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Welcome to the second annual EAPM 
Congress here in Milan and, also, 
welcome to the first of our daily 
newsletters, which you’ll find in your 
inboxes all this week.

We are now up-and-running here at our venue 
in the Lombardy Region’s capital as we near the 
end of what has certainly been a busy year in 
the healthcare sector, not least with the latest 
developments in the area of health technology 
assessment.

Given all the work being done all the time 
in healthcare, it’s a pleasure to see so many 
hundreds of attendees and speakers, while joining 
us later for the presidential sessions today will be 
Member State ministers as well. The ministers will 
play their own part in the great cross-section of 
stakeholders working in the fast-developing arena 
of personalised medicine.

We know that all of you here have a keen interest 
in developing an ideal environment in which 
personalised medicine approaches can thrive and 
become embedded into healthcare systems across 
every EU country.

You input is vital now and will be just as vital 
going forward.
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EAPM has now held six annual presidency 
conferences—as well as our inaugural Congress 
last year in Belfast—and this week’s event is an 
indication of how far personalised medicine and 
EAPM itself has grown in just a few short years.

As you will see, the Alliance brings together 
extensive scientific, clinical, caring and 
training expertise in personalised medicine 
and diagnostics. This involves patient groups, 
academia, health professionals and industry, while 
we also engage in ongoing dialogue with the 
European Commission, Parliament and the EMA.

A founding and ongoing principle of EAPM was, 
and is, to bring together all stakeholders to create 
a one-stop-shop allowing us to find consensus 
where possible and also allowing us to speak 
in a constructive language that regulators and 
institutions understand.

EAPM will continue to do this and aim to build 
on our many successes made possible through 
such methodologies. We have multi-layered policy 
goals and this broad agenda can be clearly seen in 
the complex themes to be addressed at Congress 
this week.

Together as one in Milan to move healthcare forward

#EAPMMILAN2018
1



As for where we are now in Milan, today will see 
six tracks running in parallel covering regional 
matters, diagnostics, education of healthcare 
professionals, access and genomics plus men’s 
health—a topic too few talk about.

The latter track will be covering areas such as 
lowering the risk and mortality rate of the most-
frequent cancer in men, setting the framework for 
political action and tools to realise this, and 
a multidisciplinary approach of early diagnosis, 
discussing the way forward. What is it with men 
and looking after their health? Or not looking after 
their health, more to the point? On average, men 
die almost four years earlier than women, they go 
to the doctor less, and are three times more likely 
to commit suicide. The session will put a spotlight 
such issues to highlight the policy asks needed.

Apart from males needing to ’man up’ when it 
comes to their health, today’s presidential sessions 
will be discussing Europe as a global player plus 
patients and the economics of healthcare in the 
21st century.

In the first instance improved healthcare supports 
economic activity. A healthier Europe will mean 
citizens spending less and less time in hospitals 
under expensive treatment regimes, often at a 
direct cost to the taxpayer, and it will also mean 
that people receiving the right treatment at the 
right time are more able to stay in the workplace, 
thus generating wealth.

A focus on research into new medicines and 
cutting-edge treatments will also create jobs 
– whether they be in research itself, education, 
design and manufacture of in-vitro products or 
within the pharmaceutical industry.
The road to better health must have personalised 
medicine as its destination. With the backing 
of the European Union, we can work towards 
building a healthy and wealthy Europe, one 
worthy of its stated goals for generations to come.

In the second instance, personalised healthcare 
will need to start with prevention to be truly 
successful and individual. This will see it move 
from disease management to health management 
which will change the cost structures and prevent 
loss of quality life.

The way therapy is approved and subsidised 
will need significant modernisation. Individual 
responsibility in risk reduction and cost sharing/
insurance is foreseen to develop. The medical 
structures and citizen involvement will also need 
development to optimise the best use of new 
possibilities.

All of these topics will be covered today prior to a 
cocktail reception which we hope you will all enjoy 
after a hard day’s discussion!

