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Introduction
With this roundtable, organised in the margins of ESMO 2020, EAPM
deepened the collaboration generated at its March 2017 Presidency
Conference on “Innovation and Screening in Lung Cancer - The Future” at
the historic Bibliothèque Solvay in Brussels, during the Maltese EU
Presidency. Since EAPM was created in 2009 it has been contributing
actively to EU cancer policy, from the European Partnership for Action
Against Cancer in 2009 and CANCON 1, to the numerous initiatives that
followed. The Alliance has helped to shape awareness among stakeholders
and policymakers over recent years about the needs of modern-day
patients, and about the potential of personalised medicine to change
healthcare for the better. Now, in a world where the landscape has been
changed not just by massive advances in science and technology but by the
COVID 19 pandemic and the consequent shift in perceptions of the place in
health in society, EAPM focused in this latest lung cancer roundtable on how
more of that “future promise” can be integrated into current clinical practice
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and health system strategy.
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The roundtable brought cancer experts from across Europe together in a
display of ample evidence of future promise – but plenty too of
demonstration of the persistent barriers to realizing that promise across
Europe. Lung cancer five-year survival rates have improved – but still remain
low. The technology for diagnosis is improving all the time, but patients face
long waiting times, particularly in transfer from primary to specialist care,
and diagnosis is often delayed. A wealth of new data is becoming available
on lung cancer and approaches to tackle it, but the infrastructure in Europe
is slow to convert this into benefit for patients or for health system
management. Valuable new treatments have become available in recent
years, increasing survival and quality of life – but access varies widely from

country to country and even from patient to patient: innovation is not truly
innovation if patients do not have access. The proliferation of
highly-sophisticated new diagnostics and treatments widens the possibilities
of improved outcomes – but clinicians often do not have sufficient access to
expert advice and guidance on treatment pathways to confidently handle
the inevitable complexities and novelties. And although novel
approaches offer the prospect of outcomes that go beyond the simple
measure of survival, healthcare systems have yet to adapt to more sensitive
outcome measurements – which can leave patients insufficiently monitored,
and the full value of new approaches going under-recognised and
under-funded.
There is potential future promise in the European policy context, with the
legislative and policy initiatives currently on the EU agenda. The Beating
cancer plan and the Cancer Mission, the European Health Data Space, the
expanded health programme, the review of research incentives and – most
recently – the declaration of Commission President Ursula von der Leyen in
favour of European Health Union. But for all these potential positives to be
realized, it will be necessary to establish co-created frameworks
involving all stakeholders, and for clear messages to be transmitted from
clinical, research and patient communities to policymakers in government,
among payers, and in health technology assessment bodies.

Denis Horgan
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EAPM Executive Director
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Executive Summary
Lung cancer remains one of Europe’s weak spots in terms of healthcare
performance, despite the advent of valuable innovations in diagnosis,
treatment and monitoring – not least those resulting from novel
approaches with molecular diagnostics and next generation screening. But
for the potential to be realised, good will among lung cancer stakeholders Is
not enough. Many of the solutions lie in the domain of policy formation at a
broader level. So whether the needs are for earlier diagnosis, national
resource allocation, easing the complexity of new treatment
decision-making or linking quality of patients’ lives into outcomes
measurement, the crucial issue is how far policymakers can be sufficiently
convinced of the possible merits. The current policy context for healthcare
in Europe offers some new options for influencing policy. It is up to the
stakeholder community to see how far they are able to seize
these opportunities.

1) The Policy Context
The European policy context for lung cancer is dominated by the
disappointingly low five-year survival rates – which have improved to around
20%, but remain frustratingly low compared with most other cancers.
A combination of factors allows long delays to persist, in diagnosis, in
referral time from primary to specialist care, and in initiation of treatment.
As an example, the current EU cancer screening guidance dates back to
2003 and is long overdue for updating. The picture is further complicated
by wide disparities in access to diagnostics and treatment, and to clinical
trials. This is mirrored by similar disparities in capacities for the advanced
broad panel testing and comprehensive genetic profiling that exploits the
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possibilities of molecular diagnosis.
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Against this sombre background, the European Union agenda is holding out
some new hopes of improvement. The Beating Cancer plan announced by
the new Commission President Ursula von der Leyen when she took office in
late 2019 is now being constructed along its four pillars of prevention,
diagnosis, treatment and quality of life. For diagnosis it aims to address
gaps in knowledge, promote digitalisation to reduce detection time,
provide technical support to member states, and deploy regulatory support
to reduce inequalities. It also aims to speed treatment, to incentivise
innovation, increase access to affordable therapies, and develop the

parallel European Health Data Space to promote knowledge exchanges and
research. And it aims to improve quality of life and attention to survivors
through support. The EHDS aims to have a positive impact on healthcare
through creating a framework for AI and providing guidance on continuing
use of data in the wake of the EU’s strict privacy laws, the GDPR. It will also
optimise quality and use of data and expand the necessary infrastructure.
Other options on the EU agenda that are opening up hopeful implications
for lung cancer include the evolving Cancer Mission, with a heavy research
component, an expanded health programme that is still to be defined, an
ongoing review of research incentives and – most recently – the
declaration of the Commission President in favour of a European Health
Union, as a response to the fragmentation exposed by the European
reaction to the Covid-19 pandemic.
Discussion at the roundtable centred on the need to overcome the chronic
fragmentation that hinders much progress in European healthcare policy –
and in lung cancer. The roundtable itself was a demonstration of the
importance of bringing stakeholders together – and among those who took
part was the prominent Finnish MEP Sirpa Pietikäinen, a long-standing ally
of EAPM. She spoke of her own personal attachment to the concept of
personalised medicine and welcomed the briefing on lung cancer that the
roundtable provided her with, emphasising the need for co-creation and
networking in seeking solutions. She also made clear the importance of the
scientific and medical community refining and delivering clear messages to
policymakers. “We politicians really need to understand the picture” from
the lung cancer and personalised medicine point of view, she said. “It is
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evident that lung cancer needs a stronger status.”
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Denis Horgan, Executive Director, EAPM - Sirpa Pietikäinen, Member of the
European Parliament

