged in the field 
of personalised medicine.

Each session will comprise panel discussions, Q&A  
sessions and roundtable working groups to allow the best 
possible involvement of all participants and reach concrete 
conclusions and solutions. We look forwxard to welcoming 
you in April.

David Byrne and Helmut Brand, EAPM Co-Chairs
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Day One - Tuesday 5 April

12:30 - 13:30 Registration, coffee and networking
13:30 - 13:45 Welcome and opening addresses
David Byrne, EAPM Co-Chair

13:45 – 16.:00 Plenary Session I
Taking Stock – The Member States’ Perspective, Commission and  
Stakeholder Perspectives

Session Chair: Gordon McVie, European Institute of Oncology

Taking Stock – The Minister and Commission Perspective
Rudolf Strohmeier, Deputy director-general, Research Programmes, DG Research,  
European Commission
Christopher Fearne, Minister of Health, Malta

Taking Stock – The Presidency Perspective
Anne Calteux, First Government Counsellor, Luxembourg Health Ministry
Aldo Golja, Senior Policy Advisor Pharmaceutical Affairs and Medical Technology, Ministry of Health, 
Welfare and Sports, Netherlands 
Dušan Šandor, First Secretary, Permanent Representation of Slovakia

Taking Stock – The Stakeholder Perspective
Peter Liese, Member of the European Parliament
Richard Bergstrom, EFPIA Secretary General
Robert Johnstone, Board Member, European Patient Forum
Steven Shak, Co-Founder, Chief Scientific Officer, Genomic Health
Serge Bernasconi, CEO MedTech Europe, EDMA, Eucomed
Angela Brand, Maastricht University 
Didier Jacqmin, EAPM Treasurer
 
All perspectives followed by Questions & Answers

16:00 – 16:30 Coffee break
 
16:30 – 17:45 Plenary Session II: HTA, Payers, and Integration
Dialogue with National Medicine Agencies, National Health Technology Experts and Insurance

Session Chair: Helmut Brand, EAPM Co-Chair, Professor of Public Health, Maastricht University

Hans Georg Eichler, European Medicine Agency
Sarah Byron, NICE
Maria Aguirre, Director Osteba, The Basque Office for HTA
Maarten J. Ijzerman, Professor of Clinical Epidemiology & HTA, University of Twente
Hans Peter Dauben, Head German Agency for Health Technology Assessment (DAHTA) and  
Medical Innovations
Gunter Danner, Associate Director to the European Representation of German Social Insurance
 
Followed by Questions & Answers
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18:30 – 19:30 Cocktail reception - European Parliament Members’ Salon
18:45  Welcome Speech: Lambert Van Nistelrooij, Member of the European Parliament

19:45 – 22:00  Presidency Conference Dinner (by invitation only) –  
European Parliament Members’ Salon
Dinner Speakers:  
Cristian Silviu Bușoi, Member of the European Parliament 
Peter Kapitein, patient advocate 'Inspire2Live'

Day Two - Wednesday 6 April

09:00-09:10 Welcome: Alojz Peterle, Member of the European Parliament
Opening address: Ken Matris, Europa Uomo

Session Rapporteurs:
Peter O’ Donnell, Politico
Ian Banks, European Mens’ Health Forum

09:10-10:10 Roundtable 1: New models for clinical trials

Introducing the Roundtable: Mark Lawler, Dean of Education, Faculty of Medicine, Health and Life 
Sciences, Queen’s University Belfast

Chairs of the Roundtables (Each table will have approximately ten participants):  

Table 1: Mark Lawler, Dean of Education, Faculty of Medicine, Health and Life Sciences,  
Queen’s University Belfast 

Table 2: Daniel Schneider, Director of International Marketing, Genomic Health

Table 3: Paolo Casali, ESMO EU Policy Committee Chair, European Society of Medical Oncology 

Table 4: Simon Hollingsworth, Executive Director of Oncology Innovative Medicines, Astrazeneca

Table 5: Miriam Gargesi, Director, Healhtcare Biotechnology, EuropaBio

Table 6: Stephane Lejeune, EORTC, EU Programme Coordinator – Senior Contract Officer, European 
Organisation for Research and Treatment of Cancer

Table 7: Anastassia Negoruk, Head of International Regulatory and Intergroup, EORTC 

Table 8: Gabriella Almberg, Director Government Affairs Office, EFPIA 

Table 9: Kaisa Immonen-Charalambous, Senior Policy Advisor, European Patient Forum 

Table 10: Etienne Richer, Assistant Director, Insitut de genetique des IRSC, CIHR Institute of Genetics

10:10 – 10:30 Feedback from the Rapporteur to the Institutional Stakeholders
Sirpa Pietikainen, Member of the European Parliament
Fabio D’Atri, DG SANTE European Commission
 
