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A massive improvement in the health of Europe’s 
citizens is within reach. Scientists, technologists, 
physicians and health economists have devised 
innovative pathways to boost the health status 
of individuals and to make healthcare systems 

more sustainable through personalised health and medicine. 
What is needed to turn this vision into reality is a clearer 
understanding among Europe’s policymakers and decision-
takers that a paradigm change is needed, with new forms 
of cooperation, collaboration and awareness across multiple 
domains and stakeholders1.

EAPM is promoting that understanding, with the ambition of 
seeing personalised health delivering major benefits by 2025 
through coherent strategies based around prevention, early 
detection, and treatment. This will mean making use of big 
data’s ability to modify what is possible in medical research 
and patient care. It will depend on more effective leverage 
of new technologies, to sharpen the impact of R&D on early 
diagnostics. It will mobilise diagnostics to guarantee patient 
access to personalised healthcare. And it will encourage 
authorities to collaborate in incentivising the innovation that 
will realise the full value of personalised medicine2.

To advance this work, EAPM has conducted an audit of 
stakeholder initiatives and programs that are shaping 
the landscape at EU level and within the Member States. 
This concluded that diversity predominates, with varying 
objectives, priorities terminology, attitudes and practices, and 
that there is no clear leadership across the entire value chain. 

Barriers highlighted included the limited availability of 
open enrolling clinical trials, a limited evidence base, the 
absence of profiling from most local/national guidelines, 
and the absence of personalised healthcare in most cure 
pathways – compounded by little consensus on clinical 
utility. Among providers, standards vary, and quality is 
uneven. Awareness is low among healthcare professionals, 

and relevant professional education varies widely3. Patient 
awareness and demand are also low4. And coordination is 
lacking among policymakers and regulators. In consequence, 
personalised healthcare development is often impeded5. Lack 
of experience, understanding, advocacy or payment hamper 
tumour profiling, and reimbursement options restrict both for 
on-label and off-label use, compounding poor access to off-
label and experimental medicines6. 

EAPM is seeking constructive policy intervention to assure 
coherent development, and is in a unique position as a bridge 
between stakeholders and institutions to advance constructive 
reflection. Key needs are investments, in education across all 
stakeholder groups, and in access – to testing and to therapies. 
Policy priorities include the development of genomic profiling 
(particularly through its Million European Genomes Alliance), 
incentives to drive wider and earlier access to diagnosis and 
the necessary engagement among all stakeholders, and 
conducive regulatory frameworks. 

Within this context, EAPM aims to build upon the merits 
of existing EU and Member State policy on health, and to 
complement it where it still has gaps in respect of maximising 
the benefits of personalised medicine. It engages with the 
European Commission, the European Parliament and EU 
Member States to review the regulatory environment so 
that Europe’s patients and citizens can have early access to 
personalised healthcare, and so that public health research is 
boosted. It is focusing on the potential of personalised health 
in prevention, precision profiling, clinical implementation, and 
therapeutics. And it is insistent that personalised health does 
not become the preserve of elites: systems must be found to 
ensure that innovation is rewarded but that there is wide and 
equal access to the fruits of innovation, while the overall costs 
are contained7.

Executive Summary

1 European Political Strategy Centre: Strategic Note #14: Towards an Innovation Principle Endorsed by Better Regulation. EPSC Strategic Notes 2016;14. Available at: https://ec.europa.
eu/epsc/file/strategic-note-14-towards-innovation-principle-endorsed-better-regulation_en. (Accessed October 22, 2017)

2 Eichler, H.-G., Hurts, H., Broich, K. & Rasi, G. Drug regulation and pricing — can regulators influence affordability? N. Engl. J. Med. 374, 1807–1809 (2016)

3 Dodson, Crystal. “Knowledge and attitudes concerning pharmacogenomics among healthcare professionals.” Personalized Medicine 8.4 (2011): 421-428.

4 Di Minno, Giovanni, and Elena Tremoli. “Tailoring of medical treatment: hemostasis and thrombosis towards precision medicine.” (2017): 411-418.

5 Collins, Francis S., and Harold Varmus. “A new initiative on precision medicine.” New England Journal of Medicine 372.9 (2015): 793-795.

6 Horgan D, Jansen M, Leyens L, Lal JA, Sudbrak R, Hackenitz E, et al. An index of barriers for the implementation of personalised medicine and pharmacogenomics in Europe. Public 
Health Genomics. 2014;17(5-6):287–98.

7 Karanikolos M., et al., 2013, ‘Financial crisis, austerity, and health in Europe’, The Lancet, Volume 381, No. 9874, p. 1323–1331, available at: http://www.thelancet.com/journals/lancet/
article/PIIS0140-6736(13)60102- 6/abstract (accessed August 2016); Feiler T, Gaitskell K, Maughan T, Hordern J: Personalised medicine: the promise, the hype and the pitfalls. The New 
Bioethics 2017;1:1-12.

8 Council Conclusions on strengthening the balance in the pharmaceutical systems in the EU and its Member States, 17/06/2016, available at: http://www.consilium.europa.eu/en/press/
press-releases/2016/06/17-epsco- conclusions-balance-pharmaceutical-system/ (accessed August 2016).
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The innovative quality of personalised care demands links to 
other areas of innovation - notably in the use of data, bio-
banking, next generation sequencing, screening, advanced 
imaging, biomarkers and more sophisticated analytics, 
sharpening the impact of R&D and early diagnostics, all linked 
to the digitisation of health8. Innovative approaches treatment 
guidelines, and to training and education, will equip healthcare 
professionals with new skills and knowledge, and overcome 
reticence by clear demonstration of advantages among those 
hesitant to adopt new approaches. And radical changes in 
thinking at the highest policy level in relation to public health 
generally will enhance the measurement of value for health 
interventions and adapt payment systems accordingly9. All of 
this will require agreement on standards, and improvements 
to regulatory pathways, as well as an appropriate regulatory 
and medical framework10.

This is why researchers and industry, health officials and 
regulatory bodies, patient organisations and payers and 
politicians are urged to come together, to give substance to 
a vision built around coherent strategies for prevention, early 
detection, and treatment11. 

EAPM is building platforms for real dialogue, and is inviting 
support from others similarly inspired by the challenge 
of radically improving healthcare and public health. It is 
organising annual pan-European, multidisciplinary scientific 
congresses specific to the fast-moving field of personalised 
medicine (in 2018 the congress will take place in November in 
Milan, under the title ‘Forward as one: Integrating innovation 
into Europe’s healthcare systems’), annual policy conferences 
in Brussels in collaboration with the EU Council (in March 
2018 it will take place under the title ‘Personalised Medicine 
and the Big Data Challenge’), annual summer schools for 
young healthcare professionals (in June 2018 it will take place 
in Warsaw), and an ‘innovation week’ across Member States 
in September 2018, entitled ‘3i - innovation, investment and 
incentives’.

The evidence of the merits of personalised medicine is 
already ample. The potential is huge. The benefits are there 
for the taking for patients, citizens and society, and will 
bring new levels of satisfaction to professionals working in 
the health domain12. But development and exploitation are 
slow, particularly in Europe, because of the lack of focus. 
Personalised medicine is the test-case for how far health 
systems are capable of a rational and reasoned response to 
opportunity. It is also a test-case for how far the supporters 
of personalised medicine are able and willing to come 
together in a joint effort to drive the process that can induce 
constructive change. In some areas, the EU has had – and can 
continue to have – a strongly supportive role in healthcare. It 
has stepped up where member states could have not done 
it alone13. The resulting coordination, to develop science, to 
translate innovation, to systemise marketing authorisation 
requirements for medicines and to facilitate quality testing 
and trials has shown a positive aspect of the EU, and should 
serve as inspiration and encouragement for more joined-up 
approaches to tackle new challenges14. 

9 WHO, Regional Office for Europe, March 2015, ‘Access to new medicines in Europe: technical review of policy initiatives and opportunities for collaboration and research’, available at: 
http://apps.who.int/medicinedocs/documents/s21793en/s21793en.pdf (accessed August 2016).

10 European Commission 25.10.2013 SWD(2013) 436 final: Commission staff working document: Use of ‘-omics’ technologies in the development of personalised medicine: https://
ec.europa.eu/research/health/pdf/2013-10_personalised_medicine_en.pdf. (Accessed Nov. 8, 2017); Annual report on the use of the special contribution for orphan medicinal products 
Year 2016. 2017 Jan 21. Available at: http://www.ema.europa.eu/docs/en_GB/document_library/Report/2017/02/WC500221159.pdf. (Accessed October 17, 2017)

11 European Commission, DG SANTE, webpage: ‘Commission Expert Group on Safe and Timely Access to Medicines for Patients (“STAMP”)’, available at: http://ec.europa.eu/health/
documents/pharmaceutical-committee/stamp/index_en.htm. (Accessed October 26, 2017)

12 Page, A., Baker, D., Bobrow, M., Boycott, K., Burn, J., Chanock, S.,.... Hudson, T.J., A federated ecosystem for sharing genomic, clinical data. Science 2016, 352 (6291), 1278-80. 

13 International Rare Diseases Research Consortium. Report of the 5th Therapies Scientific Committee Meeting. Available from: http://www.irdirc.org/wp-content/uploads/2015/03/
TSC_05_Lyon_20160314_Report- vPublic.pdf (Accessed 20 October 2017).

14 European Commission: Europeans and Biotechnology in 2010: Winds of Change? 2010. http://ec.europa.eu/public_opinion/archives/ebs/ebs_341_winds_en.pdf. (Accessed October 
10, 2017)

EAPM is building platforms for real dialogue, and is inviting 
support from others similarly inspired by the challenge of 

radically improving healthcare and public health
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A massive improvement in the health of Europe’s citizens is within reach. Scientists, technologists, physicians 
and health economists have devised innovative pathways to boost the health status of individuals and to make 
healthcare systems more sustainable through personalised health and medicine. What is needed to turn this 
vision into reality is a clearer understanding among Europe’s policymakers and decision-takers that a paradigm 
change is needed, with new forms of cooperation, collaboration and awareness across multiple domains and 

stakeholders.

