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Taking Stock: The growth of personalised  
medicine and the role of EAPM

Over the past few years, the development and implementation 
of personalised medicine has come on in leaps and bounds. And 
while there are still many barriers to be overcome when it comes 
to access for patients to these exciting and innovative new  
treatments, there is certainly cause for optimism.

There is evidence to suggest a steady breaking-down of  
silo mentalities within stakeholder groups, more frequent  
collaborations within and beyond individual Member States and a 
growing emphasis on research and innovation with the European 
Commission and Parliament. The European Alliance for  
Personalised Medicine (EAPM) has consistently promoted this 
within its activities and achieved deliverables on behalf of its 
members. 

It is clear that to reduce healthcare expenditures, medicine 
needs to shift focus and include disease prevention as well as 
therapy. Advancements in analytical  technologies associated with 
Ppersonalised medicine will facilitate the investigation of how 
the lifestyles of individuals interact with their genetic make-up 
and metabolisms and thereby lay the foundation for disease risk 
recognition and individualised disease prevention.

Since EAPM began its work, an increasing influence on forward 
thinking and even legislation has occurred. In the latter arena, 
the Alliance has been influential in translating the concerns of its 
members about aspects of the Data Protection Regulation, the 
Clinical Trials Regulation, and the In vitro Diagnostics Regulation.

These activities involved tabling amendments and setting up 
bilateral meetings with different rapporteurs and shadow  
rapporteurs working on the dossiers. In addition, EAPM has often 
followed up with the Commission to clarify technical  
questions on behalf of its members on the above and other issues.

Also, with its Working Group leaders, EAPM regularly meets with 
different Commission representatives and cabinet members to 
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Benefits of being part of the Alliance

Safe Harbour meetings: Participation in all Alliance 
meetings on issues linked to the EAPM Call to Action.  
The meetings include patients’ organisations, medical 
professionals, healthcare planners, industry, scientific/
research, politicians  and institutional representatives

Political/Regulatory Bridge: EAPM offers meaningful 
engagement with EU/national politicians, Commission 
officials, the EMA and national stakeholders to ensure 
that policy and regulations facilitate an environment 
for personalised medicine. Provides information to the 
political arena via the STEPs MEPs Interest Group,  
Parliament roundtables and the annual conference

Communication Bridge:  Developing a consensus  
dialogue of changes that need to be made. Timely  
updates, policy engagement and analysis from  
different sources, such as patients, medical profession-
als, healthcare planners, scientists and researchers. 

Network Bridge:  Provides the space to allow for  
tangible action between stakeholders in a SMART way 
whether at the EU, regional or national level

Recognition in the area: Recognised within EAPM in its 
various forums, outreaches (EU/national/regional) and 
communication through social media, print and online 

Policy Bridge: Participation in different Policy  
Working Groups and in the Regulatory Affairs  
Taskforce (on which EORTC takes the lead): these cover  
IVDs, MAPPS and clinical trials, plus the Working Group 
on Big Data - in collaboration with EFPIA - which will 
found a multi-stakeholder European Taskforce on 
Health Data



‘The Education Summer School planned for next year, 
and the subsequent seasonal schools, represent a  

marvellous opportunity to help healthcare  
professionals – and other stakeholders – realise the  

immense potential of personalised medicine.”’

Christine Chomienne
President European Hematalogy Association



highlight the importance of the ‘asks’ set out in policy papers. 
This work has included proposing amendments to legislative 
dossiers, participating in EMA meetings and running roundtable 
events with stakeholders and Members of the European  
Parliament (MEPs) to develop consensus positions. 

EAPM, with its broad base of stakeholders, has raised  
awareness of the potential of personalised medicine and  
what needs to be done to weave it into national healthcare 
system-thinking in a practical way. 

It has managed to bridge the gaps of misunderstanding  
and silo-thinking between stakeholders, which has allowed   
for learning and sharing between them, in order to develop 
common understandings and joint actions. 

Areas where this has paid dividends include that of research,  
in which EAPM has supported the progression from IMI to IMI II 
by issuing statements, organising high-level roundtables with 
MEPs in Strasbourg, and hosting meetings focussing on  
different disease areas and treatments (such as cancer,  
urology and imaging). This has allowed the Alliance to develop 
clear policy/research asks. In the meantime, IMI II gained  
increased funding and EAPM members are engaged in  
this activity.  