Once again, welcome to Milan. We wish you an 
enjoyable and productive Congress.
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The European Parliament elections are coming 
up in May 2019 and, as well as changes to the 
personnel sitting in the hemicycle, there will be a 
shift in the number of seats post-Brexit.
After the elections, Europe will also have a new 
Commission (with a new president, also, as  
Jean-Claude Juncker steps down at the end of his 
term).
Here, as part of a series of interviews for EAPM, 
the Alliance’s executive director Denis Horgan 
speaks to MEP Alojz Peterle about priorities for 
the new intake of deputies.

DH: Alojz, first of all please briefly fill us in on 
changes to the number of MEPs.

AP: The new rules will mean a reduction in the 
overall number of seats after the UK’s withdrawal 
from the EU, although some Member States will 
get additional MEPs.
At the moment Parliament has 751 seats, which is 
the maximum number allowed by the EU Treaties. 
Soon, 27 of the UK’s 73 seats will be redistributed 
to other countries. The remaining 46 seats will 
be kept for future enlargements. This means the 
number of MEPs to be elected next year will be 
705.
Some countries, as I’ve said, will get extra seats, 
but none will have fewer.

DH: What about your country, Slovenia?

AP: Ha! It stays the same. We have eight and we 
will still have eight after the changes.

DH: You’ve worked quite a lot down the years 
with EAPM, you’ve survived cancer, and 
healthcare in Europe is a passion of yours. How 
important is healthcare in general and should it 
be a priority for you and your colleagues, old and 
new, in the next intake?

AP: Healthcare is always important. Candidates 
should just ask their potential constituents, if they 
don’t believe me. It’s always high up there on the 
list of citizens’ priorities and arguably never more 
so than now.
The population is ageing. A disease that may have 
killed us 50 years ago has now, in many cases, 
been replaced by three or four chronic conditions 
that can often be managed.

Of course, this brings with it a huge financial 
burden and a strain on healthcare systems 
across Europe. We have to do something radical 
to deal with this problem, as it won’t just go 
away. Healthcare systems are heading towards 
becoming unsustainable, in richer as well as 
poorer countries. It’s an issue that everyone must 
face head on. The problem is, the issue isn’t being 
tackled. Or at least not quickly enough.

As you know, Member States all have individual 
competence for their own healthcare systems, so 
an umbrella view on most aspects of health is not 
possible from Brussels and Strasbourg. Having 
said that, centralised legislation on IVDs, clinical 
trials, sharing within data protection laws and now 
HTA proposals have subtly changed this.

We need to work together to solve this problem. 
Not just the Member States, not just the 
Commission and Parliament, not just patients, 
not just payers, not just researchers, not just 
academics, not just industry…everyone, all 
stakeholders.

Changes in Parliament, 
but healthcare message 
must remain
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DH: Apart from the issues you’ve mentioned 
about ageing, co-morbidities and financial 
pressures, are there other things that need to be 
fixed?

AP: Yes, absolutely. It’s an absurd situation, as 
apart from anything else the direct correlation 
between the health of a nation and its wealth has 
long been known and shown. 

Meanwhile, despite recent efforts that I’ve already 
mentioned legislation is often out-of-date, not 
fit-for-purpose and hinders progress rather than 
helps. 

And despite the burden of this ageing population 
that we talk so much about, live among and are 
personally becoming part of as the clock ticks, we 
have a European Commission that, historically, 
tends to behave in a reactive rather than proactive 
manner in many arenas. Hopefully this will change 
next time around.
I remember at the European Summit on Innovation 
and Healthy Ageing, and on the Commission’s 
own website, Mary Harney, Chair of the European 
Steering Group on Sustainable Healthcare, and a 
former Irish Minister of Health, highlighted ageing 
and the rising incidence of chronic disease with 
the statement that this places “unprecedented 
pressure on existing healthcare systems”. 
Mary added that making healthcare sustainable 
is now a priority for Europe. We need to enact 
positive healthcare transformations that can adapt 
and endure over time. She cited affordability 
and financial sustainability as the biggest issues 
confronting healthcare providers throughout 
Europe.

She also said that she believes in the need for 
moving away from a purely economic perspective 
and instead applying the principle of ‘Health is 
Wealth’. I could not agree more.