A massive improvement in the health of Europe’s citizens is within reach – but making it happen faces challenges that are as 
much political as technical. Scientists, technologists, physicians and health economists have devised innovative pathways 
to boost the health status of individuals and to make healthcare systems more sustainable. Advanced personalised health 
is no longer a science-fiction vision. It is a tangible possibility. What is needed now to turn vision into reality is a clearer 
understanding among Europe’s policymaker and decision-takers about what is at stake: about the gains that can be made 
with the right actions, and equally about the opportunities that might be squandered with the wrong ones. At a time when 
access to health has never had such priority, and when incoherencies in healthcare planning risk overwhelming public 
spending, it is the correct moment for a candid assessment of the options available.

The merit of personalised healthcare is that it can bring benefits to society as much as to the individual. Its use of molecular 
genetics, screening, big data, early diagnosis and targeted treatment offer not just better care for the sick, but better 
preventive health for all, more informed responses to population-level health threats, and more efficient use of healthcare 
resources. 

However, because of the profundity of the science that underlies it, and the breadth of scope of its application, making 
progress with personalised healthcare requires an entirely new form of cooperation, collaboration and awareness across 
multiple domains and stakeholders. The new approach to health that personalised care makes possible can be optimised 
only if there is a sharing of purpose across the board – extending from researchers to investors, from healthcare professions 
to patients, and from regulators to payers. That can be done only with new links across disciplines and constituencies that 
have traditionally remained separate.

This is where EAPM is proving its value. Its advocacy has laid the foundation for bringing an advanced personalised healthcare 
approach into effect in a realistic timeframe. Its leverage among the many distinct stakeholders across the complex context 
of personalised healthcare has opened up new possibilities for sophisticated engagement and imminent tangible change. In 
an environment where there are so many diverse interests, multiple diseases, and horizontal issues EAPM brings together all 
stakeholders – patients, medical professionals, healthcare planners, researchers, regulators, policy makers and politicians 
and has become a focused one-stop shop for engagement at the EU/national level, as well as a trusted partner that the 
European institutions come to. 

Just as personalised care is hovering on the brink between acceptance and indifference, EAPM is mobilising a wide range 
of stakeholders to offer a comprehensive and coherent view. This is precisely the sort of juncture where the European 
Parliament is so well-placed to intervene with carefully-calculated support. Unfettered by the constitutional constraints of 
the European Commission, and with an alert impartiality that Member States do not always enjoy in the Council, MEPs can, 
if they choose, offer their backing to one of the most effective forms of innovative thinking about the future of Europe’s 
health and economic wellbeing. EAPM sustained actions in this area at the regional, Member State and European level is a 
well-timed demonstration of the scale of their reach – and of the importance of the task they are leading with, on behalf of 
all European citizens. We are proud to endorse the exercise, and to offer our support as the campaign advances to win for 
personalised care the recognition it deserves.

FOREWORD 
BY MEMBERS OF THE 
EUROPEAN PARLIAMENT

Cristian Busoi, MEPAlojz Peterle, MEP Lambert Van Nistelroolj, MEP

Adina Ioana Valean, MEPMarian Harkin, MEPElisabetta Gardini, MEP
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EAPM’s advocacy has laid the foundation for 
bringing an advanced personalised healthcare 
approach into effect in a realistic timeframe. Its 
leverage among the many distinct stakeholders 
across the complex context of personalised 

healthcare has opened up new possibilities for tangible 
change.

Our activity has complemented, reinforced and influenced 
European thinking – from the landmark Council Conclusions 
on Personalised Medicine to input into developments in 
the European Medicines Agency and EUnetHTA, and from 
responses to European Commission communications and 
tabling of European Parliament amendments in the Clinical 
Trials15, Data Protection16, In Vitro Diagnostics17 and shaping 
the area of Big Data for personalised medicine18.

This has gone hand-in-hand with playing a part in EU 
enterprise and research policy and in developing new 
attitudes to screening and early diagnosis of disease.

TODAY’S APPROACH

Today’s approach to personalised healthcare is still sub-
optimal19. The opportunities are obvious: physicians 
increasingly identify the root causes of disease and match 
patients to the therapy that can target a specific type of 
disease or genetic mutation, with diagnostic tests and 
tools increasingly driving treatment decision-making20. 
And the understanding of disease advances all the time21, 
with breakthroughs in treatment options in many non-
communicable conditions ranging from neurological to 
cardiovascular to diabetes to respiratory - and to rare 
haematological diseases, as well as in cancer, where some 
250-300 identified types and subtypes of cancer can now 
be identified and targeted22.

BACKGROUND

15 Clinical Trials Regulation. Available at: https.//ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/reg_2014_536/reg_2014_536_en.pdf. (Accessed October 22, 2017)

16 Data Protetction Regulation: Available at: http://ec.europa.eu/justice/data-protection/reform/files/regulation_oj_en. (Accessed October 21, 2017)

17 In-Vitro Diagnostic Regulation. Available at: http://www.emergogroup.com/sites/default/files/europe-ivd-regulation-consolidated-negotiated-text.pdf. (Accessed October 22, 2017)

18 Shaping Europe’s Vision for Personalised Medicine: Strategic Research and Innovation Agenda (SRIA). Available at: http://www.permed2020.eu/_media/PerMed_SRIA.pdf. (Accessed 
October 21, 2017

19 U.S. Food and Drug Administration: Paving the Way for Personalized Medicine. 2013. Available at: http://www.fda.gov/downloads/ScienceResearch/SpecialTopics/PersonalizedMedicine/
UCM372421.pdf. (Accessed October 13, 2017)

20 Ehmann F, Caneva L, Prasad K, Paulmichl M, Maliepaard M, Llerena A, Ingelman-Sundberg M, Papaluca-Amati M. Pharmacogenomic information in drug labels: European Medicines 
Agency perspective. The pharmacogenomics journal. 2015 Jun 1;15(3):201-10.

21 Committee on a Framework for Development of a New Taxonomy of Disease; National Research Council of the National Academies: Toward Precision Medicine: Building a Knowledge 
Network of Biomedical Research and a New Taxonomy of Disease. Washington, The National Academies Press, 2011. http://www.ucsf.edu/sites/default/files/legacy_files/documents/
new-taxonomy.pdf. (Accessed October 21, 2017)

22 Biankin AV (2017) The road to precision oncology. Nat Genet 49(1):2017
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TODAY’S APPROACH

But there are serious delays in introducing innovation into 
healthcare systems. The potential of personalised healthcare 
is insufficiently understood among policy makers and 
regulators, and in the broader stakeholder community23. 
Even where the therapeutic possibilities are starting to be 
recognised, there is still only a limited perception of the 
equally significant capacity of personalised healthcare to 
reduce harm in the population and to allow a better quality 
of life24. Exploiting the greater knowledge that science 
provides could allow the patient to benefit from better 
use of new screening technologies and to take a proactive 
role in maintaining health, through exercise, diet, or mental 
exercises25. Personalised healthcare is not just a discussion 
of innovative medicines; its full scope has to be seen in the 
context of the broadest public health initiatives, where it 
offers the opportunity to develop strategic responses of a 
preventive nature to the growing challenges of healthcare in 
an increasingly numerous and elderly population26.

A NEW TOMORROW

A new approach can bring major benefits by 2025, by fully 
exploiting the potential of personalised health with a new 
vision of coherent strategies based around prevention, early 
detection, and treatment. This will mean really making use 
of big data’s ability to modify what is possible in medical 
research and patient care27. It will depend on more effective 
leverage of new technologies, to sharpen the impact of 
R&D on early diagnostics28. It will mobilise diagnostics 
to guarantee patient access to personalised healthcare. 
Closer collaboration between authorities involved will ease 
the demonstration of the value of personalised medicine, 
so that regulators, payers, and policymakers respond by 
incentivising innovation29. 

The EAPM’s MEGA project – the Million European Genomes 
Alliance – is designed to to ensure that the findings from 
genomics can feed effectively to reinforce the emergence 
of personalised medicine. lt aims to provide maximal gain by 
concentrating on whole genome sequencing and on access 
to high-quality data, to increase the power of genomic testing 
in current clinical indications and establish the foundations 
for future applications of genomic medicine. It will make it 
possible to combine forces across disparate and separate 
activities, to accumulate and exploit research findings, and 
to ensure that Europe’s infrastructure meets the needs30. 

23 Butler D: Translational research: crossing the valley of death. Nature. 2008;453(7197):840–842. 

24 Callahan D: Medical progress and global chronic disease: the need for a new model. The Brown Journal of World Affairs. 2013

25 Hood L, Price ND: Promoting wellness and demystifying disease: the 100K project. Clinical Omics. 2014;1(3):20–23

26 Pritchard DE, Moeckel F, Susan Villa M, et al. Strategies for integrating personalized medicine into healthcare practice. Personalized Medicine. 2017;14(2):141–52

27 Stephens, Z. D.; Lee, S. Y.; Faghri, F.; Campbell, R. H.; Zhai, C.; Efron, M. J.; Iyer, R.; Schatz, M. C.; Sinha, S.; Robinson, G. E., Big Data: Astronomical or Genomical? PLoS 
Biol 2015, 13 (7), e1002195

28 Nelson, M. R.; Tipney, H.; Painter, J. L.; Shen, J.; Nicoletti, P.; Shen, Y.; Floratos, A.; Sham, P. C.; Li, M. J.; Wang, J.; Cardon, L. R.; Whittaker, J. C.; Sanseau, P., The support 
of human genetic evidence for approved drug indications. Nat Genet 2015, 47 (8), 856-60.

