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Congress a “true melting pot of ideas”
Welcome to EAPM’s Tuesday
newsletter from the Milan Congress
that is now well underway. We hope
that those of you who were at last
night’s cocktail reception managed
to relax a little, although it’s back to
work today!

embedded into the EU’s often disparate healthcare
systems, so we were delighted to see a true crosssection of representatives from various disciplines
coming together under one roof, joined of course
by ministers from various Member States.
As suggested, we all have a stake in the health of
citizens in our Union and a great deal of our job at
this one-stop-shop for personalised medicine is
to find ways to facilitate change, not least through
on-the-ground efforts to deliver the necessary
paradigm shifts at Member State and regional
levels.

There were, of course, also a string of dinners last
evening which saw discussions on lung-cancer
screening (which EAPM has championed down
the years), prostate cancer and the new initiative
Regions4PerMed.

Congress certainly got off to a good and lively
start. Yesterday, of course, was a busy one,
with six tracks running concurrently plus two
Presidential sessions.

Given the topics already covered and the expertise
that has gathered here in the Lombardy regional
capital, it’s clear that this Congress is a true
melting pot of ideas and skill sets ( just as it was
at our first Congress in Belfast last year). This is
no empty melting pot, but one that is hot with
rich and innovative plans that will have solid
results at the end of events. These we will take
to policymakers in a period that is becoming
ever-more important, with Brexit looming, the
European Parliament elections coming up in May
next year, and a new Commission (and leader)
after that.

Let’s start with the Diagnostics session…

“IVDs, specifically companion
diagnostics, play an essential role in
personalised medicine and the patienthealthcare pathway,”
Petra Zoellner, Senior Manager Regulations and Industrial
Policy, MedTech Europe.

Down the line, we all have a responsibility to
make sure that personalised medicine is properly
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Welcome Reception

Congress here in Milan called for continued
collaboration with the academic community to
ensure that innovation in personalised healthcare
is incentivised and continues to develop, as
well as a true stakeholder platform to allow a
space for a regular exchange of information and
developments in the area.

“As non-invasive tests used for diagnosis,
screening, assessing predisposition and
monitoring, IVDs do not treat patients;
instead, they rely on biological samples,
including blood, urine or tissue, to
provide a specific set of data regarding
an individual’s health status,”
Zoellner added.

“Patients must be engaged throughout
the development pathway - from
concept to market - to ensure that their
needs are being met,”

Congress heard that there are certain intrinsic
characteristics of IVDs that distinguish them from
medical devices and pharmaceuticals.

Robert Johnstone, Board Member, European Patient Forum

While they are a unique group within the broader
medical device sector, there are also differences
among IVDs. The afore-mentioned companion
diagnostics, for example, are highly innovative
and precise tools, which necessitate special
consideration that accounts for their integral
role in the further development of personalised
medicine.

“And we also need clear, transparent
and timely market access processes that
account for the specificities of IVDs and
companion diagnostics,”
Johnstone added.

Such tools are complex but critical for the
appropriate prescription of personalised therapies.
They help doctors and patients to select a
treatment or even exclude a treatment and assist
with the decision between several therapeutic
strategies.

Companion diagnostics are rapidly growing in
importance in this field. They provide the potential
of more effectively treating patients by targeting
their therapy and avoiding ineffective treatments
that may harm the patient.

Congress heard that 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

This was duly noted by the Commission and
the European Parliament that saw a number
of amendments to relatively recent legislation,
including many put forward by EAPM and its
stakeholders.
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Christine Chomienne

Minister Marcin Czech

Robert Johnstone

Ciaran Nicholl

Presidential Session Panel: Advancing Europe’s Healthcare – Patients & Economy

Welcome Reception
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Quotes
“We already know that, this
year in Europe, there will be
3.9 new cancer patients, and
1.9 million will die.”

“We assume that prevention
is only for people who are not
sick. Prevention is an ongoing
process. However, we are not
educating or empowering
people. We have to start with
the young people, we have to
start with education.”

Ciaran Nicholl, Research Centre Ispra, European
Commission.

“Europe is not good enough
at unleashing the power and
potential of the Big Data that
we have.”