DH: Where does personalised medicine fit in?

AP: The reality is, Denis, that we need to start 
using what are limited resources in smart ways. 
One of those ways is personalised medicine. 

This genome-based, targeted approach to both 
prevention and treatment has the promise of 
seeing healthcare move away from trial-and-error 
therapies to evidence-based individual ones. It 
is an approach that removes the one-size-fits-
all philosophy and instead sees sub-groups of 
good and bad responders identified and stratified 
before treatment on a patient begins. It therefore 
promises to be more cost-effective going forward.

Politicians of all colours need to grasp this.

Working together using new knowledge and best 
practice will allow us to find new and better ways 
to serve our patients. In a sustainable way.
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Why policy counts in 
Europe’s healthcare 
ambitions
Personalised medicine cannot reach its full 
potential without many elements being in place, 
one of which is effective policy.
Here, EAPM’s executive director Denis Horgan 
talks to MEP Paul Rubig

DH: Personalised medicine obviously relies on 
new technologies, including genomics, Big Data 
and better-targeted clinical trials, among other 
aspects.
EAPM and others are convinced that 
policymakers have a vital role to play. Would you 
agree?

PR: Myself and other MEPs, not least those on 
the ENVI committee, accept that there is a need 
for good regulation, new ideas and cooperations 
- such as we are seeing with the plans for health 
technology assessment - as well as commonly 
accepted and widely implemented best practices, 
which hopefully follow on.

OK, healthcare remains a Member State 
competence, but during my time in Brussels and 
Strasbourg I’ve seen the EU as a whole becoming 
more involved in various aspects in this important 
area.

DH: For example?

PR: Well, we have seen major legislation on 
IVDs, clinical trials, cross-border healthcare, data 
protection and more which span all the soon-to-
be 27 EU countries. 
Post-Brexit of course, nobody knows 100%, but 
it would surely make sense for the UK to maintain 
the standards in these areas that it already signed 
up for, and I’m certain it will. The only issue 
with Britain leaving in this context is a possible 
blockage in coordination in research, but I don’t 
really see that happening as collaboration is for 
everyone’s benefit and the UK faces the same 
demographic issues in healthcare as the rest of 
Europe.

Products are products and standards must be 
maintained. Product approval, for example, 
through Medical Adaptive Pathways to Patients 
is aimed at getting innovative treatments and 
medicines onto the market much more quickly 
than has been the case, in order to potentially save 
lives.

The Commission, Parliament and now Member 
States are taking a long, hard look at health 
technology assessment approval procedures and 
we are seeing much more collaboration between 
EU countries across borders in many spheres. This 
is vital when it comes to the sharing of knowledge 
and research, and legislation must adapt to the 
needs and potential, obviously within ethical and 
safety boundaries.

DH: Does the legislation need to catch up with 
the fast-moving science?

PR: Of course. It needs to catch up then keep 
up and, at the same time, ensure the proper 
transposition of its legislation and policies 
regulation to national level. Otherwise, what’s the 
point?

Clearly every Member State looks at healthcare 
from a different angle, sometimes due to how 
rich or poor it is, and sometimes through a high 
incidence of a particular disease or diseases 
in its population. Then we have the cost of 
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pharmaceuticals, cross-border payments to 
patients, the strength or otherwise of patient 
advocacy and more. These are big issues. 
Policymakers have an obligation to make these 
important elements as easy to achieve as possible.

DH: So what are the core needs that EU and 
Member States policymakers need to address to 
fulfil what we all agree is the vast potential of 
personalised medicine?

PR: Policymakers such as myself need to fully 
understand the needs of modern-day patients 
and how personalised medicine has the potential 
to change healthcare for the better. They must 
be aware that it is vital to develop training for 
healthcare professionals whose disciplines are 
essential to the successful development of new 
models. From a policymaking and regulatory 
perspective, Europe has reached a point in the 
healthcare of its hundreds-of-millions of citizens 
when clear, harmonised rules and guidelines 
need to be put in place across the entire EU. 
These should be determined and be applied in all 
relevant sectors.