29 Eichler, H. G., Abadie, E., Baker, M. & Rasi, G. Fifty years after thalidomide; what role for regulators? Br. J. Clin. Pharmacol. 74, 731–733 (2012).

30 Million European Genomes Alliance Proposed as Response to Obama’s Precision Medicine Initiative. Available from: https://www.genomeweb.com/informatics/
million-european-genomes-alliance-proposed-response-obamas-precision-medicine-initiative [Accessed 24 October 2017].

What is real world evidence?
Real world evidence is defined as data that 

are collected outside the constraints of 
conventional randomised clinical trials.

Registries

Electronic Health
Records

Health Insurance 
Data

Patient and 
physician surveys

Genomes

Hospital
Data

Digital 
Phenotypes

Biobanks
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31 Slovic, P. Trust, emotion, sex, politics, and science: surveying the risk-assessment battlefield. Risk Anal. 19, 689–701 (1999).

MOVING FROM TODAY TO TOMORROW

There is a heightened focus on personalised healthcare among relevant stakeholders across the globe, but an effective 
strategy for bringing about the necessary policy modifications and practical shifts requires an understanding of the 
personalised healthcare landscape. And the principal element is its multifaceted nature31.

A central element in EAPM’s work with stakeholders is to develop an informed understanding about which initiatives are 
influencing the environment and who is affecting decisions around approvals, reimbursement and access to the innovations 
that personalised healthcare offers. This is why EAPM conducted an in-depth audit of major personalised healthcare initiatives 
and programs in Europe.

The audit identified key stakeholder categories, initiatives and programs that are shaping the personalised healthcare policy 
and regulatory landscape at EU level and within the Member States. It revealed how they are talking about personalised 
healthcare, which aspects they are prioritising and acting upon, and how their actions are conditioning access and delivery 
of personalised healthcare. It determined a role that EAPM can play in contributing to the shaping of that landscape, so as to 
guide development of EAPM positions and the engagement strategy for affiliates and members. 

The audit featured an initial landscape scan, followed by in-depth research on stakeholders and initiatives. This led to a ranking 
of groups and initiatives, according to their influence and policy engagement. And it synthesized insights, key findings and 
themes across stakeholder and initiative categories.

EAPM’s MEGA project – the Million European Genomes Alliance – 
is designed to to ensure that the findings from genomics can feed 
effectively to reinforce the emergence of personalised medicine
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DISPARATE APPROACHES

The principal lesson from EAPM’s audit was that there is a lack of demonstrated policy outcomes (in terms of legislation or 
regulatory change) that advance personalised healthcare, and no clear leader in the space. The focus is on driving access to 
personalised healthcare therapies and technologies, but the terminology used to discuss this varies widely, as do attitudes 
and practices in education and outreach to general physicians, specialists, payers and media32. 

A STRATEGIC VISION TO MOVE TO  
“PERSONALISED MEDICINE & HEALTHCARE 2.0”

One of the minimum requirements for creating and implementing a strategic vision – a “ personalised medicine & healthcare 
2.0” – is to create an aligned definition of long term ‘leadership’ (and by that we mean ten years) that spans the entire value 
chain, and reflects full consistency of objectives and priorities across and between all of its elements. It will be necessary 
to identify the indispensable attainments – the “must wins” - to achieve the agreed objectives (and, by the same token, the 
issues that we can “walk away” from).

On the basis of that agreed vision, a plan will have to be developed and funding will have to be committed to put it into 
effect. The plan will feature an assessment of the current state of play on the “must win” areas, with clear identification of the 
gaps that have to be bridged, a timetable of actions to address those gaps, and the construction of an overarching business 
case for personalised medicine & healthcare 2.0 that will secure the commitment of EAPM members to adequately fund the 
plan. Alongside, it will be necessary to build internal resources for successfully executing the plan: this implies developing 
a structure, with processes and procedures for governance and for efficient execution.

Primary Care

Prevention

Rehabilitation

Secondary Care

Tertiary Care
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THE MAIN BARRIERS 

Among the barriers the audit highlighted were the limited availability of open enrolling clinical trials, a limited evidence 
base, the absence of profiling from most local/national guidelines, and the absence of personalised healthcare in most cure 
pathways – compounded by little consensus on clinical utility33.

The audit also revealed varying standards and uneven quality among providers. It found an absence of advocacy in some 
regions, a lack of awareness or a reticence (and even indifference or downright hostility) among healthcare professionals 
(HCPs), and wide variations in relevant professional education. Low patient demand resulting from low awareness is another 
hurdle to be overcome34. 

Also, there is insufficient coordination among policymakers and regulators, leaving personalised healthcare development 
often impeded by incoherence; for instance, there are weak or non-existent arrangements for tumour profiling (owing to 
lack of experience, understanding, advocacy or payment) – and no road map for consistent moves towards improvement35. 
There are limited reimbursement options, both for on-label and off-label use, compounded by poor access to off-label and 
experimental medicines. And there are gaps in arrangements for governance36. 

33 Use of ‘-omics’ technologies in the development of personalised medicine, European Commission staff working document, SWD(2013) 436 final, 25 October 2013.

34 Horne R, Bell, J, Montgomery J, Ravn, M, & Tooke, J: A new social contract for medical innovation. Lancet. 2015; 385(9974): 1153-1154.

35 Eichler HG, Baird LG, Barker R, et al. From adaptive licensing to adaptive pathways: Delivering a flexible life-span approach to bring new drugs to patients. Clin 
Pharmacol Ther. 2015Mar;97(3):234-246.

36 Macaulay, R. “Early Acess But Then What? The Uk Early Access To Medicines Scheme Three Year Report Card.” Value in Health 20.9 (2017): A661.

 The plan will feature an assessment of the current state of play 
on the “must win” areas, with clear identification 

of the gaps that have to be bridged
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KEY POLICY ASKS

EAPM members can do much for themselves in their respective fields of responsibility and expertise, but the very nature 
of personalised healthcare, with its multi-layered complexity, also demands that there is constructive policy intervention to 
assure coherent development. 

The key needs are investments, in education, and in access37. 

Education is needed to make patients aware of the available options, and to inform HCPs on how and when to use them. The 
biggest challenge across the healthcare system is continuing medical education38. EAPM is proposing a multi-phase project 
to develop market-specific and disease-area educational pilots that can be eventually scaled up to offer broad educational 
programs. The programs would be clinically oriented, designed through a series of intensive workshops featuring experts in 
each field, and customised to each market. They should ensure a flow of new diagnostic experts, such as pathologists with 
the skills required to deliver the growing demand and professionals to conduct new tests using new techniques, and interpret 
the results so to feed the growing need for information. EAPM can cooperate with existing CME programmes, helping in 
orienting them towards new standards, and implementing reviews of quality. Investment in higher quality standards and 
regulation for bioinformatics and reporting activities would be a necessary adjunct.

But it will also be necessary to include education for payers, policy makers and regulators to allow for smooth integration 
of these new opportunities into clinical practice39.

Increased access to testing and to therapies is equally vital. Personalised health must not become the preserve of elites: 
systems must be found to ensure that innovation is rewarded but that there is wide and equal access to the fruits of 
innovation, while the overall costs are contained.This will will require changes in regulation and reimbursement pathways, 
and enhancements to data acquisition and security40. In Italy and Spain, for instance, pharmaceutical companies are 
forced to provide diagnostic tests associated with medicines41. Incentivising the use of in vitro diagnostics could through 
reimbursement could raise quality and reduce false positives/negatives42.

EU HEALTH POLICY

EU health policy has its merits, and – for personalised medicine – it has its limitations. The aim of EU policies and 
actions in public health is to improve and protect human health, and to support the modernisation of Europe’s 
health systems - which the EU sees both as improving the quality of its citizens’ lives, and as a contribution to the 
Commission’s 2014-2019 priority on growth and jobs43. The responsibility for health lies principally at the level of 

individual member states, but the EU institutions have an important role in promoting, coordinating and complementing 
national actions and in driving collaboration and cooperation44. The Commission’s key role is to support Member States’ 
efforts to protect and improve the health of their citizens and to ensure the accessibility, effectiveness and resilience of their 
health systems45. 

But European health policy still suffers from some uncertainty. Historically, health has had an uncomfortable time of it in the 
EU. The management and delivery of health and healthcare was very deliberately retained by Member States as a national 
competence from the outset, and this has sometimes impeded coherent strategic thinking about health at the EU level46.

THE CHALLENGE

37 Curry, Timothy B., Eric L. Matteson, and A. Keith Stewart. “Introduction to the Symposium on Precision Medicine.” Mayo Clinic Proceedings. Vol. 92. No. 1. Elsevier, 2017.

38 Ginsburg, Geoffrey S., Judd Staples, and Amy P. Abernethy. “Academic medical centers: ripe for rapid-learning personalized health care.” Science translational 
medicine 3.101 (2011)

39 Eichler, Hans-Georg, et al. “Relative efficacy of drugs: an emerging issue between regulatory agencies and third-party payers.” Nature reviews Drug discovery 9.4 
(2010): 277-291.

40 Sullivan R, Gyawali B: Economics of cancer medicines: for whose benefit? The New Bioethics 2017;1:95-104.

41 Akhmetov I, Bubnov RV. Assessing value of innovative molecular diagnostic tests in the concept of predictive, preventive, and personalized medicine. The EPMA 
Journal. 2015;6:19.

42 Cohen JP, Felix AE. Personalized Medicine’s Bottleneck: Diagnostic Test Evidence and Reimbursement. Journal of Personalized Medicine. 2014;4(2):163-175.

43 Mossialos, Elias, ed. Health systems governance in Europe: the role of European Union law and policy. Cambridge University Press, 2010.

44 Greer, Scott L., et al. “Health law and policy in the European Union.” The Lancet 381.9872 (2013): 1135-1144.; Greer, Scott L. “The three faces of European Union health 
policy: Policy, markets, and austerity.” Policy and Society 33.1 (2014): 13-24.