Followed by Questions & Answers

10:30-11:20 Roundtable 2: The Data Protection Regulation and Big Data generally
Introducing the Roundtable: Mario Romao, Digital health policy manager for Europe, INTEL



Day Two - Wednesday 6 April (continued)

Chairs of the Roundtables (Each table will have approximately ten participants):  

Table 1: Mario Romao, Digital health policy manager for Europe INTEL

Table 2: Brendan Barnes, Director IP & Global Health, EFPIA 

Table 3: Laurene Souchet, Policy Officer at European Patient Forum 

Table 4: Angela Brand, Maastricht University 
 
Table 5: Anastassia Negrouk, Head of International Regulatory and Intergroup at EORTC 
 
Table 6: Laure Le Bar, SAP Researcher & Innovation Research Project Director

Table 7: Ernst Hafen, Deputy Head of Institute for Molecular Systems Biology, ETH-Zurich

Table 8: Bonnie Wolff-Boenisch, Head of the research Affairs Unit, Science Europe

Table 9: Roberto Delgado Bolton, Head of the Department of Diagnostic Imaging and  
Nuclear Medicine, San Pedro Hospital and Centre for Biomedical Research of La Rioja, Spain

Table 10: Barbara Freischem, Executive Director, EBE

11:20 – 11:40 Feedback from the Rapporteur to the Institutional Stakeholders
Peteris Zilgalvis, DG Connect, European Commission
Marju Lauristin, Member of the European Parliament 
Philippe De Backer, Member of the European Parliament
 
Followed by Questions & Answers

11:40-13:00 Roundtable 3: The promotion of cross-disciplinary interaction - getting personal

Introducing the Roundtable: 
Didier Jacqmin, EAPM Treasurer, European Association of Urology

Chairs of the Roundtables (Each table will have approximately ten participants): 

Table 1: Holger Moch, Professor of Pathology at the University of Zurich

Table 2: Luis Mendao, Chairman, GAT-Treatment Activist Group

Table 3: Tom Duyvene de Wit, European Affairs, European Haematology Association
 
Table 4: Rebecca Jungwirth, Government Affairs Manager, Roche

Table 5: Nuria Malats, Spanish National Cancer Research Centre 

Table 6: Domenica Taruscio, MD Director National Centre for Rare Diseases 

Table 7: Frederic Destrebecq, Executive Director, European Brain Council

Table 8: Jasmina Koeva, Chairperson of Bulgarian Personalised Medicine

Table 9: Hugh Pullen, Senior Director Government Affairs Merck Serono

Table 10: Olivier Arnaud, Juvenile Diabetes Research Foundation



Day Two - Wednesday 6 April (continued)

12:30 – 13:00 Feedback from the Rapporteur to the Institutional Stakeholders
Pierre Meulien, Executive Director, Innovative Medicine Initiative 
Miroslav Mikolasik, Member of the European Parliament (TBC)
Miriam Dalli, Member of the European Parliament
Elisabetta Gardini, Member of the European Parliament
Antoni Montserrat, policy Officer for Cancer and Rare Disease, Director of Public Health (DG SANTE), 
European Commission
Denis Lacombe, Director General EORTC

Followed by Questions & Answers

13:00 - 14:00 Lunch

14:00-15:15 Plenary Session III:  Value of Innovation, Access and Incentives

Session Chair: Stamimir Hasardzhiev, Board Member of European Patient Forum

Panel: Tom Fowler, Director Public Health for Genomics England
Giovanni Martinelli, University of Bologna
Ricardo Baptista, Associate Professor, Department of Specialised, Experimental and  
Diagnostic Medicine
Roberto Gradnik, President EBE
Agnes Mathieu, DG SANTE D5 (Medical Products), European Commission

Followed by Questions & Answers 

15:15 -15:45 Coffee

15:45-17:00 Plenary Session IV: Genetic Mapping & Ethics

Session Chair:  Helmut Brand, EAPM Co-Chair

Panel: Peter J. Fromen, Senior Director, Investor Relations, Illumina
Irene Norstedt, Head of Unit, Innovative and Personalised Medicine Unit, Research & Innovation DG, 
European Commission 
Kay Swinburne, Member of the European Parliament 
Gordon McVie, European Institute of Oncology 

17:00-17:30 Conclusions and close of conference:  
Denis Horgan, EAPM Executive Director



Day 1: Plenary Session I

Taking Stock – The Member States’ Perspective,  
Commission & Stakeholder Perspectives

From a broad range of perspectives, this session will offer
an overview of where we are now in terms of personalised
medicine, where we need to be and what we need to do to 
get there.

It will also take into account the Luxembourg Council 
Conclusions on personalised medicine and how they can 
be implemented via Member State, Commission and other 
stakeholder actions and initiatives.