DH: Can politicians et al go it alone?

PR: Of course not. None of the things we’ve 
just been discussing can be successfully 
achieved without the involvement of all relevant 
stakeholders. Every one of them. These include 
patient groups, academics, researchers, IT 
professionals, industry representatives, healthcare 
professionals, HTA bodies, the EMA and, of 
course, politicians, policymakers and payers.

I firmly believe that policymakers at both EU and 
national level have a significant role to play in 
bringing about a Europe in which personalised 
medicine, in all its forms, can be integrated into 
national healthcare systems. 

The EU cannot, as it stands, assume responsibility 
for all healthcare systems across Europe, but it has 
made certain important moves and can certainly 
recommend actions in the areas where it doesn’t 
have legal competence. 

DH: Finally, do policymakers truly understand 
the issues?

PR: Well, I’d certainly like to think so, but maybe 
not always. I think it’s clear that policymakers must 
listen and thoroughly understand all of the issues 
affecting access to personalised medicine for its 
citizens. This would go a long way to opening the 
door for a new form of treatment that will bring 
better and longer lives to many patients across 
Europe’s borders. 

We’re doing our best, Denis!
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Access all areas: 
innovation and unmet 
needs

With the next European Parliament elections 
coming up in May 2019, the European Alliance for 
Personalised Medicine has been talking to certain 
current MEPs about aspects of healthcare.

Here EAPM speaks to Andrey Kovatchev about 
ensuring access to medicines.

EAPM: Andrey, we’re all aware that one big 
problem facing us today is a lack of equitable 
access to the best medicines for all EU citizens. 
Share your thoughts, please.

AK: Yes, that is a huge problem, but not the only 
one. Obviously we have an ageing population and 
our healthcare systems are creaking under the 
strain. They are arguably not sustainable down 
the line. This is a Europe-wide issue and it’s not all 
about cash. What we need in large part is more 
innovation to meet the needs of an ever-growing 
cohort of patients who, these days, are often 
dealing with more than one chronic disease at the 
same time.

Prevention is a key weapon in the battle against 
bad health, but so is getting innovative medicines 
and treatments out there for all to use. And when 
it comes to innovation, we need to find more ways 

to stimulate research and development. 

Pharmaceutical companies often come under the 
cosh for the high prices of, for example, what we 
call orphan drugs and, yes, they can be high.

But on the other hand, if these companies are 
piling millions and millions of euro and possibly 
a decade of time into producing new drugs for 
a small market, then they have to claw the cash 
back somehow. Businesses can be many things 
but not many of them get accused of altruism!

EAPM: Any suggestions?

AK: The problem we - and pharma companies - 
have is that often the high prices for certain drugs 
doesn’t always equate to their effectiveness or 
added value for patients. Clinical needs are still 
being unmet in society and it is difficult to strike 
the right balance between cost factors and what 
our patients actually require. That’s one reason 
why we have health technology assessment 
bodies, of course.

Pharmaceutical giants plough a lot of resources 
into research, as I’ve said, but is it the right 
research in terms of what society needs? Not 
necessarily. So we have to find new, improved 
ways of stimulating research and development 
in a way that society identifies the unmet needs, 
rather than leaving it all to drugs companies and 
their financial models. We have to find ways of 
diverting public funding into R&D and letting 
public interest lead the way if society’s unmet 
medical requirements are ever to be met.

OK, so there have to be rewards for the people 
researching, creating and testing innovative 
medicines, but we need to be somewhat more 
discriminating, limit the risks, and reduce costs 
while upping the innovation potential. Some have 
suggested that the EU sets up a body whose task 
is to assess clinical need and identify inequalities 
in access. I and many colleagues would back such 
a plan.

Health technology assessment is, of course, the 
current hot topic and joint-assessments across the 
EU would improve efficiency, cut duplication and 
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bring down costs. But while this is highly desirable 
it is not a catch-all solution.

EAPM: So how do we assess new drugs in an 
ideal world?