45 Steffen, Monika. “The Europeanization of public health: how does it work? The seminal role of the AIDS case.” Journal of health politics, policy and law 37.6 (2012): 
1057-1089. 

46 Baeten, Rita, and Bart Vanhercke. “Inside the black box: The EU’s economic surveillance of national healthcare systems.” Comparative European Politics 15.3 (2017): 
478-497.
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EAPM STRATEGY

Within the context of EU health policy, EAPM aims to build upon the merits of existing policy, and to complement it where it 
still has gaps in respect of maximising the benefits of personalised medicine. So EAPM brings together European healthcare 
experts and patient advocates to pursue improvements in patient care, by accelerating the development, delivery and 
uptake of personalised healthcare, including personalised medicine and diagnostics. 

Its vision is of personalised medicine changing healthcare, by tailoring healthcare solutions to the individual patient, instead 
of relying on a ‘one-size-fits-all’ approach47. Healthcare services will increasingly deliver the right intervention to the right 
person at the right time, improving the outcomes for patients and cutting down unnecessary treatments48. 

The Alliance engages with the European Commission, the European Parliament and EU Member States to review the 
regulatory environment so that Europe’s patients and citizens can have early access to personalised healthcare, and so that 
public health research is boosted.

To pursue its aims, EAPM has formed a strategy that is guided by the missions and visions of its constituent organizations, 
is informed by operational performance and targets, and that can inform and react to the policy process

In terms of policy, EAPM recognises that the policy orientation of the EU and its member states has a determining role, but 
the Alliance also provides input via its strategy. Other influences on policy are trends in medicine and health, advancing 
technology and methodologies, public opinion, governments, and regulators. It is also central to the EAPM vision that 
effective policymaking – across all areas that intersect with health issues – is essential to exert a positive influence on 
operational activities. EAPM has an increasing focus on policy at member state level, and has set up local chapters that will 
be able to channel customized input to national policy, attitudes and decision-making.

EAPM operations are directed by its defined strategy and the adopted policy direction. This is not a one-way street. 
Operations also provide constant feedback to strategy and policy development.

47 Javitt, Gail H., and Katherine Strong Carner. “Regulation of next generation sequencing.” The Journal of Law, Medicine & Ethics 42.1_suppl (2014): 9-21.

48 Porter, Michael E. “A strategy for health care reform—toward a value-based system.” New England Journal of Medicine 361.2 (2009): 109-112.
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Implementing personalised medicine requires a change in the healthcare paradigm49. The opportunities presented by 
personalised healthcare are at present only partially exploited, for a range of reasons, some of which are set out briefly 
below. If fuller advantage were to be taken of these opportunities, the impact on the health systems and public health 
would be significantly beneficial50. But taking advantage of them requires a fresh understanding of the framework for 

health51. It is not only personalised healthcare that must evolve. There is also a need to modify the framework in which 
personalised care can develop and reach its full potential52.

PREVENTION 

Personalised medicine has a major potential role in prevention, with genome sequencing having the ability to spot a tendency 
to develop disease, opening the way to more focused approaches to top-of-the-range imaging, vaccinations and screening led 
by appropriate guidelines53. 

A substantial, ‘smart’ shift in the way health services spend could help respond to growing pressures on resources – and 
currently Europe is under-using its ‘cash for care’54. Many deaths can be traced to behavioural causes, which can be as obvious 
as obesity or cigarette smoking, and attempts at prevention would benefit from better education and awareness campaigns 
related to modern-day lifestyles55. But fundamentally, the need is for greater investment in prevention – and for the policy 
modifications that underlie such a move56.

IMPLEMENTATION

49 Hood, Leroy, and Charles Auffray. “Participatory medicine: a driving force for revolutionizing healthcare.” Genome medicine 5.12 (2013): 110.

50 Phillips, Kathryn A., et al. “Making genomic medicine evidence-based and patient-centered: a structured review and landscape analysis of comparative effectiveness 
research.” Genetics in Medicine (2017).

51 Testori Coggi P. A European view on the future of personalised medicine in the EU. Eur J Public Health 2011;21:6–7.

52 European Alliance for Personalised Medicine: Report from Irish Presidency Conference: Innovation and Patient Access to Personalised Medicine. 2013. http://euapm.
eu/wp-content/uploads/2012/07/EAPM-REPORT-on-Innovation-and-Patient-Access-to-Personalised-Medicine.pdf. (Accessed October 21, 2017)

53 The Academy of Medical Sciences: Realising the Potential of Stratified Medicine. 2013. Available at: http://www.acmedsci.ac.uk/viewFile/51e915f9f09fb.pdf. (Accessed 
October 26, 2017)

54 Godman B, Malmström RE, Diogene E, et al: Are new models needed to optimize the utilization of new medicines to sustain healthcare systems? Expert Rev Clin 
Pharmacol 2015;8:77-94.; Garber AM, Skinner J: Is American health care uniquely inefficient? J Econ Perspect 2008;22:27-50. 

55 Horne, Rob. “The Human Dimension: Putting the Person into Personalised Medicine.” The New Bioethics 23.1 (2017): 38-48.

56 OECD, Science, Technology and Industry Scoreboard 2015: innovation for growth and society, OECD Publishing, 2015c. Available at: http://www.oecd-ilibrary.org/
science-and-technology/oecd-science-technology-and- industry-scoreboard_20725345. (Accessed October 26, 2017)
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PROFILING 
 
One of the revolutionary technological advances that makes 
personalised healthcare possible is the capacity for precision 
profiling through molecular diagnostics57. This can deliver 
individual and societal benefit, but there are currently no 
externally governed industry standards to guarantee 
the necessary accuracy and reliability of techniques58. 
EAPM is seeking regulation to ensure rigorous 
standards and external governance for high-quality 
advanced molecular diagnostics/profiling (AMP/
ADP). This will require agreement on standards, 
and improvements to regulatory pathways, as 
well as an appropriate regulatory and medical 
framework59.

Europe needs agreement on standards for genomic 
data generation, analysis, privacy and sharing of 
genomic and associated clinical and other phenotype 
data, including self-reported data, data from wearables, 
-omics, and imaging. It needs more effective clinical 
informatics, with agreed standards for interoperability of 
health informatics systems60. 

Coordinated national activity would ensure best practice 
emerging on clinical implementation. There are gaps that need 
filling with a European strategy on engaging the public in discussions 
around genomics and data use, and with a European training programme   
in genomics, informatics and personalised medicine for clinical staff. And discussion is needed with and among European 
regulators on the appropriate mechanisms for regulating clinical genomic testing61.

THERAPEUTICS 
 
Faced with the reality that many common medicines are not effective in treating large numbers of the patients they are 
supposed to help, leading to adverse reactions and wasted resources, personalised medicine offers a promising alternative. 
Its tailor-made treatment strategies for individuals or groups of individuals permit patients to receive the specific therapies 
that work best for them, and eliminates waste on trial and error65. 

The European Council Conclusion on personalised medicine for patients describes personalised medicine as referring to “a 
medical model using characterisation of individuals’ phenotypes and genotypes (e.g. molecular profiling, medical imaging, 
lifestyle data) for tailoring the right therapeutic strategy for the right person at the right time, and/or to determine the 
predisposition to disease and/or to deliver timely and targeted prevention66.” At present, regulatory and reimbursement 
systems are not adapted to respond to the new opportunities that these novel therapeutics offer67. Greater understanding 
could help unleash waves of new medicines that would improve patients’ lives, and transform society’s approach to 
healthcare68.

57 Borrebaeck, Carl AK. “Precision diagnostics: moving towards protein biomarker signatures of clinical utility in cancer.” Nature Reviews Cancer 17.3 (2017): 199-204.

58 Vicini, P., et al. “Precision medicine in the age of big data: The present and future role of large-scale unbiased sequencing in drug discovery and development.” Clinical 
Pharmacology & Therapeutics 99.2 (2016): 198-207.

59 Council Directive (EC) 2004/23 of 31 March 2014 on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage 
and distribution of human tissues and cells, OJ L102/48.

60 Wilkinson, Mark D., et al. “The FAIR Guiding Principles for scientific data management and stewardship.” Scientific data 3 (2016)

61 Plenge, Robert M., Edward M. Scolnick, and David Altshuler. “Validating therapeutic targets through human genetics.” Nature reviews Drug discovery 12.8 (2013): 581-594.

62 Tannock, Ian F., and John A. Hickman. “Limits to personalized cancer medicine.” N Engl J Med 375.13 (2016): 1289-1294.

63 Topol, Eric J., and Dick Hill. The creative destruction of medicine: How the digital revolution will create better health care. New York: basic books, 2012.

64 Engage2020, Tools and instruments for a better societal engagement in “Horizon 2020, 2013. http://engage2020.eu/media/D4.1-policy-options.pdf. (Accessed 
September 22, 2017)

65 Hunink, MG Myriam, et al. Decision making in health and medicine: integrating evidence and values. Cambridge University Press, 2014.

66 Council conclusions on personalised medicine for patients (2015/C 421/03) Official Journal of the European Union C 421, 17.12.2015. http://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=CELEX:52015XG1217(01). Accessed 17 Oct 2017

67 Regulation on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 
90/385/EEC and 93/42/EEC; Regulation on in vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU.

68 European Commission. Advice for 2016/2017 of the Horizon 2020 Advisory Group for Societal Challenge 1, “Health, Demographic Change and Wellbeing” (2014). 
https://ec.europa.eu/eusurvey/files/c4931f1a-3a61–4aa1-aeff-97f00f39af1b. (Accessed September 15, 2017)

The benefits 
of profiling

Comprehensive Genomic Profiling (CGP)* 
- analysis of a tumour’s genomic (DNA) status - 

represents the first step towards the adoption of 
precision oncology – and a system of truly personalised 

healthcare. Advanced Molecular Profiling (AMP) – analysis 
of various biomarkers of a tumour, such as genomic 

alterations, protein levels, mRNA expression levels, tumour 
mutational burden and microsatellite instability - represents the 
second step in this journey. Profiling in this way facilitates a new 

medical paradigm which starts with the profile of the patient, not the 
disease, supporting the rationale for access to targeted therapies62.