Robert Johnstone, former board member,
European Patient Forum

Ciaran Nicholl, Research Centre Ispra, European
Commission

“Poland belongs to the fastest
ageing societies of the EU.
Compulsory health insurance
“We are ready to pay for a
covers 98 percent of the
cup of coffee, no sweat. We
have to realise that we have to population, and guarantees
access to a broad range of
pay for digital services.”
Ernst Hafen, ETH Zurich
health services.”
Marcin Czech, Marcin Czech Under-secretary of
State, Polish Ministry of Health.

“We have these wonderful
science-based systems, but
20% of patients don’t take the
medicine they are prescribed,
ever. And within a year, 50%
stop taking it.”

“To move forward, we have to
innovate our innovation.”
Christine Chomiene, INCa, France

Robert Johnstone, former board member,
European Patient Forum
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Mario Romao

Gordon McVie & the Genomic Track Panel

European Commissioner for Digital Economic and Society, Mariya Gabriel

David Morrow EATRIS

Genomics Track Panel
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healthcare professionals to monitor conditions
more accurately, and improving patient outcomes.

“By giving the right treatment to
the right patient at the right time,
personalised medicine is crucial in this
context,”
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“This will ease the burden on healthcare
systems and lead to a healthier and,
thus, wealthier, Europe. The potential
for bettering the health of EU citizens is
huge,”
Andres Metspalu, Estonian Genome Center/University of
Tartu, Estonia stated.

Armin Ritzhaupt, Regulatory Affairs Office, Scientific and
Regulatory Management Department, European Medicines
Agency (EMA)

Genomics
Not surprisingly, given its impact in the field of
personalised medicine, the topic of genomics runs
from tomorrow into today and will continue into
the future.
Where genomics in health stands today—and
its incredible potential through Next Generation
Sequencing and more—still requires the
development of a high-level plan for advancement
in this crucial and swiftly moving area.
Discussions have looked at improving treatment
selection in cancer, maximising success of
diagnosis in rare diseases, and what regulatory
framework is best to support innovation in
genomics. There is still a need to inform European
Union and Member State policy makers in
order to shape the landscape for the successful
implementation of genomics and related
technologies in the healthcare arena.

“Making healthcare systems accessible
and affordable to all patients, regardless
of personal circumstances and location,
should be a cornerstone of the EU’s
pledge for equality for all citizens.
Genetic science certainly has a key role
to play.”
Soledad Cabezon MEP
And Gianpiero Cavalleri of Royal College of Surgeons in
Ireland, added:

“The leaps in science in recent years
have been giant ones. The technology is
out there, including in this amazing and
exciting field of genetics, but we need
to collaborate much better, invest more
in research and innovation, and deliver
again and again the message that
patients are at the heart of their own
healthcare.”
MEGA moves
As you probably all know by now, there has
been a much-needed commitment on behalf of a
coalition of willing Member States, alongside the
Commission, to join genomic databanks on an EU
level for research collaborations.
Key to this is a one-million European genomes
cohort target realisable by 2022, now backed
by18 countries and also individual regions.

“Genomics is the foundation that
enables the vast potential of
personalised medicine to be realised,
much of it preventative,”
Ivo Gut of Director, Centre nacional d’analisi Genomica
(CNAG).

“With rising healthcare costs and
individual health systems being
increasingly challenged, genomics has
the potential to impact the health of all
of us and provide diagnostic, economic
and efficiency benefits, ensuring that
patients receive the right information
and the right treatment at the right
time.”

The idea for the MEGA (Million European Genomes
Alliance) project grew as an EAPM project in
collaboration with the European Parliament
based on the utility of genomic data in improving
healthcare and personalised medicine, plus the
rapidly declining cost of genome sequencing.
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“Breakthroughs in genetics, calls
for more and better screening,
developments in imaging techniques
and the emergence of what we now
call Big Data have already changed the
world of healthcare for ever. This is a
vital next move.”