For personalised medicine to succeed and for healthcare  
innovations to fulfil their true potential, an informed,  
engaged and empowered multi-stakeholder framework  
is crucial.

Personalised medicine often calls for more information and 
advice. This session looks at patients’ concerns, expectations 
and priorities with regard to personalised medicine.

• Patient empowerment
• Shared decision making
• Informed consent – communication
• Access & Value of Innovation
• Data sharing – data protection

Day 1: Plenary Session II

HTA, Payers, and Integration

Three of the key elements affecting new treatments, IVDs  
and drugs becoming more (or less) available are their  
assessment, their authorisation and how they are paid for at 
national level.

Developers work to create medicines that meet the needs 
of all stakeholders involved in the approval, reimbursement 
and uptake of new drugs. Achieving this is complicated by 
the different responsibilities of reimbursement agencies  
as well as registration requirements. 

Uptake of new, innovative medicines in Europe remains 
slow and, on top of this, is inconsistent.

Following a short overview of obstacles identified as of 
today to the integration of personalised medicine into  
clinical practice, this session will focus on the way forward 
and possible solutions aimed at:

• Adjusting Health Technology Assessment methods to the 
value of personalised medicine

• Safe and timely access to medicine/adaptive pathways
• Setting up of European reference networks: bio-banking 

networks
• Paying for personalised medicine

Day 2: Roundtable sessions

The openinging address will set the scene and look at how 
Europe can implement the Luxembourg Council Conclusions 
in ways that are practical and achievable in order to bring 
lasting benefits to patients, now and into the future.

The first sessions will involve several round tables, with each 
table of ten-or-more attendees discussing how to progress in 
the topics outlined here.

These will consist of 45-minute rapid-fire discussions which 
will then be scrutinised, evaluated and by the rapporteurs to 
all other participants.

Roundtable 1: New models for clinical trials

EAPM has assembled a multi-stakeholder panel to address 
whether a personalised medicine-enabled clinical research/
clinical trials strategy can underpin better outcomes for  
cancer patients.

Crucial to the success of any new clinical trial algorithms is 
the availability of biomarkers to drive patient stratification 
and treatment selection.

The Alliance has published a series of articles as part of the 
work of this EU Consensus Group on Clinical Trials, and these 
have appeared in a special edition of Public Health Genomics 
under the title "Getting Personal: The Future of Medicine 
and Clinical Trials".

One of the Alliance’s main aims is tackling the broader 
issues of personalised medicine in terms of clinical trials, as 
well as biobanks, data sharing, EU regulations and more, 
while looking towards the EU’s Horizon 2020 initiative.

There is a need to define precise evidence requirements  
for clinically applicable biomarkers, setting a defined  
evidence bar that must be reached for their clinical adoption 
and reimbursement.

The following questions, among others, need to  
be answered:

How should access to clinical trials be handled to prioritise 
the evaluation of technologies with the highest potential for 
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clinical utility to avoid exhausting valuable samples  
unnecessarily?

 
And what standards should be put in place to ensure that 
multiple clinical trials addressing the same questions are 
comparable, both from a clinical and analytical perspective?

Roundtable 2: The Data Protection Regulation and
Big Data in general

EAPM and its stakeholders are striving to develop common
principles on data collection based on standards and a sound 
legal framework in order to facilitate the sharing of patient 
data and the availability of comparable data at EU level.

This would mean allowing secondary use and analysis  
of data on a larger scale while ensuring the necessary  
protection of private-data protection yet fully respecting 
Member State competences.

In general, patients believe that it is important to share 
their data for research. It’s not difficult to see why – their own 
treatment certainly relies on past research and their children 
will benefit from research being carried out today.

Yet, while there is a fear around the safety of personal data, 
robust and effective safeguards already exist in research.

Researchers are obliged to keep data safe, and research 
using personal data always needs to be approved by ethics 
committee in the relevant country or countries. Such  
safeguards have kept data safe for many years, while not 
stopping the vital flow of research.

Limiting personal data use would have a stultifying effect 
on research, which will, in turn, have an impact on the health 
of today’s 500 million potential patients living in the EU, plus 
the generations to come.

Roundtable 3: The promotion of cross-disciplinary  
interaction and disease focus discussion

Although it is getting better, collaboration between different
disciplines needs to be greatly improved in this era of
personalised medicine.

Silo thinking must be dispensed with and cooperation 
boosted, notably between specialists in genetics,  
biostatisticians, statistic methodologies, bio- and  
health- informatics and epidemiology, as well as between 
other concerned health professionals.

On top of this, research needs to be shared on a much  
larger basis than it is now if Europe is to make the most of 
fast-moving science and the best new treatments.