Its clinical benefits are that it enables healthcare professionals to make 
better, more accurate treatment decisions, and treat more patients; and it 

makes it possible to target therapies to do most good and least harm – 
and to avoid unnecessary prescription of therapies that will not work 

with certain patients63.

Its societal benefits are improved treatment effectiveness, 
outcomes and quality of care, and faster access to new 

treatment options64.

Its economic benefits are that it makes more 
effective use of resources, by improving physician/ 

laboratory practice and giving faster turnaround 
time/time to results, and by offering cost-
savings through reduced tests and lines of 

therapy, and less recurrence of disease.
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As a component dynamic of health, personalised healthcare inevitably operates within the broader context of health 
and healthcare. But its innovative quality makes it more than just one other component. Its offer of new treatments 
and a novel patient-centric focus, and its capacity for innovation - and indeed its dependence on innovation – 
mean that it will function only if there is concomitant readiness for innovation in its operating context69. It of 

course has to interface effectively with the many circumstances and conditions that co-exist in the health ecosphere70. 

As former DG Connect Director General Robert Madelin pointed out in his report on innovation for the European Commission, 
“If we (the EU) want to continue our innovation mission, we must give sustained and serious support to innovators. The 
future of innovation in Europe is less a theoretical or empirical question and more one of intent and principle”. It is particularly 
important to attract small and medium-sized enterprises (SMEs), which are the backbone of Europe’s economy in general, 
representing 99% of all businesses in the EU, and creating 85% of new jobs and providing two-thirds of the total private 
sector employment in the EU71. In the field of personalized health, SMEs are among the most fertile source of innovative 
ideas – which will be a focus of an outreach program by EAPM offering advantages of membership, to ensure a high level of 
engagement to shape the policy and regulatory area72. 

The multifactorial nature of personalised medicine and its underlying science demand shifts in many aspects of the context, 
ranging from the clinical rationale for its use, to issues of economics and social priorities, or adaptations in education73. Key 
areas where the innovative quality of personalised care link necessarily to other areas of innovation include notably the use 
of data – big data that are creating new opportunities to modify what is possible in medical research and patient care, and 
sensitive handling of issues of data sharing74. 

There will have to be more effective leverage of new technologies in next generation sequencing, advanced imaging, 
biomarkers and more sophisticated analytics sharpening the impact of R&D and early diagnostics and all linked to the 
digitisation of health75. Urgent developments are needed in biomarkers and in methodologies for clinical trials76. Innovative 
disease-specific arrangements will promote advances in diabetes, neurodegenerative conditions, cancer, in the use of 
immunotherapy, and in handling of co-morbidities. Innovative approaches to training and education will equip healthcare 
professionals with new skills and knowledge77. Ethical issues raised by many of these advances must be given the attention 
they deserve. And radical changes in thinking will be needed at the highest policy level, in relation to public health generally, 
to the growing importance of measuring health outcomes, and to the crucial questions of measuring value for healthcare 
products and services, and organising appropriate reimbursement and pricing78.

69 Godman B, , Finlayson AE, , Cheema PK, et al. Personalizing health care: feasibility and future implications. BMC Med. 11(1), 179 (2013).

70 European Commission, Powering European Public Sector Innovation: Towards A New Architecture, 2013.

https://ec.europa.eu/research/innovation-union/pdf/psi_eg.pdf. (Accessed October 1, 2017)

71 Madelin, Robert, and David Ringrose, eds. Opportunity Now: Europe’s Mission to Innovate. Publications Office, 2016.

72 OECD, Local Economic Leadership, OECD Publishing, 2015a. Accessible at: https://www.oecd.org/cfe/leed/OECD-LEED-Local-Economic-Leadership.pdf. (Accessed 
October 14, 2017)

73 Horgan D, , Paradiso A, , McVie G, et al. Is precision medicine the route to a healthy world? Lancet 386(9991), 336–337 (2015)

74 European Commission. The Use of Big Data in Public Health Policy Research (2014). http://ec.europa.eu/health//sites/health/files/ehealth/docs/ev_20141118_co07b_
en.pdf. (Accessed October 6, 2017)

75 European Commission. Digitising European Industry. Reaping the full benefits of a Digital Single Market, 2016b. http://ec.europa.eu/transparency/regdoc/rep/1/2016/
EN/1-2016-180-EN-F1-1.PDF. (Accessed October 21, 2017)

76 Wilhelm-Benartzi, Charlotte S., et al. “Challenges and methodology in the incorporation of biomarkers in cancer clinical trials.” Critical reviews in oncology/hematology 
110 (2017): 49-61. 

77 Susskind, Richard, Susskind, Daniel, The Future of the Professions: How Technology Will Transform the Work of Human Experts, Oxford University Press, 2016. 

78 Clayton, Ellen Wright. “Ethical, legal, and social implications of genomic medicine.” New England Journal of Medicine 349.6 (2003): 562-569.

INNOVATION CHANGING 
THE CONTEXT
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DATA 
 
Better healthcare, more efficient health systems and a healthier population depend on a more effective capture, curation 
and use of data – on individual patients’ health status, disease incidence, and costs of care. The technologies for acquiring 
data are advancing all the time, notably with the capacity for precision profiling through molecular diagnostics. This can 
deliver individual and societal benefit, but there are currently no externally governed industry standards to guarantee the 
necessary accuracy and reliability of techniques79.

EAPM is seeking regulation to ensure rigorous standards and external governance for high quality advanced molecular 
diagnostics/profiling (AMP/ADP). This will require agreement on standards, and improvements to regulatory pathways, as 
well as an appropriate regulatory and medical framework.

Data must not only be accurate to advance personalised healthcare solutions. It must be possible to share the data, and to 
do this efficiently and securely80. Currently, no integrated information systems exist at a country level in Europe to permit 
the secure collection, management, and sharing of patient data81. 

EAPM is seeking an alignment of internal and external policy efforts, objectives, and approaches, including nomenclature to 
strengthen industry efforts towards an integrated personalised healthcare landscape. This will require defined obligations, 
data standards, and regulation of secure information systems that can share patient data without compromising privacy.

Big data poses questions about how to use new data superhighways to meet the needs of patients, researchers, regulators, 
HCPs and industry. The potential of such data in personalised medicine has already been recognised by the EU Council of 
Ministers as “contributing to innovative, efficient and sustainable health systems”, and an EU study is ongoing on how to 
realise that potential, while respecting the right to protection of personal data, and taking account of ethical, legal and social 
aspects. 

79 Mcbride, Mary, et al. “An Integrated Genomics and Clinical Resource for Data-Driven Health Services Policy and Practice Decisionmaking.” International Journal for 
Population Data Science 1.1 (2017).

80 Rumbold JMM, Pierscionek B: The effect of the General Data Protection Regulation on medical research. J Med Internet Res 2017; 19:e47.

81 Council Regulation (EC) 2016/679 of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of 
such data, and repealing Directive 95/46/EC, OJ L119/1.

BIG Data is an umbrella term describing 
large data sets from any source
• Large scale or complex collection and analysis of data
• Massive production of digital footprints with devices 

(smartphones etc.)

Background to Big Data Initiative

Increased interest in (BIG) data source integration 
and potential use in health care ecosystems,  from 
multiple stakeholders

General need for regulators to keep abreast of 
developments and plan for the future
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Individuals who choose to share private data about their 
health should be in control of their own information. Data 
protection regulations must enable patients and the public 
to benefit from the advances of health research by creating 
a legal framework that strikes an appropriate balance 
between facilitating the safe and secure use of personal data 
in health research and the rights and interests of individuals. 

ESTABLISHING SYSTEMATIC  
BIO-BANKING

Maximising research and discovery potential is both an 
economic and ethical duty. But at present the databases 
generated by clinical trials often remain closed, and their 
content is often uneven in terms of quality and scope of 
data, and traceability. EAPM is seeking the establishment 
of systematic professional bio-banking, with open access to 
appropriate quality management systems, defined privacy 
controls, traceability of specimen pre-analytics, and the 
collection of standardised clinical, pathological and biological 
data. This will require including the costs of professional bio-
banking in the budget of all clinical trials, and regulatory 
requirements for submissions to be supported by bio-
specimens and relevant data from certified biobanks82.

BIOMARKERS

If biomarker research is incorporated early in drug 
development it provides early generation of hypotheses and 
a robust technology to validate early findings in later stage 
trials. But clinical trials frequently ignore the opportunities 
to address biomarker development and validation, and 
cost effectiveness analysis is often neither considered nor 
funded83. EAPM is seeking an evolution that would make 
biomarkers integral to all healthcare research rather than 
merely optional. 

This would require modified mechanisms for research 
and for incentives – such as pooling clinical trials samples 
among manufacturers to establish a unique training set 
and cohorts for validation across Europe (thus decreasing 
the threshold for biomarker development, and raising the 
chances of success), or basing rewards for pharmaceutical 
companies on the efficacy of their products as measured 
by biomarkers, rather than just on the number of patients 
treated84. 

Special attention should be paid to the emerging field of 
digital markers – as notably demonstrated by digital inhalers 
for asthma or in diabetes85. However, encouragement for 

digital biomarkers needs to be matched by the same level 
of rigorous checks on development and validation as with as 
for traditional biomarkers86.