The broad mix of Alliance members provides extensive  
scientific, clinical 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 Euro-
pean Medicines Agency, and they are actively involved in our 
activities such as in the Consensus Group on Clinical Trials. 

The EAPM Forum, meanwhile, brings all stakeholders together 
every 2-3 months to review activity and to direct political  
strategy. Working Groups develop positions on key topics and 
make proposals and recommendations.

The Alliance has essentially created a ‘safe harbour’ space in 
which different stakeholders can act, discuss vital issues,  
develop consensus and advocate different positions. Such a 
space did not exist prior to its setting up. EAPM’s membership 
is constantly growing, which illustrates that other organisations 
see the benefit of joining, in order to develop further synergies 
and interactions.

With an aging population across the EU, and a longer life 
expectancy, more and more money will necessarily be spent on 
health, including a larger proportion of national budgets on  
up-to-the-minute education/training and jobs in the health  
sector. Thus, there is a need for much more efficient use of  
limited resources. 

This was highlighted in the original EAPM Manifesto and the 
Alliance has made this case regularly over the past few years, 
not least by engaging with the new legislature of MEPs via the 
publication of its Briefing Document of MEPs and the setting up 
of a STEPs MEPs Interest Group (more of which, later).

Meanwhile, it is becoming essential to have one coordinated 
regulatory, legal and support funding system that can facilitate 
easy transitions for the benefit of the EU’s patients. This is a  
priority need to ensure the sustainability of the EU regulatory 
system, helping to make sure that different legislative dossiers 
link up and synergize. EAPM sees this as a key policy ask,  
mirrored in the work of its Regulatory Affairs Taskforce, which is 
led by EORTC.
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‘EAPM’s ‘Outreach’ programme is the  
ideal next step in raising awareness  
about the benefits of personalised  

medicine at national level.’

Stanimir Hasurdjiev
Board member, European Patients’ Forum



Through its Taskforce, EAPM is contributing to achieving this 
end and is perfectly situated to help develop common actions 
and engage at the policy and political level. It is based in  
Brussels and has strong networks, as well as a long track record 
of achievements, not least the fact that this year, for the first time 
in the EU’s history, certain Council Conclusions will be focused 
on personalised medicine.

On the subject of deliverables, support from our members has 
greatly helped to facilitate this and future support will allow the 
Alliance to develop added-value activities and achieve still more. 
This will include the national ‘Outreach’ programme which is 
outlined in elsewhere in this document.

Also, in the relatively short time since it was formed,  
EAPM has been in the vanguard of raising the profile and 
explaining the possibilities of personalised medicine in Europe. 
This is not only among MEPs and European Commission officials, 
but also among stakeholders across the health arena as well as 
the general public.

Its STEPs campaign (including the aforementioned MEPs  
STEPs Interest Group, of which more later), its conferences, 
roundtables, four Working Groups, plus the Regulatory Affairs 
Taskforce, have not only raised awareness of the immense  
possibilities of personalised medicine but have also greatly 
helped to set the agenda – making EAPM the go-to organisation 
in this rapidly emerging field.

The Alliance’s diverse membership, which takes in all  
stakeholders, its widening network, its energy and its constant 
engagement with new and long-standing MEPs have  
ensured that EAPM has quickly become a major influence in 
implementing personalised medicine such as the Commission 
Communication titled ‘Towards a thriving data-driven economy’ 
{SWD(2014) 214 final}.

Meanwhile, numerous editorial pieces, publications,  
newsletters, reports and studies have helped to create a large 
body of reference work that has the knowledge and opinions of 
Europe’s leading experts as its main contributors. 

Much of this material is linked to our four policy Working 
Groups which cover Big Data, Access, Translational Reasearch 
and Education of Healthcare Professionals, as well as the  
Regulatory Affairs Taskforce which focussus on issues affecting 
in vitro diagnostics, data protection, clinical trials and Medical 
Adaptive Pathways for Patients (MAPPs).

