
needed for promoting the wider understanding of personalised medicine

among health professionals, patients and the public and, crucially, among

taxpayers and policy makers. 

Views on personalised medicine can vary according to standpoint: for

patients, it offers access to life or better quality of life; researchers see

potential in their own areas of specialisation; for industry it offers the

hope of developing more effective medicines as understanding of specific

diseases advances; a physician sees a new way of treating a patient; for

society, it may be perceived as offering scope for an overall improvement

of healthcare – or a new cost.  

All stakeholders, including healthcare providers, payers, industry, regulators,

disease specialists, and patients, must participate in defining the future of

personalised medicine. And although the challenges will vary according to

the disease specialty, practice setting, and regional context, it is essential

to work effectively now on agreeing principles that will permit progress

towards a truly personalised approach to healthcare. 

It will be possible for patient and professional to discuss options only if

a common language and conceptual understanding of genetic and

protein signatures and pathophysiology of the disease is available for

both – taking account of the individual patient’s psychological make-up

(educational level, mental state, and attitudes to risk). 

Personalised potential

DENIS HORGAN, EXECUTIVE DIRECTOR OF THE EUROPEAN ALLIANCE FOR
PERSONALISED MEDICINE (EAPM) UNDERLINES HOW PERSONALISED

MEDICINE POLICY CAN BE USED TO RESHAPE EU HEALTHCARE 

For personalised medicine to deliver on its potential in the coming
years, multiple challenges will have to be met right across the
healthcare sector: regulation needs adapting; policy instruments

such as Health in All Policies (HiAP) requires implementation; research
needs encouragement; new approaches are needed in assessing the
value of personalised medicines; and the training of healthcare
professionals and awareness among patients and the public need to be
boosted by promoting health literacy. 

In the future, European healthcare systems will take a more sophisticated
view of healthcare, preventing and managing complex multi-morbidity
across the silos, rather than focusing on acute episodes associated with
single illnesses.

But above all else, there is an urgent need for the engagement of a wide
range of stakeholders, not least because the success of personalised
medicine will depend on a shift in thinking across wide areas of
healthcare, and a new form of multidisciplinary engagement. Currently,
the disciplines that contribute to personalised medicine exist more or
less in isolation from one another. This is why it is essential to bring all
relevant stakeholders together now, while planning is just beginning, so
that the views of all interested parties can be taken into account and a
common approach forged. 

A broader view
Views on personalised medicine vary widely, often focused narrowly
around molecular markers for specific treatments rather than taking a
broader view of health outcomes, and current discussion is often
fragmented. Extensive dialogue and cross-disciplinary consensus will be
needed as policy is formulated and practices are adapted. A structure is
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Few medicines for truly personalised use are so far on the market,
and translating research results into products is still in its early
stages. Support is needed, particularly for cross-border and

multidisciplinary collaboration.

The European Commission has already outlined its concept of
‘smart regulation’, in which stakeholders are enabled “to express

more easily their concerns about administrative burdens and
simplification issues”. The preparations for the Commission’s

recent proposal to update the EU’s clinical trial rules provided a
valuable demonstration of the effectiveness of such an approach,
with wide consultation and extensive dialogue resulting in draft

legislation that has found wide support. 

In the future, European healthcare systems will take a more
sophisticated view of healthcare, preventing and managing complex

multi-morbidity across silos
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only 1,724 patients (~10% of the tested individuals) would respond to
the available treatments (Gefitinib or Erlotinib). The savings for not treating
the 15,000 non-responding patients amounted to €69m based on the
median treatment period of eight weeks.  

Calculations are complex and this must be respected in attempting
predictions. Targeted cost-savings on drug expenditure for one patient
group could easily be balanced by increased take-up by another subgroup
of a drug that was previously considered unsuitable for large unstratified
groups (e.g. Rituximab). Similarly, the cost of investing in new technology
and infrastructure in the short and medium-term will likely be offset by
long-term savings through effective prevention or early intervention. 

Focus
To take advantage of the opportunities that personalised medicine offers,
adaptations will need to be made to the current approach to healthcare
in the following areas: 
n The regulatory environment will have to allow early patient access to

novel and efficacious personalised medicine;

n Research and development into personalised medicine will have to be
increased and incentives provided for translating laboratory innovation
into medicines and other interventions;

n Education and training of healthcare professionals will have to
be adjusted;

n New approaches to reimbursement and public health assessment tools
including health technology assessment, health needs assessment
and health impact assessment will be required; and

n Health literacy including awareness and understanding of personalised
medicine will have to be developed among patients and the general public.

The European Alliance for Personalised Medicine (EAPM) has developed
its vision of the needs under each of these headings, and its activities in
the coming years will reflect these objectives.

Crisis
European healthcare systems were already under huge financial strain

even before the economic and financial crisis subjected them to new

pressures. Now, health systems have become a routine element in

European discussions on the sustainability of public finances – and

although medicines are on average only 10% of national healthcare

budgets, there is a determination to obtain maximum value from spending.

Meanwhile, advances in medical science, coupled with the ageing of

European society, leave health systems facing levels of demand that will

become insuperable on a business-as-usual basis. 

At the same time, there is a growing recognition that cuts in health spending,

particularly in primary care and early intervention, are a false economy. A

healthier population is seen as a contributor to economic growth and as

less of a burden on health systems. Against this background, new strategies

are required. 

Health is wealth
A growing body of evidence shows that ‘health is wealth’ – health is not only

a by-product of economic growth, but one of its key components. For

example, 10% fewer deaths at working age due to cardiovascular diseases

would give a 1% increase in GDP per capita. Conversely, health inequalities

have been estimated to cost the EU around €141bn in 2004 or 1.4% of GDP,

when taking into account labour productivity lost and costs to social security. 

Personalised medicine has the potential to generate cost-savings. It will

not be the total solution to the challenges of making healthcare systems

sustainable, but it provides more efficient use of resources coupled with

improvements in public health and quality of life.

The French National Cancer Institute (FNCI) is a pioneering example of

the large scale implementation of personalised medicine, with molecular

testing provided for all French cancer patients before decisions on

appropriate treatments are taken. The FNCI spent €1.7m on testing for

EGFR biomarkers in 16,724 lung cancer patients. The tests showed that
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Executive Director
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browse www.euapm.eu

The expected decrease in cancer deaths from better survival rates,
plus an expected increase in new cancer patients over the next

decade, is just one aspect of the multiplying pressures on
healthcare systems. Personalised medicine, with its more

predictive, personalised and pre-emptive approach, with close
patient participation, described as P4 medicine, offers the hope of
increasing treatment rates, reducing the impact of treatment on
the risk of other illnesses, and positively impacting on the health

economy, as well as on the quality of life of patients.

“European leaders must realise that cutting spending on
essential services such as health, particularly in public health
and early intervention, is a false economy. It will drive up long-

term costs, leading to the re-emergence of communicable
diseases and putting the burden on those people who can

afford it the least.”   
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