82 Recommendation CM/Rec(2016)6 of the Committee of Ministers to member States on research on biological materials of human origin (Adopted by the Committee of 
Ministers on 11 May 2016 at the 1256th meeting of the Ministers’ Deputies). Accessed at: https://search.coe.int/cm/Pages/result_details.aspx?ObjectId=090000168064e8ff. 
(Accessed October 15, 2017)

83 Vargas, Ashley J., Curtis C. Harris. “Biomarker development in the precision medicine era: lung cancer as a case study.” Nature Reviews Cancer 16.8 (2016): 525-537.

84 The Network for excellence in Health Innvovation (NEHI) (2017). Rewarding Results: Moving forward on Value-Based Contracting for Biopharmaceuticals. Accessed at: 
https://www.nehi.net/writable/publication_files/file/rewarding_results_moving_forward_on_value_based_contracting_for_biopharmaceuticals_copy1.pdf. (Accessed 
September 15, 2017)

85 Rodarte, Carlos. “Pharmaceutical Perspective: How Digital Biomarkers and Contextual Data Will Enable Therapeutic Environments.” Digital Biomarkers 1.1 (2017): 73-81.

86 Dieterle, Frank, et al. “Renal biomarker qualification submission: a dialog between the FDA-EMEA and Predictive Safety Testing Consortium.” Nature biotechnology 
28.5 (2010): 455-462.
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WORKING TOGETHER  
ON RESEARCH 

European researchers have been at the forefront of major 
scientific healthcare discoveries in areas such as cancer, 
cardiovascular disease, genetic disorders, and infectious 
disease. The challenge is to translate this knowledge and 
expertise into medical advances that improve outcomes and 
enhance wellbeing for European patients87. 

Improved cooperation and collaboration is vital to successful 
healthcare research. Experts may need persuading of the 
benefits of leaving their silos and working together on a 
wider platform. But if Europe creates simplified, harmonised 
and more predictable regulatory procedures, it can 
reduce unnecessary costs and administrative burdens and 
consequently promote international clinical research88.

RARE DISEASES

Personalised care has a particular relevance to rare diseases 
and the inevitably smaller patient groups, where the sharing 
of clinical-trial data across borders is critical for the benefit 
of research and development. Diagnosis remains patchy: 
even in richer, better-resourced countries correct diagnoses 
take on average between five-and-a-half and seven-and-a-
half years, and nearly half of the first diagnoses have been 
shown to be incorrect in European studies89. 

In the area of rare diseases, civil society, institutional 
stakeholders and member states have found ways of working 
together constructively to share expertise, to promote the 
development of treatments and to ease access to them. 
The EU’s orphan drug rules are rightly regarded as a huge 
success in incentivising innovation90. The recent launch of 
cross-border reference networks of expertise on rare and 
complex diseases is already underpinning that work and 
taking it ahead in new directions of specialised diagnosis 
and care91.

SCREENING AND EARLY 
DIAGNOSIS ARE POTENTIAL 
GAME-CHANGERS

Eye disease is a major issue in Europe today, depriving 
individuals of their sight, and costing €20 billion a year. An 
ageing population and the growing incidence of diabetes 
threaten to make the situation worse92. But most cases 
of blindness can be prevented, if Europe adopts a more 
energetic approach, with better information for patients, 
wider screening programmes, and improved diagnostic 
tools for early detection.

And let us take the case of lung cancer: Figures show that 
lung cancer causes almost 1.4 million deaths each year 
worldwide, representing almost one-fifth of all cancer 
deaths. Within the EU, meanwhile, lung cancer is also the 
biggest killer of all cancers, responsible for almost 270,000 
annual deaths (some 21%)93.

In general, it is necessary to formulate a screening-centred 
strategy involving national 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. 

TREATMENT GUIDELINES

Treating patients requires difficult decisions to be made, 
often in the face of uncertainty. Clinical guidelines can 
help, including recommendations aimed at optimising 
patient care on the ground at regional and local level94. 
They are based on existing evidence, and when they are 
systematically reviewed they can play a part in making sure 
that the right patient receives the right treatment at the right 
time. In disease areas where the EU doesn’t have tried-and-
tested guidelines on a pan-European scale, such as in lung 
cancer and multiple sclerosis, they should be delivered. And 
they should be developed with genuine multi-stakeholder 
involvement – from payers and patients too – so that they 
are able to make a real contribution to clinical practice95.

From a preventative point of view it is, at the very least, 
surprising that the biggest cancer killer of all does not have 
a solid set of screening guidelines across Europe. There is 
therefore a need for more guidelines in screening for lung 
cancer, brought about through agreement and coordination 
across the EU.

87 Nimmesgern, Elmar, Indridi Benediktsson, and Irene Norstedt. “Personalized medicine in Europe.” Clinical and translational science 10.2 (2017): 61-63.

88 Weber, Matthias, Andrée, Dan, Llerena, Patrick, A new role for EU Research and Innovation in the benefit of citizens: open and transformative R&I policy, European 
Commission RISE paper, 2015. Accessed at: https://ec.europa.eu/research/innovation-union/pdf/expert-groups/rise/weber- andree-llerena-new_rolo_research.pdf. 
(Accessed July 15, 2017)

89 Giannuzzi, Viviana, et al. “Orphan medicinal products in Europe and United States to cover needs of patients with rare diseases: an increased common effort is to be 
foreseen.” Orphanet journal of rare diseases 12.1 (2017): 64.

90 Wild, C., et al. (2011) Orphan Drugs in Oncology. Pharmaceutical Policy and Law/ monography on Health Technology Assessments and Rare Diseases Therapies, 13 
(2011) 1-11.

91 Lynn, Stephen, et al. “How the EUCERD joint action supported initiatives on rare diseases.” European journal of medical genetics (2017).

92 European Commission. Population groups: elderly 2016 (2016). http://ec.europa.eu/health/population_groups/elderly/index_en.htm.. (Accessed October 15, 2017)

93 Malvezzi, M., et al. “European cancer mortality predictions for the year 2017, with focus on lung cancer.” Annals of Oncology 28.5 (2017): 1117-1123.

94 Liang, Laurel, et al. “Use of theory to plan or evaluate guideline implementation among physicians: a scoping review.” Implementation Science 12.1 (2017): 26.

95 Bennett, Wendy L., et al. “Engaging stakeholders to inform clinical practice guidelines that address multiple chronic conditions.” Journal of General Internal Medicine 
(2017): 1-8.
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96 Report Seminar on “Strategic investments for the future of healthcare” 27 February 2017. Available at: https://ec.europa.eu/health/sites/health/files/investment_plan/
docs/ev_20170227_mi_en.pdf. (Accessed October 15, 2017)

97 Ciriaci, Daria, Grassano, Nicola, Vezzani, Antonio, Regulation, Red Tape and Location Choices of Top R&D Investors, European Commission Discussion Paper, 
Directorate- General for Economic and Financial Affairs, 2015. Available at: http://ec.europa.eu/economy_finance/publications/eedp/pdf/dp031_en.pdf.  (Accessed 
October 11, 2017)

98 Clarke, Anthony (Chairman), Report of the Chairman of the expert group on the cross border matching of innovative firms with suitable investors, European 
Commission working document, 2012. Available at: http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetailDo c&id=6008&no=1. (Accessed 
October 04, 2017)

Many of the changes needed are technical, technological, scientific, clinical.   But many are also closely linked to 
public policy, and demand a new consciousness among public authorities and politicians. Driving that process 
depends on the work of a coalition of the willing, a partnership of pioneers committed to exploiting the potential 
of personalised medicine, and working with one another to demonstrate the impact it can have on healthcare. 

A conscious decision at a high political level needs to be prioritised to harmonise the multiple strands of activity and 
responsibility in health. Defining a clear objective would be to mobilise the existing resources, to exploit the emerging 
possibilities, to incentivise all stakeholders to surmount any traditional barriers that unnecessarily impede their progress, 
and to link them more effectively in pursuit of a common goal.

This requires that researchers and industry, health officials and regulatory bodies, patient organisations and payers and 
politicians come together to give substance to a vision built around coherent strategies for prevention, early detection, and 
treatment. What this process needs is for platforms for real dialogue to be created, involving all relevant stakeholders96. This 
is the work that EAPM is currently undertaking – and is inviting support from others similarly inspired by the challenge of 
radically improving healthcare and public health.

Encouraging innovation
Austerity measures continue to constrain healthcare spending, jeopardising investments97. At particular risk is the 
prioritisation of transformative innovations and the development of infrastructure in healthcare systems that are required 
for personalised healthcare and precision oncology98. 

INTERFACING WITH 
PUBLIC POLICYMAKING

Innovation
translation of knowledge and insight to value for benefit of 
citizens

Value
Value to individuals - citizens/patients, society and 
healthcare community.
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99 Singer, Dinah S., Tyler Jacks, and Elizabeth Jaffee. “A US “Cancer Moonshot” to accelerate cancer research.” Science 353.6304 (2016): 1105-1106.

100 We welcome Council conclusions on balancing the pharmaceutical system in the EU.  Available at: https://www.aim-mutual.org/mediaroom/we-welcome-council-
conclusions-on-balancing-the-pharmaceutical-system-in-the-eu/. (Accessed: October 15, 2017)

101 Phillips, Kathryn A., et al. “Payer coverage policies for multigene tests.” Nature biotechnology 35.7 (2017): 614-617.

102 Ciardiello, F., et al. “Delivering precision medicine in oncology today and in future—the promise and challenges of personalised cancer medicine: a position paper by 
the European Society for Medical Oncology (ESMO).” (2014): 1673-1678.

ENCOURAGING INNOVATION

EAPM is seeking to drive healthcare systems’ change 
to enable funding & uptake of innovative personalised 
healthcare solutions. Allocating an increased share of 
research budgets (40% is the proposed target) for precision 
oncology is vital, along with support for an aspirational 
private-public ”lighthouse” initiative (comparable to the 
US cancer ‘moonshot’99) around precision oncology. There 
is currently also poor access to off-label and experimental 
medicines. 