In essence, EAPM’s various communications bring visibility to 
all of the issues by creating a narrative to highlight and support 
the concerns of patients, medical professionals, industry,  
scientists, researchers and healthcare planners by translate these 
to policy ‘asks’ that are directed to policy makers and regulators.

Lately, the Alliance has also begun engaging with its members 
through surveys. Over the past few months, two major surveys 
were launched focussing on Patient Access to Personalised 
Medicine (with more than 200 patient replies) and Educational 
Needs in the Healthcare Community.

The latter has led to an agreement among medical societies 
about the need to form an Education Summer School in 2016.

And in 2014, EAPM undertook a survey all members to assess 
Barriers to Access in Personalised Medicine.  

‘The STEPs MEP’s Interest Group is making 
strides in the European Parliament and I predict 

that it will continue to do so in the future.’

Cristian-Silviu Busoi
Member of the European Parliament
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On a further note, since March 2013, three highly successful 
conferences under different EU Presidencies have greatly helped 
to bring personalised medicine to the fore at a high level across 
Europe, having been attended by, among others, Member State 
ministers, MEPs and national MPs.

And from the original (and ongoing) strategy that brought 
the key stakeholders together after the launch of the original 
Manifesto, the Alliance has continued to map all of the issues 
that emerged from its annual gatherings. 

The first conference came under the Irish presidency, and  
was titled ‘Innovation and Patient Access to Personalised  
Medicine’, the second (under the Italian presidency), came  
under the banner ‘Integrating Personalised Medicine into  
EU Health Strategy’, while the 2015 conference covered  
numerous issues in its SMART initiative -  ‘Smaller Member States 
and Regions Together’.

The Alliance is also heavily involved in the PerMed strategy 
– and coordinated the launch of its Strategic Research and 
Innovation Agenda (SRIA) report with a press conference in 
early June. PerMed is a Commission-backed Coordination and 
Support Action (CSA) designed to bring together 27 national 
funders, as well as decision makers in research policy, health care 
and implementation.

It is tasked with generating recommendations and research 
activities aimed at fostering the further implementation of  
personalised medicine.

The report’s recommendations include an urgent need to: 
demonstrate the impact and potential benefits of personalised 
medicine for health systems, by supporting public health  
evaluations; incorporate patient participation and responsibility 
in all phases of research and development and in the ownership 
and control of personal health data, and; develop common  

principles and regulatory frameworks that enable the ethical 
sharing of personal data for research.

With this, EAPM believes that recognising the importance of 
translational research is crucial in terms of the integration of 
personalised medicine into European health systems, and has 
called for the development of a European Translational Research 
Platform (ETRP).

The ETRP would enable the efficient conversion of exciting 
research discoveries to innovative diagnostics, therapeutics, 
products and processes that will benefit European patients, 
industries and societies.

EAPM has strived to put personalised medicine  
on the Big Data map within the Big Data Value Association, 
which held its first summit in June. Also, EAPM ensured that  
personalised medicine and health data were part of the  
Commission’s Communication on the Data Driven Economy. 

And in the education of healthcare professionals, the Alliance’s 
Education Working Group is striving to create an Education  
Summer School by the end of June, 2016 – an initiative  
supported by all the medical societies that are active with EAPM.

‘By acting on the ground in smaller Member 
States, the Alliance is taking its message out 
into the wider world, where a lack of patient 

access is often a huge issue.’

Luís Mendão 
EATG (European Aids and Treatment Group)
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The Research Working Group, meanwhile, makes continuous 
efforts to support EAPM members as partners with Horizon 2020 
projects, while aiming to take the lead in certain aspects.

The Clinical Trials Consensus Group is currently working on a 
series of nine articles that will be published in Public Health 
Genomic. These will seek to outline what solutions could be  
offered to:

• Optimise research to better address the objectives of  
different stakeholders with competing interests

• Optimise the finite opportunities to address important  
clinical questions in research

• Increase multi-stakeholder collaborations, especially  
cross border

 
• Better incentivise the successful development of biomarkers 

that can accelerate personalised medicine    

• Optimise information sharing regarding existing research 
to avoid suboptimal clinical decision making that can delay the 
implementation of best practices in clinical research and practice

EAPM has many initiatives and plans. And now is the time to 
begin implementing them – for example, as part of the  
upcoming Council Conclusions that will occur under the  
Luxembourg Presidency later this year.