AK: Well, we can start by raising the bar for 
market entry. One way to do this is to ensure that 
any new product can demonstrate that it is better 
than one that is already out there. EAPM and its 
stakeholders are well aware that we only need 
new medicines if they are clearly an improvement, 
and it’s not all about newness for newness’ sake. If 
the old medicine works well and brings value, then 
leave it be. 

If it ain’t broke, don’t fix it, as they say.

EAPM: OK, so you’e suggesting that there’s 
some doubt about whether the high price of 
some new medicines truly reflects their added 
value for patients…

AK: Yes, I am saying that. Big pharma will always 
argue that these sometimes-crazy prices coupled 
with long market exclusivity are vital to recoup 
costs. This, they say, allows them to pour the cash 
back into R&D.

It’s difficult ti argue with that as things stand. 
Which is why we need a rethink on strategy. 
Right now the commercialisation of innovative 
treatments is almost exclusively in the hands of 
these big companies, and this could leave us with 
a very unreliable R&D structure. Actually, it already 
is unreliable as the amount of unmet medical need 
in society demonstrates.

Myself and others would argue that public 
financing mechanisms are needed of the type 
that lock down the current reward system unless 
we are getting the most-needed R&D. If we leave 
the pharma companies to pick-and-choose their 
R&D then the status quo means that unmet needs 
remain exactly that - unmet.
We need to improve coordination and priority-
setting in research and development. Again, we 
can’t simply leave this to the big pharmaceutical 
firms. We need transparency. We need to adapt 
to, let’s say ‘regional’ priorities, too.

In the same way that personalised medicine 
rejects the no longer fit-for-purpose notion of 
one-size-fits all and treating by population, so we 
also need to target resources in R&D to what is 
actually needed where it is needed.

Then you have another issue in that all the radical, 
even disruptive, treatments coming out from 
giant leaps in our understanding of genetics, for 
example, require substantial amounts of real-
world evidence of their effectiveness and added 
value.

Clinical trials are hugely expensive, so ways and 
means must be developed to improve evidence. 
Without such evidence the new medicine or 
treatment won’t get to market and we have a cash 
black hole again.

Clinical trial networks, known as CTNs, can 
help to streamline the infrastructure so that the 
investigation of new research questions can use 
resources already in place. Policymakers need to 
up their game and improve the backing for CTNs.

EAPM: Speed of access is important in respect 
of novel products, obviously, but safety is a huge 
concern; Where do we go with that one?

AK: You are right. Effectiveness is one factor and 
safety is vitally important, so navigating along the 
line between those two aspects and the speed-of-
delivery requirement is not easy.
The joint-HTA that has worked its way through 
Parliament and is sitting with the Council at the 
moment should help in that regard but, as ever, 
Member States are squabbling over their right 
to run their own healthcare systems and the 
blindingly obvious need to collaborate for the 
benefit of all citizens.

The bottom line is that no single country can go 
it alone and, by a similar token, when it comes 
to innovation and unmet needs, we can’t let the 
pharmaceutical companies got it alone either.
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Why cutting-edge tools 
add value to healthcare
Specific IVD tests/companion diagnostics provide 
vital information to a medical professional 
regarding the likelihood of a patient responding to, 
or benefiting from, a certain treatment.

Earlier diagnosis and earlier treatment have many 
benefits, among them fiscal, because while cost 
is a major issue - and there are key questions 
about the cost-effectiveness of new and even 
existing treatments - better diagnostics will ease 
the burden on healthcare systems and lead to a 
healthier Europe.

Here, as part of a series of interviews for EAPM, 
the Alliance’s executive director Denis Horgan 
speaks to Jasmina Koeva chair of the board from 
the Bulgarian Alliance for Personalised & Precision 
Medicine about companion diagnostics, the 
concept of value and more.

DH: Let’s start with a bit of background on 
companion diagnostics…

JK: OK, well these are complex but critical for the 
appropriate prescription of personalised therapies. 
They help doctors and patients choose or reject 
a treatment and help with the decision between 
several therapeutic strategies.

These diagnostics tests are vital when it comes 
to knowing whether a treatment is going to work 
for you or me or not. Why waste time and money 
giving me - or anyone else - a drug that is not 
right for me when it is possible to find one that is? 
There is no value there, any way you look at it.