The answer lies in investment - both in education and outreach 
to relevant publics (patients, HCPs, payers, politicians and 
media), and in increased availability of testing/diagnostics 
and of medicines/therapies. 

Whether Europe can afford innovation will depend on how 
‘smart’ health systems are at allocating resources in the right 
way. A range of technological and scientific advances are 
leading to more and more personalisation of treatment. 

But is society able to pay for personalised medicine? 
Creating a sustainable economic model that allows these 
medicines to be produced, profitably, but in an affordable 
way for health systems, may not be easy, but it must be done.

Support is starting to emerge from a wider range of 
organisations, including those that have not been traditional 
backers of innovative industry. Two of the leading mutual 
insurance organisations in Europe, ESIP and AIM, have 
spoken out about the need for closer contacts among all 
parties to ease access to innovative medicines, highlighting 
“the importance of voluntary cooperation between member 
states on health technology assessment, exchanges of 
information with and between pricing and reimbursement 
bodies  and stakeholders,  and  joint  negotiations and 
procurement.” 

In their comments to the EU consultation on the future of 
HTA in Europe, they welcomed “the focus on assessing 
the relevance of the EU framework in encouraging real 
innovation in accordance with patients’  needs”100

ENCOURAGING USAGE

Despite the benefits of profiling, local/national guidelines 
do not yet include it. Nor is there any road map for tumour 
profiling that could overcome the current lack of experience, 
understanding, advocacy and payment arrangements101.  

EAPM is seeking to alert payers to the potential economic 
benefits, and politicians to the case for policy shifts to adapt 
regulation/reimbursement pathways.

EQUIPPING HEALTHCARE 
PROFESSIONALS FOR NEW 
OPPORTUNITIES 

None of the advances in personalised medicine will benefit 
patients if they are not applied or not applied correctly. 
Many breakthroughs that personalised medicine can 
bring to patients and their families depend on healthcare 
professionals being fully equipped to take advantage of new 
opportunities for care102. 

Being up-to-date with current developments in personalised 
medicine will be essential for HCPs to understand how they 
can better meet their patients’ concerns and incorporate 
new techniques into daily practice. Training and continuing 
professional education will need to be adapted to transmit 
the knowledge and skills HCPs must have to deploy new 
diagnostic tools and tests and treatment options. HCPs will 
have to be continually briefed on the wider options they are 
faced with, and be ready to accommodate the changes in 
the mix of skills and competences required to do their job. A 
comprehensive educational initiative in Europe would be a 
valuable first step. This would identify what needs to change 
to facilitate the adoption of personalized medicine, and 
would be based on feedback from experts in the field, policy 
documents, and background research. From an agreed basis, 
it would then be possible to begin constructing curricula 
to meet the needs in distinct geographies and healthcare 
challenges.

Predisposition

Scope of Education Initiative: Personalized Medicine

Screening Diagnostic Prognostic Predictive
Management

&
Monitoring

EAPM defines personalised medicine as:
a targeted approach to the prevention, diagnosis and 

treatment of diease based on an individual’s specific profile
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103 Working Together With Patient Groups, September 2017. Accessed at https://www.efpia.eu/media/288492/working-together-with-patient-groups-23102017.pdf. 
(Accessed September 04, 2017)

MAKING A REALITY OF PATIENT EMPOWERMENT

In the area of EU health, patient stakeholders have become more active, sometimes with valuable results – as in the increased 
recognition that has been won for patients’ representation, for example in EMA committees. But overall patients remain the 
great under-used resource of more effective public health – and many of them are now pushing to take on a greater role in 
public health and in their own health. 

For too long, the patient voice has not been sufficiently heard, or has been ignored. The very citizens whose taxes have 
contributed to healthcare budgets throughout their working lives deserve consideration and the best care possible. As 
personalised health becomes increasingly accepted, new ways emerge to engage patients and citizens constructively. The 
giant leaps in genetics of recent years have radically changed some key areas in healthcare, and opened up new options 
for people with serious diseases to make informed decisions about their health. With true patient empowerment, treatment 
decisions can be made jointly with the patient, and medicine can become much more predictive, personalised, preventive, 
participatory, and psycho-cognitive. 

Meanwhile, the trend towards greater consciousness of personal health is an opportunity for building more coherent public 
health systems. But for co-decision to have real meaning, patients need the appropriate knowledge and support. Modern 
technology and the information highway can be exploited to ensure that the revolutions in medicine result also in revolutions 
in patient empowerment and involvement in their own health. 

At present, limited patient demand for personalised care results largely from low levels of public awareness, and EAPM is 
seeking to alert patients to the available options. EFPIA President Stefan Oschmann and European Patients Forum CEO Nicola 
Bedlington underlined in their September joint paper on cooperation: “The evolution in patient engagement is matched by 
the rapid progression of the science that underpins research and development of medicines. This progress allows for more 
personalised medicines that target individual patient needs. In order to support this transition, all stakeholders must explore 
new models of engagement between patients, healthcare providers and industry. It is clear that to meet this end, the health 
sector must place a greater emphasis on collaboration and new ways of working. This must form the basis for building a 
common vision of a healthier future for all Europeans103.”

Changing Role of Patients

Passive Role

Information Given

Top Down Delivery

Paternalistic Medicine

Active 
(engaged role)

Seeks out Information 
(internet)

Partner in Delivery

Participatory 
Medicine

Patient ePatient
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EQUIPPING POLICYMAKERS FOR NEW RESPONSIBILITIES

Extending the range of healthcare opportunities simultaneously expands the duties of the policymakers, regulators and 
lawyers who are responsible for oversight. Everyone with a decision-making role in health or research will have to be aware 
of the implications of the rapid evolution of personalised healthcare, because they will be faced with new questions in 
everything from new models for clinical trials to pharmacovigilance, and from data sharing to cross border healthcare. 

One of the critical issues for success will be an informed approach to personal data-sharing, where top-down attitudes 
will need to take account of bottom-up views among patients – most of whom are willing to share for the benefit of other 
patients across Europe, provided robust privacy rules are in place. 

To ensure that those responsible for oversight remain in touch with advances in health, awareness training should be made 
available to key officials and politicians, through roundtables and workshops. 

GETTING TREATMENTS EFFICIENTLY TO PATIENTS

Getting the right treatments efficiently to patients requires a fine balance - between promoting innovation and care of 
patients on the one hand, and protecting public safety and the public purse on the other. But even the most innovative 
treatment is useless if it never reaches patients, so a deeply conservative approach by regulators and payers can have a 
downside. 

And in Europe the uptake of innovative medicines remains slow, and subject to national inconsistencies, compounded by the 
different registration requirements and reimbursement arrangements for drugs and diagnostics. 

There is a wide research-to-market gap in Europe. The latest EU innovation scoreboard, published in June 2017, noted 
that although the innovation performance of the EU is improving, progress is too slow. Many of our global competitors are 
increasing their innovation performance at a faster pace, and performance gaps remain wide within the EU itself. 

Europe’s comparative advantages in education, research, broadband infrastructure and ICT training are not matched by 
venture capital investments and the number of SMEs introducing innovations, both of which are declining strongly104.

Europe’s traditional approach to marketing authorisation processes are overdue for review, because the challenges and 
opportunities in assessing modern medicines are very different from the post-war period when current procedures were 
designed. New science has deepened understanding of health and widened the scope for medicines, and new technology 
has provided novel diagnostic techniques and access to unprecedented volumes of precision data. Benefit and risk need to 
be evaluated on the real-life data that now increasingly becomes available, along with observational studies and standardised 
data on patients from clinical registries. 

104 Morris, Ian, Why the West Rules--for Now: The Patterns of History, and What They Reveal About the Future, 2011.
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REWARDING INNOVATION

Traditional pricing and reimbursement thinking is also unable to respond to the opportunities. Value assessments that are 
limited to an outdated cost-plus approach to a product viewed in isolation inevitably fail to take account of new forms of care, 
with benefits that extend beyond medicines therapy to early diagnosis, wider screening, and general health maintenance. 
The processes need to incorporate a sense of added value from the patient’s perspective, and broader value to healthcare 
systems - and to society in general105. Payment systems should evolve in the direction of paying for acquisition of a service 
– payment for a treatment and ideally an outcome – rather than merely of a product, such as a pill. And methodologies will 
have to be developed to measure the social value of pharmaceutical products and diagnostics, with better rewards offered 
for higher therapeutic value added, so that innovation efforts are directed to the more relevant areas

The innovations that personalised medicine offers, which often aim at sub-populations, can be doubly discouraged. Paying 
authorities may feel content that they are keeping their drug bills in check – but patients are left untreated even when new 
treatments are available, and innovators are left wondering whether they can risk further investment in the face of repeated 
rejection by health authorities.

The link between authorisation, value assessment and reimbursement needs to be strengthened to permit a more 
comprehensive approach – and to make that work, patients, policy makers and payers need to be active participants 
throughout the process, with enhanced cooperation and exchange of best practices among all parties. Europe’s policy 
makers should also take into consideration in their public procurement policies the valuable economic contribution of a 
strong, vibrant, high skilled and research intensive life sciences sector in Europe which is developing and delivering medical 
innovations and personalised medicines for patients.

Making a success of personalised medicine has an economic dimension, both for healthcare delivery and for society as a 
whole. This will require agreement on mechanisms for value recognition on all key aspects of personalised medicine and 
personalised healthcare106. It will also require stakeholder engagement. One of the advantages of personalised healthcare is 
that its better-directed diagnosis and treatment can offer, when appropriately managed, some real potential for economies 
in public health, and that can help to palliate the growing financial challenges that healthcare systems face. 

Alongside personalised medicine, biosimilar medicines have a role to play in the future of health and health economics – and 
as with personalised medicine, there is still an incomplete understanding among policymakers of that potential. 