EAPM 4th annual Presidency conference

EAPM’s fourth annual conference, in Spring 2016 under the EU 
Presidency of The Netherlands, will have ‘Taking Stock’ as its 
over-arching theme.

The two-day event, to be held at the Solvay Library in  
Brussels, will take as its format an opening plenary followed by 

five further sessions. As for the past three conferences, thesel 
include a powerful array of high-level speakers and will be  
attended by some 180 experts. 

Benefits of EAPM’s conferences
Each conference brings together a broad base of 
stakeholders including  patients, health professionals, 
healthcare planners, industry representatives,  
scientists and researchers - the people you want to 
meet at the top of their field

These forums provide ideal opportunities to engage 
with high-level players in the personalised medicine  
arena and are attended by (among others) elected 
politicians, Commission officials and and a broad 
range of stakeholders, at the pan-EU level 

The conferences are ideal platforms on which senior 
representatives can speak and engage with  
politicians, Commission officials and the EMA  
while expressing their opinions, concerns and  
common objectives to peer-group experts
  
Each annual conference deals with the vital issues of 
the day, such as Big Data, the future of clinical trials, 
research, value, access to treatment, MAPPs and more. 
These are essential issues that  will shape the EU 
health landscape now and into the future

Recommendations emerging from the conferences 
are aimed at steering policy and relevant legislation  
and can form part of the rotating EU Presidency’s 
influential Council Conclusions
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As always, these will include MEPs, government ministers, 
Commission officials, EMA representatives and EAPM members 
drawn from patient groups, healthcare professionals, industry, 
academia, research and the media.

There is a clear value to stakeholders in attending this  
conference and dates and a registration link will be provided in 
due course. Meanwhile, readers can sign up to our regular  
newsletter at denishorgan@euapm.eu

Key policy areas to be covered before (and updated during) 
the 2016 conference include:

Research

EAPM will push for more calls in the areas linked to its Research 
Policy Roadmap. These include: 

• Embedding personalised medicine into European healthcare 
systems 

• Developing a patient-centred European Translational  
Research Platform 

• Empowering patients as advocates for personalised medicine 
integration

• Informing relevant stakeholders about the benefits and  
challenges of personalised medicine

• Providing an evidence base for the clinical, health, economic 
and societal advantages of personalised medicine

• Engaging with regulatory authorities, healthcare providers 
and policymakers to enable more rapid translation of  
personalised medicine approaches into clinical practice

• Influencing personalised medicine policy developments and 
funding opportunities at European and national levels

• Applying for more grants in 2016

• Pushing the agenda for more collaboration at EU level with 
research grants, while ensuring that patients are at the centre of 
all actions

Education

EAPM’s main focus in this area will be on developing an  
Education Summer School, for June 2016, as well as a curriculum 
for future seasonal schools in Winter, Spring and Autumn.

The Alliance will be working to engage policymakers with a 
view to highlighting the need for more support for educational 
resources, a suitable framework, and recognition of professional 
qualifications at EU level. 

The aim is to promote medical education, disseminate  
information, and exchange knowledge, technical and  
technological expertise between professionals working in varied 
healthcare settings in resource-rich and resource-poor nations 
in the area of personalised medicine. Bridging the knowledge, 
technical and skills gap between professionals from diverse 

‘The current and future well-being of  
500 million EU citizens is at stake. EAPM will 

do all in its power to place personalised  
medicine at the heart of Member State 

healthcare systems’

Helmut Brand 
EAPM Co-chair



Page 10



Page 11



Page 12

backgrounds will ultimately benefit patient in the era of  
personalised medicine.

Areas covered will be:

• Available diagnostic/prognostics/predictive tests and  
monitoring approaches; patient eligibility; data interpretation; 

• Awareness of the latest relevant diagnostic prognostics/ 
predictive and molecular tests, including monitoring possibilities 
garnered from the onset of Big Data; 

• Monitoring developments in personalised medicine and on 
shifting competences from knowledge retention to information 
retrieval, and; 

• Skills required to navigate the ethical, legal and social issues 
of diagnostics and monitoring in personalised medicine. 