WWW.EUAPM.EU

circumstances, as well as to be properly
informed from the other side.”
Christine Chomienne of Director of Research & Innovation,
INCa, France:

“It is great to see some young and up
and coming stars at the school and I
think that the younger generation will
have a different view on treatment of
patients. I think the dialogue between
the physician and the patient will
change in the future.”

EAPM’s executive director Denis Horgan

Winter School for young healthcare professionals
This week hosts the Alliance’s first Winter School
for young healthcare professionals, or HCPs, and
comes on the back of three previous summer
editions. EAPM and its stakeholders have once
again drawn young delegates from all over
Europe and these are representative of the new
generation of HCPs.

Beata Jagielska from Maria-Curie Memorial Cancer Center
and Institute of Oncology Care, Warsaw, Poland

“I expected the school to be very good,
as were the previous three, but it is even
better than I anticipated. The attendees
come from many different countries
and different specialities. It’s very transdisciplinary, very European.”

This winter, here in Milan, the school is once again
entitled ‘TEACH’, which stands for Training and
Education for Advanced Clinicians and HCPs, and
the goal is and has always been to bring young,
front-line professionals up-to-speed with fastmoving developments in the field.

Filippo de Braud, Chief, Medical Oncology Department,
Fondazione IRCCS Istituto Nazionale del Tumori, Milan

Access, ‘value’ and HTA
In healthcare systems that are becoming
increasing tough to finance, how do we decide
what constitutes ‘value’?

Aimed at age-range 28-40, TEACH has always
held to the thesis that, if personalised medicine
is to be in line with the EU and Member State
principle of universal and equal access to highquality healthcare, then clearly it must be made
available to many more citizens than is currently
the case. The faculty was chosen from medical
academic, clinical and research specialties, patient
organisations and communication experts.

“Obviously, one must understand
a product and/or treatment while
considering what it can provide,
weighed against cost and other
considerations, for the benefit of the
patient,” said Iñaki Gutiérrez-Ibarluzea
of Basque Office for HTA. Basque
Country.

Decision-making in this new era of healthcare is
a key aspect when implementing personalised
medicine. And finding the balance, or middle
ground, between new science/technology and
medical tradition is not easy.

“How do we assess that benefit? We can
talk about extended lifespans, better
quality of life, treatment that is purely
palliative and more. But if the medicine,
for example, is highly expensive and
gives only an extra few weeks of life, or
makes the sufferer only marginally more
comfortable, is there really much value?”

“One of the key goals in the
personalised medicine era is to improve
communication between front-line HCPs
and their patients. The latter should
have an equal role in any decisions
made about their treatment, and this
requires them to be able to input vital
information, such as lifestyle and work

Marco Marchetti, Istituto Superiore di Sanità, Rome, Italy
added

7

#EAPMMILAN2018

27 NOVEMBER 2018

Congress heard that, from a humanitarian point of
view, many would argue that the answer should
be ‘yes’, but that flies in the face of spiralling costs
and, sometimes, a lack of proof that a treatment
achieves very much.
For certain today, when medical innovations are
increasingly prevalent but those under-pressure
healthcare budgets are tightening all the time, it
is important to find ways to optimise equitable
access to healthcare systems and treatments.

WWW.EUAPM.EU

“Healthcare should start with the patient.
As should the concept of value. Our
viewpoint and strategy is reflected
in the landmark Luxembourg Council
Conclusions of almost three years
ago on personalised medicine which
state that the EU-28 should take into
account, ‘inter alia, added value from
the patient’s perspective as well as
enhanced cooperation and exchange of
best practices’.”

HTA bodies are very useful but, in a Europe
that sees a lack of equitable access to the best
treatments in many of the EU’s Member States,
a lack of alignment and agreed definitions of
value lead to a clear imbalance between richer
and poorer countries as well as, often, between
different regions within single states.

Gordon McVie, The Alliance’s co-chair and cancer specialist
McVie added

“Since then, EAPM has been following
up on the Council Conclusions and will
continue to do so into the future, not
least through conferences and Congress
such as this.”

The European Commission’s recent moves
to bring in obligatory joint action on health
technology assessment has been welcomed by
many stakeholders and the European Parliament,
although certain Member State remain resistant,
arguing that the Commission is over-stepping its
mandate in an arena that sees member countries
have competence under the Treaties.