A biosimilar is in essence a biological medicine very similar to an approved biological medicine, authorised after expiry of 
the patent for the original medicine. Because research and development costs are lower, they are less expensive to produce 
than the original, and can be made available at a lower price. The consequent competition can offer advantages to EU 
healthcare systems, improving patients’ access to biological medicines. A successful EU strategy in this area will allow larger 
populations to benefit from effective treatments at no greater cost.

105 The Network for excellence in Health Innvovation (NEHI) (2017). Rewarding Results: Moving forward on Value-Based Contracting for Biopharmaceuticals.  Available at: 
https://www.nehi.net/writable/publication_files/file/rewarding_results_moving_forward_on_value_based_contracting_for_biopharmaceuticals_copy1.pdf.  (Accessed 
October 10, 2017)

106 Tafuri, G., M. Pagnini, et al. (2016). “How aligned are the perspectives of EU regulators and HTA bodies? A comparative analysis of regulatory-HTA parallel scientific 
advice.” Br J Clin Pharmacol. 2016 82(4): 965–973.
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WHO IS TO DO WHAT?
A vision is indispensable – but without action a vision will 
remain just that, a vision. EAPM has clear ideas about 
who has to do what in order for the vision of personalised 
medicine to become a reality in Europe. 

AN ECOSYSTEM FOR INNOVATION

In Europe, the European Union is the fulcrum for leveraging 
change. There are very concrete contextual contributions 
that the EU can make in creating the necessary ecosystem 
for innovation. It can increase budgets for basic research. It 
can adjust its funding so as to boost translational research. 
And it can mobilise support from structural and regional 
funding for a wide integration of innovation into healthcare. 

The European Investment Bank has begun providing new 
types of funding for cutting-edge pharmaceutical research 
through the so-called ‘Juncker programme’ to boost 
innovative industry, which is a step in the right direction 
and should be followed up107. The European Medicines 
Agency, through its pioneering work on adaptive pathways 
and early dialogue, should continue to give priority to this 
groundbreaking work despite all the current turbulence 
associated with its relocation.

The EMA provisions for early dialogue are beneficial, and 
spring from a form of common sense. As EMA itself points 
out, scientific advice and protocol assistance are particularly 
useful to medicine developers working in uncharted waters 
on innovation, such as when EU guidance documents offer 
insufficient relevant detail, or when the developer chooses 
to deviate from the available guidance in its development 
plan – as is often the case with innovative therapies. 

So valuable is early dialogue seen to be that as of July 2017 
EMA instituted a new form of partnering with the European 
Network for Health Technology Assessment, composed 
entirely of impartial scientists and regulators. This, explains 
EMA, aims to allow medicine developers to obtain feedback 
from regulators and HTA bodies on their evidence-
generation plans to support decision-making on marketing 
authorisation and reimbursement of new medicines at the 
same time108.  

The objective is to help generate optimal and robust 
evidence that satisfies the needs of both regulators and HTA 
bodies109.

107 Investment Plan for Europe: the Juncker Plan. Getting Europe investing again. Available at: https://ec.europa.eu/commission/priorities/jobs-growth-and-investment/
investment-plan-europe-juncker-plan_en.  (Accessed October 25, 2017)

108 Parallel consultation with regulators and health technology assessment bodies. Accessed at: http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/
general/general_content_001857.jsp&mid=WC0b01ac0580a11c96.  (Accessed October 04, 2017)

109 Grössmann, N. and C. Wild (2017). “Between January 2009 and April 2016, 134 novel anticancer therapies were approved: what is the level of knowledge concerning 
the clinical benefit at the time of approval?” ESMO open 10.1136/esmoopen-2016-000125. Published 31 January 2017.  (Accessed June 15, 2017)

110 European Medicines Agency (EMA) (2016). Report of the pilot on parallel regulatory- health technology assessment scientific advice. EMA/695874/2015. H. D. S. 
Division. London
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GETTING THE RIGHT VALUE

The mechanisms for evaluating what a medicine is worth are, in the EU, essentially national, and will remain so111. National 
authorities, health technology assessment bodies and pricing and reimbursement agencies should be open to reconsidering 
how they get best value for patients and society out of public health spending. But again it is at the European level that 
much of the strategic reflection takes place on such matters112. And it is in Europe that the value of personalised medicine 
is to be fully recognised.

In 2017, the EU is reviewing crucial mechanisms that influence this valuation113. One is the strategy for future European 
cooperation on health technology assessment. Another is the system of incentives for pharmaceutical research and 
development. In both of these, the potential of personalised medicine should be taken into account114.

The European Parliament has a key role in alerting the other EU institutions and bodies to the need for change. MEPs have 
demonstrated this repeatedly in policy areas ranging from trade to privacy. They can play an important role in guiding 
Europe towards a more effective approach to health, too.

The European Commission, with its motor role, can promote innovative thinking among Member States – as it has started 
to do with its STAMP committee on improving access to innovative medicines, the impetus it is imparting to HTA strategy, 
or its health service performance assessment115. And it can promote exchange of best practices on education training and 
continuing professional development of health professionals in the field of personalised medicine. 

The EU research commissioner, Carlos Moedas, is convinced that personalised medicine is a vanguard area of healthcare 
and health research, and he has given his public personal backing to the initiative. He has also spelled out what will be 
needed to allow Europe to exploit the opportunities. These “go beyond medicines and diagnostic devices, and include 
demand for high-tech storage and data-sharing, and for low-tech devices and services to heighten awareness of personal 
health risks,” he said at the IC PerMed launch.

The Council has already given status to the development of personalised medicine with its 2015 Conclusion. It expressed 
concern that “not all patients have access to innovative methods of better-targeted prevention, diagnosis and treatments, 
and that a significant challenge for member states consists in promoting appropriate uptake in healthcare systems, in order 
to ensure integration into clinical practice.”  

As a follow-up, it could urge a check-up on how far that situation has eased. Similarly, it could assess how much response 
there has been to its recommendation for “investments to further strengthen research in and knowledge of stratified 
medicine and pharmacogenomics,” or to its invitation to the EU-28 to “develop or strengthen, if necessary, public health 
communication strategies, based on available, objective, balanced and non-promotional data to increase public awareness 
as regards both the benefits and risks of personalised medicine, as well as the citizens’ role and rights, thus supporting 
appropriate access to innovative diagnostic methods and better-targeted treatment.”

GIVING THE RIGHT MESSAGE

Public health authorities at all levels are in a crucial position to influence the evolution of health policy. They should adapt 
their approach to health professions and to the public to spread the understanding that personalised health is better health, 
for patients and for society as a whole. 

The healthcare professions in turn need to incorporate personalised care into their operations, and medical and healthcare 
professional training should be modified accordingly. Patient organisations too have a powerful voice both among their own 
constituencies and, increasingly, with their input into regulatory and policy discussions116. 

111 European Parliament, Report on EU options for improving access to medicines, 14.2.2017.  Available at: http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//
EP//TEXT+REPORT+A8-2017-0040+0+DOC+XML+V0//EN. (Accessed September 20, 2017)

112 Belloni, A., D. Morgan, et al. (2016). Pharmaceutical Expenditure And Policies: Past Trends And Future Challenges OECD Health Working Papers Nr.87. OECD. Paris. 

113 European Medicines Agency (EMA) (2016). Report of the pilot on parallel regulatory- health technology assessment scientific advice. EMA/695874/2015. H. D. S. 
Division. London. 

114 OECD (2017), New Health Technologies: Managing Access, Value and Sustainability, OECD Publishing, Paris. http://dx.doi.org/10.1787/9789264266438-en

115 Scope and operation of the STAMP - European Commission. Accessed at: https://ec.europa.eu/health//sites/health/files/files/committee/stamp/stamp_stamp_
record_draft_published_en.pdf. (Accessed October 15, 2017)

116 European Commission. The Future of Work: Skills and Resilience for a World of Change, EPSC Strategic Notes, Issue 13, 2016c. 
http://ec.europa.eu/epsc/pdf/publications/strategic_note_issue_13.pdf. (Accessed October 15, 2017)
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The evidence of the merits of personalised medicine is already ample. The potential is huge. The benefits are there for 
the taking for patients, citizens and society, and will bring new levels of satisfaction to professionals working in the 
health domain.

Why, then, is its development and exploitation slow, particularly in Europe? 

The answer lies in the lack of focus among those with an obvious or potential interest. In a field as complex – and politically 
sensitive – as health, inertia is a powerful influence, and change emerges more often from response to emergencies or crises 
than from strategic reflection.

Personalised medicine is the test-case for how far health systems are capable of a rational and reasoned response to 
opportunity. It is also a test-case for how far the supporters of personalised medicine are able and willing to come together 
in a joint effort to drive the process that can induce constructive change. 

To seize the opportunities of personalised medicine requires in-depth expertise across clinical, genomic, health informatic, 
bioinformatic, and social engagement and implementation fields. Many of the skills and experience needed are rare in 
individual countries, and difficult to harness. But the skills do exist taking Europe as a whole rather than as a collection of 
separate countries.

In some areas, the EU has had – and can continue to have – a strongly supportive role in healthcare. It has stepped up 
where member states could have not done it alone. The resulting coordination, to develop science, to translate innovation, 
to systemise marketing authorisation requirements for medicines and to facilitate quality testing and trials has shown a 
positive aspect of the EU, and should serve as inspiration and encouragement for more joined-up approaches to tackle new 
challenges117. 

As we move towards the third decade of the 21st century, if the will to work together on personalised medicine can be 
found, a new horizon for health in Europe can be reached. The journey can reach its destination by 2025. But the benefits 
can accrue as from today.

CONCLUSIONS

117 European Commission, Disruptive Innovation - Considerations for health and health care in Europe, 2015a.

http://ec.europa.eu/health/expert_panel/opinions/docs/011_disruptive_innovation_en .pdf. (Accessed November 15, 2017)
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