Clinical Trials

EAPM’s Clinical Trials Working Group is seeking to respond to 
the challenges below, by creating a narrative of a policy and  
research agenda that could tackle them through multi- 
stakeholder collaboration. The key questions are:

 
• What solutions could be offered to optimise research to  

better address the objectives of different stakeholders with 
competing interests? 

• What solutions could be offered to optimise opportunities to 
address important clinical questions in research? 

• What solutions could be offered to increase multi- 
stakeholder collaborations especially cross border?

 
• What solutions can be offered to better incentivise the  

successful development of biomarkers that can accelerate  
personalised medicine?

    
• What solutions could be offered to optimise information  

sharing regarding existing research to avoid suboptimal clinical 
decision making that can delay the implementation of best 
practices in clinical research and practice?

The ‘Outreach’ programme

As mentioned above, the recent EAPM conference introduced 
the Alliance’s ‘SMART’ concept, which stands for Smaller Member 
States and Regions Together. This forum was held under the  
auspices of the Latvian Presidency and also gave a platform for 
the current Luxembourg term, and that country’s  

‘The health arena has always changed quickly 
and, even since the relatively recent formation 

of EAPM, has continued to do so with  
breathtaking pace. It is the intention of the  
Alliance to remain in the vanguard of these 

amazing developments.’

David Byrne 
EAPM Co-chair
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major conference held on 8 July in which EAPM was very  
much involved.

Although Brussels-based – which helps to better engage with 
the European Commission, EU permanent representations and 
the European Parliament here in the ‘Capital of Europe’ - EAPM 
believes it is time to place its feet firmly on the ground in more 
EU countries, in order to expand its work with the multi- 
stakeholder groups, and nations, that form its membership.

The sharing of knowledge and best practice, and the need 
for cross-border collaboration, are key to fulfilling the promise 
of personalised medicine and its goal of delivering the right 
treat¬ment to the right patient at the right time. 

It is clear that the EU’s smaller Member States and the regions 
within larger ones, find collaboration a necessity and will very 
likely show Europe the way when it comes to achieving this.

It is time to take the messages delivered at successive EAPM 
Presidency conferences, European Parliament roundtables, and 
stakeholder congresses directly to national level. 

With this in mind, the Alliance will set up a formal steering 
group of members that can reiterate those messages on  
home soil. This steering group will be made up of stakeholders 
representing patients, medical professionals, healthcare  
planners and industry representatives, as well as scientists  
and researchers.

The steering group will meet regularly and act as a point of 
contact for EAPM’s work in the wider Europe to ensure that 
there is effectiveness and coordination in the regulatory, policy, 

education, and engagement arenas. It will also serve as a link to 
the STEPs interest group of MEPs, the European Commission and 
national Members of Parliament.

The Alliance believes that, among other things, SMART will  
allow it to follow the key implementation of legislative dos-
siers in individual countries, while offering an opportunity to 
develop a core group of stakeholders to facilitate activity on the 
ground in Member States and support the Alliance at EU level.

As part of its work with smaller Member States, EAPM will 
begin its ‘Outreach’ programme during 2015, and continue it 
into the future. This will be called ‘SMART Outreach - Pathways to 
Personalised Medicine’ and this year will several three events.

Moreover, in 2016, five further events will take place (subject  
to the necessary funding). It is intended that these will take place 
in Italy, Sweden, Germany and/or the UK and Ireland  
and, where relevant, will tie into the Council Conclusions of 
upcoming EU Presidencies.

Under the ‘SMART Outreach’ banner a mulitiude of areas and 

‘To have a high-level personalised medicine 
event taking place in my own country,  

Bulgaria, will have a major effect on  
grass-roots thinking. And all for the good.”.’

Andrey Kovatchev
Member of the European Parliament
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issues will be covered. The list that follows is not exhaustive but 
will certainly form the basis for many discussions.