Europe not only needs world-class research, it requires a
regulatory framework, and an economic model, that will  
allow new drugs not only to be developed but also to be 
madeavailable to patients who need them, wherever they 
need them, across Europe.

Citizens need to benefit from better co-ordination of  
research with all stakeholders involved, including a cross- 
section of legislators in the European Union. It is incumbent 
upon the EU to ensure that there is a sufficient budget  
allocation, simplification of access to funding and funding 
programmes that respond to the needs of the stakeholders.

Europe is still at the very early stages of translating research 
results into actual products. Research is key, as is a focus on 
innovation in health care.

Meanwhile, EAPM has released White Papers on pancreatic 
cancer, and lung cancer, while also focusing on cancer of  
the prostate. 

Much more work needs to be done to prevent, diagnose 
early and successfully treat these cancers, while, of course, 
there are serious issues with other diseases such as diabetes, 
cancer of the brain, breast cancer and more.

There were an estimated 79,331 new pancreatic cancer 
cases in 2012 in the EU-28, making it the fourth leading  
cause of cancer-related death, with 78,669 estimated deaths 
in that year.

Mortality of pancreatic cancer is also expected to keep 
increasing in Europe in the long term, overtaking mortality 
rates of other long-recognised deadly cancers. It is a serious, 
growing issue and must be addressed.

Meanwhile, Type 2 diabetes patients have a number of 
different subtypes. Not every patient with diabetes with 
the same age, duration of disease, body mass index, and 
Hemoglobin A1c will respond the same way to a treatment. 
The reason may be a genetic propensity to respond or not 
respond to a drug.

It is therefore important to assess every patient to establish 
which treatment will work best. This approach leads to better 
outcomes and less use of ineffective therapy. 

And neurodegenerative diseases, characterised by  
progressive dysfunction of the nervous system as a result of 
neuronal loss in the brain and spinal cord, still lack an  
effective treatment to halt the processes. Modification of cur-
rent therapeutic and diagnostic research strategies is a goal 
of increasing urgency.
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Day 2: Plenary Session III

Value of Innovation, Access and Incentives

To understand ‘value’ one must first, of course, understand an 
innovative treatment, plus any other treatment options, and 
consider what it (or they) can provide. 

Patients, when they understand their options, will have their 
own views on what constitutes value, depending on their 
circumstances – “Will I get better? Will I live longer? Will my 
quality of life improve? What are the side effects?”

Payers, not surprisingly, when they weigh, as they do, 
benefits against cost and other considerations, may take a 
different approach. 

Meanwhile, manufacturers and innovators must operate 
within limits of ‘value’ that are as yet unclear.

There is a solid argument that value should always be  
defined in respect of the ‘customer’, Value in health care  
depends on results and outcomes – vital to the patient – 
regardless of the volume of services delivered, yet it appears 
that elsewhere the value is always going to be seen as  
relative to cost.

For this and other reasons, patients should always be  
involved at all levels on any discussions about what  
constitutes value.

Incentivising access to health technologies that bring  
value to patients and health systems across Europe, whether 
they be medicines, therapeutic interventions or medical  
technologies such as diagnostics, should be the guiding  
principle for the selection and provision of health services 
and implementation at the pan-European level.

Prevention, meanwhile, is clearly of high societal value, yet 
where are the real fiscal incentives?

Current reimbursement systems, with short-term budget 
pressures, work in favour of treatments that might generate 
less value overall yet provide greater short-term returns.

The above obviously affects access, or brings about a lack of 
it. Making healthcare systems accessible and affordable to all, 
regardless of personal circumstances and location, should be 
a cornerstone of the EU’s pledge for equality for all citizens.

Day 2: Plenary Session IV

Genetic Mapping & Ethics

Treatments based on ethnicity and race are sensitive and
concerns have been raised regarding the ‘medicalisation of 
race’. Personalised medicine is ethically problematic. These 
concerns should not be taken lightly but need a societal 
discussion.

Also, many prospective patients may not wish to know their 
genetic predisposition to various diseases and there are fears 
that such knowledge may lead to pressure from patients 
and their families for ‘over-treatment’ in an already stretched 
healthcare environment.

However, while there is a need for caution, patients have a 
right to a choice, and they have a right to access to their own 
medical data, too – data that can inform that choice.

In terms of genetic mapping, as well as for genetic experts, 
personalised information about medicines will also to a 
growing extent be the responsibility of family doctors and 
primary health care units. The output of genomic data from 
new sequencing platforms will be extraordinary.

Prospective genotyping in the clinic implies communication 
of complex benefit/risk information and advice to patients. 
Information aimed at a group of patients must be tailored to 
individual patient needs, taking into account the differences 
in lifestyle patterns, additional disease risk and more.
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