Mens’ s Health

“Men, if you want to take care of your
loved ones, taking care of yourself is a
good start…”
said James N’Dow of Chairman, Guidelines Office Board, EAU

But back, as ever, to the patients….

Those of you working specifically in the sphere of
men’s health will know that one-in-five men die
before the age of 65 - before they have time to
enjoy retirement. That’s an astonishing statistic.

“Access-wise, patients are, today, able
to identify unmet service needs and
point out waste and inefficiencies in
the healthcare system. Perhaps Member
States healthcare systems should start
listening a little more?”

Men are also more likely to respond to stress by
taking risks such as misusing alcohol, and are less
likely to have a positive view of talking therapies.
At the same time they are around one-third less
inclined to access psychological therapies than
women are.

said Stefan Gijssels of Executive Director of Digestive
Cancers Europe and EuropaColon

Research has shown that patient-centred care
models are cost-effective and lead to better
“Good EU healthcare should put the man
outcomes and patient satisfaction. Patient
among the many”
empowerment can be a vital element of highsaid Ken Mastris, of Board Member, European Cancer Patient
quality, sustainable, equitable and cost-effective
Coalition, UK.
health systems.
Congress heard the view that there is a strong
It’s a given that men don’t want to talk about
argument that the concept of ‘value’ should
things such as the potential killer that is prostate
always be seen from the ‘customer’s’ point of view, cancer, for example, and are unlikely to want to
in this case, the patient.
visit the doctor for check-ups because they find it
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embarrassing and hide behind the ‘I can’t afford
the time off work’ argument. In fact, more than
half say they think that their boss would think
worse of them for heading to the doctor.

“Apart from anything else, men’s
health is a political issue, or should
be, men make up roughly half of every
population in the EU Member States and,
of course, the ones who do make it past
retirement age still get to go out and
vote.”
said Hendrik Van Poppel, EAU Adjunct Secretary General –
Education, EAU.

“At that age, even men start to care
more-and-more about their own health,
and would-be MEPs in next year’s
European elections would do well to
remember this.”
Tit Albreht, Coordinator of the EU Joint Action Cancer Control
added.

Congress heard that the bottom line is that
working men create wealth, and healthy male
retirees stay out of hospital.

“The mathematics are simple, and it is
time to act.”
said Anders Bjartell, Professor in Urology, Dept. of
Translational Medicine, Dept of Urology, Skane University
Hospital
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We all tried to find a balance within the muchargued over General Data Protection Regulation
between data sharing in health, for the benefit
of citizens, and privacy, which is also for the
benefit of citizens. The simple fact remains that
most patients are willing to share their data for
the benefit of today’s patients and those that will
follow. Now the challenge is how best to gather,
store, share and interpret Big Data, ethically, safely
and within robust privacy boundaries.
Going forward, it is crucial that personalised
medicine and public health leaders, alongside IT
experts, researchers and more, work together
to ensure that responsible data sharing allows
patients and citizens to receive the maximum
benefits for their health.

Is personalised medicine
the route to a healthy
world?

DH: Can you see personalised medicine replacing
what we might call ‘traditional’ healthcare?
GM: No, not at all. Instead, personalised medicine
offers a more-nuanced added value that uses
increased knowledge of the individual to inform
both health-preserving and quality-of-lifepreserving decisions. Where older and established
treatments work well, they should be retained. If it
ain’t broke, don’t fix it.

The European Alliance for Personalised Medicine
upholds what it calls a “P4” medicine strategy.
The 4Ps are predictive, preventative, personalised,
and participatory. EAPM believes that these
elements will help embed personalised medicine
into European health systems. It also says that
public health and prevention are two key pillars
of personalised medicine, and emphasise the
increasing importance of participatory patient
involvement and empowerment.

However, sticking to a one-size-fits-all approach
for diseases such as cancer is no longer justifiable
from a healthcare or quality-of-life perspective.
It also represents a waste of precious health
resources, which we can ill afford. In the nottoo-distant future, as well as there being better
prevention, the emphasis will undoubtedly shift
away from treating illness and move toward
maintaining an individual’s health.