The current clinical development paradigm is not adapted to 
the specific characteristics of a personalised medicine approach. 
For example, it is rather exceptional that a diagnostic and a  
specialty drug  follow an identical development process.   
Development programmes should be based on appropriate 
designs and methods for evidence generation. 

There is a need to think at European level about adaptive  
pathways, and conditional licencing before a full licence can  
be obtained. 

Meanwhile, better coordination and synchronisation is needed 
between the regulatory processes of diagnostics and therapies. 
Quality assurance and accreditation of diagnostics should be 
further developed in order to respond to the  
necessary safety conditions. 

There should be investment at European level in developing 
horizon-scanning exercises in order to evaluate whether new 
medicines respond to commonly identified priorities and unmet 
medical needs.   

Health technology assessment (HTA) processes should be  
adequately applied to the treatment package of diagnostic  
tools and pharmaceutical products. Adapted procedures for 
personalised medicine combinations should be implemented. 

HTA bodies have not only to play a role as scientific  
gatekeepers but must also be facilitators of innovations that 
provide value for money. 

The question of affordability is, of course, a crucial one. Europe 
needs appropriate frameworks and payment mechanisms that 

take into account the specific elements and uncertainties of 
personalised medicine. 

Meanwhile, registries and data from electronic health records 
offer almost unlimited possibilities, as long as patient privacy 
is respected. Capturing and delving into large-scale electronic 
medical data and genetic data has great potential in fostering 
research and innovation and improving population health.  

The correct use of ‘omics technologies requires highly-skilled 
professionals in different domains: medical, molecular biology, 
genetics, bioinformatics, etcetera. Multidisciplinary teams  
combining this expertise are essential for a successful  
implementation in medical practice. 

Health professionals will need extensive training on the  
understanding of the possibilities and limits of those  
technologies. Physicians will require ICT support and algorithms 
to assist with information management and decision making. 

Health systems will need to design pathways that facilitate 
good access to this care. An appropriate structure should be put 
in place in which centres of expertise and of excellence, both at 
national and international level, play a key role. 

‘The EU can do a great deal for personalised 
medicine, but it can’t do it all. The ‘Outreach’ 
programme will engage the Member States, 

and their healthcare decision-makers,  
face-to-face and directly.’

Nicola Bedlington
Executive Director European Patients’ Forum
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‘Outreach’ will also focus on National Cancer Plans (NCPs). 
These must empower patients and place them at the centre of 
their own treatment decisions.

Cancer is the name for a terrible set of diseases that affect 
millions of citizens and personalised medicine is making a huge 
contribution to its treatment today. It clearly must be integrated 
into all Member State NCPs.

 
These public health programmes aim to reduce cancer  

mortality and morbidity while increasing the quality of life of 
cancer patients, achieved via the implementation of evidence-
based strategies.

Cancer is the leading cause of death in Europe, with around 
1.75 million people dying each year and 3.45 million new cases 
of cancer emerging on an annual basis.

NCPs in Europe differ significantly across Member States and, 
while personalised medicine is a rapidly emerging field, it was 
not particularly high on the health agenda when most NCPs 
were designed and implemented between 2008 and 2010. 

EU Member States should integrate personalised medicine into 
their future NCPs.

Meanwhile, the development of predictive biomarkers in  
cancer care now makes it feasible to select the most  
appropriate treatment for the right patient at the right stage of 
their care – an approach termed a ‘personalised care plan’. EU 
member states may need support in developing their NCPs to 
incorporate biomarker testing as an essential and standard part 
of best clinical practice. 

Given the increasing financial pressures on the delivery of 
healthcare in Europe, it is important that improved outcomes are 
achieved in a  cost-effective manner. 

Biomarker testing not only unlocks increased therapeutic 
value, but also achieves improved outcomes in a cost-effective 
or cost-saving manner. 

Meanwhile, increased awareness and collaboration to ensure 
the uptake of the latest technologies that will enable routine 
biomarker testing in clinical practice.

On a further note, in collaboration with the Patient Access 
Partnership and with the EAPM WG on Access, the ‘Outreach’ 
programme will address the issue of barriers to access to  
personalised medicine and the issues (such as fair  
reimbursement) related to cross-border healthcare so that the 
patient can travel to another Member State where treatments 
are not available in their own.