Ongoing research and development of 
new therapies, diagnostic tools, and mobile 
technologies offer new opportunities, bringing 
faster and more accurate diagnosis, allowing 
patients to go home sooner, helping healthcare 
professionals to monitor conditions more 
accurately, and improving patient outcomes.

DH: Are you in favour of personalised, targeted 
medicine, then?

JK: Of course. By giving the right treatment to 
the right patient at the right time, personalised 
medicine is crucial in this context. 

It’s a lot about confidently and scientifically 
identifying patients who have the best possibility 
of having a positive response to a given treatment. 
Companion diagnostics really help to make sure 
that patient data can be used to allow better 
choices. 

We are talking here about a more favourable 
risk-benefit ratio, which gives us better health 
outcomes, better quality of life, and better use of 
healthcare resources which, as we all know, are 
under pressure. 

Then there’s the fact that safe companion 
diagnostic also help reduce the number of adverse 
events linked to medicines because they help to 
predict which patients may have increased risk 
and/or serious side effects, as well as those who 
would be non-responsive. 

It’s all about making more informed decisions, 
which is a key value in itself.
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DH: So, it’s more patient-centric?

JK: Absolutely. By helping to reduce some of the 
uncertainty around treatment, these complex 
tests are unique even within the field of in vitro 
diagnostics, or IVDs.

They are enormously helpful in shifting health 
systems from a treatment-centred approach to a 
truly patient-centric one. 

I know from my work that patients are 
overwhelmingly in favour of the use of cutting-
edge companion diagnostics that can tell them 
what diseases they have, and the best way to 
treat them, while payers and lawmakers are much 
more cautious when weighing cost against ‘value’.

It is unfortunate, but the inherent value of such 
tools and tests is perceived differently by different 
stakeholders. 

DH: For example?

JK: Well, for sure the value that comes from 
choosing the right treatment, as well as that which 
stems from not choosing the wrong treatment, 
should be accounted for when funding or 
reimbursement issues are considered in the overall 
diagnostic-treatment package.

Also, recognition of the role of companion 
diagnostics in personalised care is necessary 
to strengthen EU approaches to this style of 
healthcare and in developing a cohesive approach 
that cuts down on inequalities and boosts patient 
access. 

But as well as recognition, we need practical 
acknowledgements too. These need to become 
apparent in the regulatory framework, as well as 
in pricing and reimbursement systems. 

In my view, information provided by a companion 
diagnostic test is valuable in its own right and not 
just in its relationship to a specific treatment. 

This is particularly true in instances where the 
test results indicate that treatment could harm the 

patient, or where the companion drug is found to 
be inappropriate, as I’ve mentioned.

DH: In an EAPM survey we found that 96% 
of patient respondents said they would be 
‘interested’ or ‘very interested’ in having a 
companion diagnostic available for them. What 
does that show?

JK: Obviously it is clear that patients place 
significant value on having the facts. 

And I should add that there are also 
considerations and characteristics of a companion 
diagnostic test that patients would like to see 
health systems and insurers consider in light of the 
diagnostic value. 

For both the patient and the cost-effectiveness 
of healthcare systems, payers should focus on 
prevention as a long-term investment, not a short-
term cost, one that has the potential to enhance 
quality of life. 

There is a model called VODI, which stands for 
value of diagnostic information, and its approach 
toward assessment is by way of considering 
the expected value as relative to the expected 
cost and the value in relation to the reduction 
of uncertainty. This can be estimated as a cost-
saving stemming from reducing inappropriate 
treatment decisions. 

Myself and many others believe that the VODI 
approach allows for a more optimal access model 
for patients, while improving efficiencies for 
assessment. 

Personalised healthcare is not just about saving 
lives, but also improving them, and putting a 
substantial value on diagnostic information will 
help to realise these goals and create a healthier 
and wealthier Europe for us all, now and down the 
line. 
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UPCOMING EVENTS

8–9 April 2019

18–20 November 2019 

19–22 June 2019 // Leuven