Here, as part of a series of interviews for EAPM,
the Alliance’s executive director Denis Horgan
speaks to the organisation’s co-chair Gordon
McVie about various aspects of personalised
medicine.

DH: So how far down the line are we when it
comes to personalised medicine?

DH: Gordon, although a cancer expert you’ve
seen the development of personalised medicine
from all angles. Let’s start with the question of
how important is genomics?

GM: Well you could argue that a lot of the
achievements remain theoretical, because so much
more needs to be done.
Take cross-border healthcare. This is a superb
concept which many stakeholders and not least
the European Parliament worked hard to make a
reality, yet we can hardly pretend that it has been
implemented to an optimum level so far.

GM: Extremely important. Use of the advanced
genomic instruments now at our disposal is
needed to achieve a healthy society, but access
to information from the huge amounts of clinical,
lifestyle, and environmental data now also
available is crucial.
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GM: Absolutely, Denis. The genie is out of the
bottle, now. You only have to look at the great
progress we have made in cancer diagnosis and
treatments on the back of the leaps in genetic
science. In a fast-moving field that sees treatments
and medicines tailored to a patient’s genes, as
well as his or her environment and lifestyle, we
are aiming to give the right treatment to the
right patient at the right time. It also works in a
preventative sense which extends lives, enhances
lifestyles and saves hard cash and resources.
The technology is marching on and seems
unstoppable. And when it comes to that serial
killer cancer, a field in which personalised medicine
has already had major effects, treatments that
target cancerous mutations have become a reality.

The idea was to clarify and reinforce citizens’
rights to choose where to seek medical treatment,
and in what circumstances. But while things are
gradually improving, Member States were slow to
implement it.
One could argue that this is one result of Member
State competence in healthcare, but such national
isolationism is what it is, despite recent overarching legislation from the EU in areas such as
clinical trials, IVDs and now health technology
assessment. The battle lines have already
been drawn on HTA, of course, and we await
developments with interest.
On the whole, EU policy in healthcare is geared to
persuading if not forcing countries to cooperate,
as well as healthcare providers, purchasers, and
regulators. We are talking about the development
of European reference networks, especially for rare
diseases, and interoperable e-health solutions, for
example.
Remember that a high level of human health
protection is to be ensured in the definition and
implementation of all EU policies and activities,
which should provide new support for medical
advances in research, cohesion, competition,
industry, and intellectual property. Hopefully this
will happen, but it hasn’t yet, at least not as well
as it could.

But against the backdrop all of these new
developments, the importance of access to
medicines and innovative treatments across the
EU is coming under the microscope. Access is
multi-faceted and involves availability, affordability
and the insurance of quality.
Among the basic tenets of the EU are equality and
access to the best healthcare for all, regardless of
who or where they are. This is clearly not the case
at the moment.
Unfortunately, despite the existence of innovative
new drugs, new technologies and developments
in medical science, many citizens are not able to
access them, often due to high costs.

DH: How important is communication and
cooperation between Member States?

Other issues include overly bureaucratic
reimbursement procedures, so we definitely
need a regulatory environment which allows
early patient access. It’s a long road, with many
existing and potential bumps along the way, but
at least the journey has begun. And there will be
no turning back. With a new European parliament
and a new European Commission set to take office
next year, Europe has an opportunity to generate
more coherent management of care and wider
access for patients.

GM: It can’t be underestimated. Aside from crossborder healthcare, we need to work harder on
making electronic health records more common
and interoperable, make the most of the brilliant
research going on in the EU by collaborating and
not duplicating - mandatory joint-action on HTA
should help immensely, if we ever get it - and
there needs to be a breakdown of silo thinking, not
just among various disciplines but also Member
States and even their regions. It may be said that
‘talk is cheap’, but it’s also a necessary element in
enhancing cooperation, efficiency and value.

Personalised medicine is here to stay. But I will
say this, if the opportunities are missed—or
mishandled—the damage will be felt not only by
today’s patients, but by tomorrow’s patients too.
We can’t let that happen.