Finally, health literacy is vital to have an informed patient. It is 
essential that patients are well-informed about the benefits of 
precision medicine and, thus, empowered patients and issues 
relating to this will be covered during the ‘Outreach’ sessions. 

Event I:
Evolving Europe’s healthcare systems
9 September 2015, The Economic Forum, Krynica, Poland

With a particular emphasis on Central and Eastern Europe,  
this event will examine the current state of play regarding  
personalised healthcare in the EU and the ways in which  
healthcare systems may need to adapt to accommodate it. 

A discussion panel will be organised in cooperation with the 
Polish Ministry of Health and EAPM, building upon the SMART 
initiative focused on developing personalised healthcare policies 
in smaller Member States and regions. 

Experts and policymakers from Central and Eastern Europe 
will share their views on the future shape of healthcare systems, 
focusing on improving access to early diagnosis to facilitate 
getting the right treatment to the right patient, as well as the 
financial schemes for modern therapies.
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Event 2:
New regulatory pathways for personalised medicines
30 September 2015, European Health Forum Gastein, Austria

This event will examine the progress in developing Medicine’s 
Adaptive Pathways to Patients (MAPPS) to help bring new  
specialised medicines through clinical trials and safety and  
approval processes faster and in manner that takes into account 
reduced target patient populations. 

It will also look at the choices that developers of new  
medicines will need to make in progressing potential new 
medicines through the regulatory process. The session will also 
consider the US’s development of Breakthrough Designation-
status medicines.

Contributions will also come from senior EU regulators, policy-
makers, EAPM members including clinicians, patients, industry 
represented by AstraZeneca and regulatory affairs leaders.

Event 3:
An inter-institutional discussion: ‘Personalised Medicine – the right 
treatment for the right patient at the right time’
8 October 2015, Sofia, Bulgaria

The meeting will attempt to address the broad issues below 
with a view to aligning EAPM’s personalised medicine STEPs 
agenda with those at the national level. 

Sessions will address:

• Personalised medicine – the concept, principles 
and methods, plus the advantages for patients and healthcare 

systems  

• Access to methods and products of Personalised medicine

High level speakers will include: 

• Dr Peter Moskov, Minister of Health of the Republic 
of Bulgaria

• Dr Daniela Daritkova-Prodanova, Chairperson of the Health 
Commission of the Bulgarian Parliament

• Dr Andrey Kovatchev, Member of the European Parliament

• Dr. Stanimir Hasyrdjiev, Member of the Board of the EPF, 
Chairman of NPO, and Secretary General of the EU Partnership 
for Improvement of Patients’ Access to Healthcare

Event 4:
Rewarding innovation, optimising resources
Late autumn 2015, Brussels, Belgium (date TBD)

This event will bring together officials from the European  
Parliament, the Commission, the European Council and industry, 
as well as patient groups and academic researchers. The event 
will look at how the new era of personalised healthcare and 
medicines might be paid for. 

For example, is personalised medicine unaffordable or can  
new mechanisms be developed and introduced that will reward 
innovation and allow access to new medicines for patients 
within the confines of Europe’s healthcare budgets? 

The event is intended to provide a bridge between  
Luxembourg’s and The Netherlands’ EU presidencies, and their  
focus on personalised medicine and the pricing of medicines.
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And finally...

In a very recent development, alongside EFPIA, EAPM is  
setting up a multi-stakeholder European Taskforce on Health 
Data. The Commission has concluded that the EU needs a more  
comprehensive and coherent policy on the fundamental right to 
personal data protection.

And, while the current framework remains sound as far as its 
objectives and principles are concerned, it has not prevented 
fragmentation in the way personal data protection is  
implemented across the European Union. There is also legal 
uncertainty and a widespread public perception that there are 
significant risks associated with the sharing of health research.

It is clear that more cooperation, information-sharing and 
understanding among healthcare professionals, governing  
bodies and patients is not only desirable but also necessary to 
bring about a healthier Europe.

 
A framework is required for regular consultations with all 

stakeholders in the form of a Committee of Experts to be housed 
within the Commission. It is proposed that, in the interim, a  
taskforce be established to fulfil the same function. This  
multi-stakeholder taskforce would initally work for three years 
and have as one of its objectives the evaluation of the need for 
establishment of a formal committee by 2018.

The Taskforce will consist of a steering committee of  
approximately eight members, as well as a larger consultative 
committee. 

The group’s scope will cover the use of data in healthcare 
which can include (but is not limited to) data from:  clinical trials;  
biobanks; healthcare system transaction records;  
pharmacovigilance; medical records; prescriptions;  
consumers; patient-reporting; e-health; m-health; outcomes 
and; data from organisations. 

The purposes covered by the Taskforce will include (but not be 
limited to) data processing/sharing aspects of :  

• Research to understand the unmet need in the treatment 
and management of patients

• Research to guide the development of medicines by better 
understanding the mechanisms of disease and patient response 
to currently marketed treatments. 

• Continuous monitoring of the benefit and risks of marketed 
medicines, including being able to complete safety studies as 
required by the regulators to ensure that medicines are safe and 
effective for patients 

• Generating evidence on the effect on the health care systems 
of introducing a new medicine in order to help characterise the 
cost effectiveness in discussions with providers and payers

EU policy on data evaluation will not be included (eg: in the 
context of medicine approval or health technology assessment). 

STEPs

As previously mentioned, EAPM has 
set up, and runs, a STEPs Interest 
Group of MEPs. This is in order to act 
as a bridge bringing the concerns of 
our members into the EU policy arena.

Such a group allows the Alliance to 
continuously engage with MEPs at 

EU level and, to a growing extent, with national politicians.  This 
follows the SMART approach launched alongside Luxembourg’s 
Health Minister and will dovtail into the Council Conclusions on 
personalised medicine later in the year.

The number of MEPs involved will be extended and bilateral 
meetings, as well as roundtables, with will continue, with the 
focus areas mirroring those of EAPM Working Groups and the 
Regulatory Affairs Taskforce.

STEPs stands for Specialised Treatment for Europe’s Patients 
and has as its goals the following:

The STEPs initiative calls on Europe’s decision-makers to  
commit to the following for 2015-2019: 

• STEP 1: Ensuring a regulatory environment which allows 
early patient access to novel and efficacious personalised  
medicine (PM)

• STEP 2: Increasing R&D for PM, while also recognising its 
value

• STEP 3: Improving the education and training of healthcare 
professionals

• STEP 4: Supporting new approaches to reimbursement and 
HTA, required for patient access to PM 

• STEP 5: Increasing awareness and understanding of PM 

The STEPs MEPs Interest Group will move forward this year by 
taking into account the issues that were highlighted at various 
EAPM conferences, alongside the concerns of Alliance   
members and will seek to raise awareness of these issues within 
the European Parliament.

One key topic will be the ‘Sustainabilty of the EU Regulatory 
System’, which aims to bridge the gap between EU laws and their 
actual implementation at national level.

Other issues fall into line with various Alliance Working Groups 
and these include the ETRP, a Big Data ecosystem/Lighthouse 
Initiative, access for patients, regulatory affairs and education.

EAPM’s work continues...



The European Alliance for Personalised Medicine (EAPM)  
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. 

EAPM was launched in March 2012, as the European discussion 
on personalised medicine gathers pace. It is a response to the 
need for wider understanding of priorities and a more integrated 
approach among distinct lay and professional stakeholders. It 
works on case studies, education, training and communication 
to deliver practical policy recommendations designed to exploit 
the potential of personalised medicine to the full.  

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  
European Medicines Agency. By bringing together all  
stakeholders, EAPM’s aim is to help to forge constructive links 
between the EU institutions and society. 

The EAPM Forum brings all members together every  
2-3 months to review activity and to direct political strategy.  
Working groups develop positions on key topics and make 
proposals and recommendations to the Forum. The secretariat 
manages day-to-day operations, prepares Forum meetings,  
and co-ordinates the working groups). EAPM is funded by  
its members. 

Contact:  
Denis Horgan

EAPM Executive Director
Avenue de l’Armee/Legerlaan 10

1040 Brussels, Belgium
Ph: + 32 4725 35 104

Website: www.euapm.eu

About EAPM 