DH: So there are undoubted challenges, but
would you still say that personalised medicine is
the way to go?

11

#EAPMMILAN2018

27 NOVEMBER 2018

WWW.EUAPM.EU

The European Parliament’s ENVI committee
summed up my feelings exactly when its report
outlined the aims of improving access to health
technology in the EU, both in terms of quality but
also by choosing the best research projects that
address patients’ needs.
If I recall, the rapporteur called it “a step towards
guaranteeing the fundamental right of access to
health”.
I’m with ENVI’s vision of a European regulation on
HTA that will allow Member States to make the
best choices for patients within the confines of
affordability for health systems.
Overall, there is a need for healthcare
professionals, patients, and legislators to
understand whether or not a new medicine or
medical device is an improvement on what was
previously available. This is vital when looking
at value, especially when times are tough with
increasingly cash-strapped healthcare systems
coming under increasing and diverse pressures.

New HTA rules must
be decided without
detrimental delay
New proposals in health technology assessment
(HTA) are in the news non-stop at the moment as
Member States take their various stances on the
idea of mandatory joint action, which has been
backed by the European Parliament.
HTA has been defined as a multidisciplinary
process that summarises information about the
medical, social, economic and ethical issues
related to the use of a health technology in a
systematic, transparent, unbiased, robust manner.

DH: Once adopted in whatever final form, do
you think that the Commission’s regulation will
help overcome disparities?
ML: Yes, I do. It should certainly reduce barriers
to accessing innovative treatment, allow
recognisition of the value of new therapies, and
improve sustainability. There are many barriers at
the moment which, in the main, come down to a
lack of new treatments for certain diseases and
the high price of medicines.

Here, EAPM’s Denis Horgan talks to Professor
Mark Lawler, of Queen’s University Belfast, about
various needs and implications in the HTA area.

We need to move to a system where we deliver
real therapeutic value – transformative therapies
are the key. Essentially, improving HTA and
strengthening cooperation across countries will
provide better estimates both of the medical and
social value of new therapies and diagnostics.

DH: Mark, you’ve long been a proponent of
personalised medicine and have seen it develop
from pretty-much every angle. Where does HTA
fit into the process, and can it help to drive it?
ML: OK. A well-working and efficient system of
HTA is extremely important when it comes to
access for patients to the best treatments that
are available. Debate is under way about certain
aspects of key proposals for HTA implementation,
of course, but it is key that we get to a place
where HTA functions as well as possible.

DH: So what about the mandatory elements
of the Commission’s proposal? They are not
popular with everyone…
ML: No, they’re not. In Germany and France
in particular. Although the current rotating EU
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presidency, Austria, has proposed a compromise
to Member States on certain sections.
It’s fair to say that the Commission’s plans
have provoked intense debate with the call for
mandatory Europe-wide HTA cooperation, but
the right of Member States to add to the EU-wide
efforts on a country-by-country basis is also in
there under Austria’s plans.
A big issue, of course, is that Member States have
competence for healthcare under the Treaties,
and some states feel that the Commission is
over-reaching its powers. I’m no lawyer, but if the
Parliament’s Legal Affairs Committee says the
plans are lawful under single market sections of
the Lisbon Treaty, then that argument falls down.
And let’s remember that the Commission’s
proposal contains provisions covering the sharing
of data, among others, and many Member States
have been loosely collaborating on HTA for two
decades.
Ok, the results have been mixed and unnecessary
duplication has been rife, but a nudge in the
direction of mandatory cooperation appears to me
to be the logical next step. But, bottom-line Denis,
we need a constructive dialogue to overcome
challenges of the legislative file and to make sure
that Joint Clinical Assessments become a reality
in the European Union without detrimental delay.
We owe it to our patients!
Unfortunately, with all the flurry around the next
European Parliament elections which are due at
the end of May 2019, it may even be the job of
the Romanian Presidency, which takes over at the
start of next year, to nail down a deal before the
EU’s voters go to the polls.
Let’s hope it doesn’t take any longer than that.
Otherwise patients are the big loser
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UPCOMING EVENTS

8–9 April 2019

19–22 June 2019 // Leuven

18–20 November 2019