EAPM executive director Denis Horgan underlined the importance of
ensuring the transmission of aligned messaging to critical policymaking
institutions - the Europe Parliament, the European Commission, the
European Council, and relevant bodies including the European Medicines
Agency. To do this effectively it is necessary to bring stakeholders together,
he said – not just oncologists, pulmonologists, radiologists, pathologists, the
pharmaceutical and diagnostic and data industries, but also patients and the
public sector. There is an appetite among European citizens for more
coordinated EU engagement in health, he said, and this has only been
reinforced by the pandemic. But it will be necessary to construct a
collective framework that secures policymakers’ support, and to ensure
delivery not just of words and plans, but of actions. The framework should
embrace health data that facilitates research and cooperation between
national health care systems, and should be capable of linking clinical
decisions with the decisions of payers and with the investment decisions
that can drive better healthcare forward. Such a framework should be able
to exert a beneficial influence on crucial legislative issues, such as on clinical
trials, data protection, medical devices, research incentives, and health
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technology assessment.
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Action points for discussions in the context of the EU’s Beating Cancer
Plan, Cancer Mission, EU Health Data Space, the review of research incentives in its orphan drug rules, the Pharmaceutical Strategy, the draft EU4Health programme and the promised European Health Union.

Towards policymakers:
• Promote investment in high quality testing (via Cancer Mission)
• Promote common approach to assessment of new technologies among
HTA and regulators
• Promote support among regulators for the use of real-world data for
approval and reimbursement of new therapies
• Promote support for regional/national patient registries for Real
World Evidence
• Promote support for adequate laboratory and data infrastructure
in Europe
• Promote interpretations of General Data Protection Regulation
that permit data use for research
• Promote investment in outcomes data, with focus on patient experience.

Towards stakeholders:
• Ensure patient opinion is incorporated into discussions of evidence bases
• Ensure continued cooperation among stakeholders on pan-cancer studies
• Ensure rapid delivery of high-quality and clear test results for therapeutic
decision-making
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• Collaborate in clear messaging to policymakers on areas of agreement
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2) The Significance of Early Diagnosis
In light of Europe’s unsatisfactory record in tackling lung cancer, it is
axiomatic that diagnosing patients earlier and better would make it possible
for fully-skilled professionals to treat them earlier and improve their
outcomes and quality of life. One of the most obvious mechanisms that
could improve the situation is screening – with adequate national screening
systems in place and the use of population-based advanced diagnostics.
Dr. Gilad Weiner, a molecular pathologist at the Hadassah Medical Center in
Israel, reported on the early adaptation of comprehensive molecular
profiling in NSCLC in his country, claiming that providing comprehensive
genetic profiling (CGP) to all advanced cases actually works. “It is medically
needed, easily doable, economically efficient, and propels your healthcare
system forward,” he said. He explained that the policy abolished what had
been a two-tier approach that split patients between those that could afford
to pay for CGP, providing better access to novel treatment and to clinical
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trials, and those who could not afford it.
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He highlighted the shift in opportunities over recent decades: “In 2000, lung
cancer was considered an easy-to-treat disease,” he said, because tumour
biology and tumour histology were disregarded, and the options were
limited to surgery or radiotherapy in the early stages, and platinum-based
chemotherapy as disease progressed to metastasis. There was only a minor role for the pathologist and no role for the molecular biologist. But, he
pointed out, at this time the five year relative survival rates was far lower
even than today, and was only 5% between 2008 and 2014.
As advances in science and technology provided innovations such as
molecular biomarkers it became possible to guide and optimize treatment
decisions allowing the use of precision medicine and improving overall
survival. Nowadays there is a continuing stream of actionable alterations
identified, along with increasing availability of matched therapies, and novel
biological drugs provide not only longer overall survival but a better quality
of life.

However, to take advantage of the opportunities, it is necessary to review
the logic of testing. The standard approach of testing for only a dozen or so
genes, through individual tests conducted sequentially, imposes a
cumulative cost. But CGP testing, covering hundreds of genes, is proving
economically efficient as the cost has fallen so dramatically. No longer does
it require massive expenditure, lengthy delay and the involvement of
multiple laboratories. In the last decade the cost of sequencing a human
genome is about $1000, takes only a few days, and requires just a few days
more of bioinformatics. It is now possible to run CGP for the same price as
three or four of the old-generation single gene tests, he argued. In this way
CJP acts as a glass ceiling to costs, too, because once it is performed there
are no more genes to cover, and no more costly and novel biomarker
interventions.
Delays in diagnosis compound the downstream difficulties in initiating
treatment. As it is, surveys show that 49% of lung cancer experts think that
the time taken to commence radiotherapy after diagnosis is too long in their
country, and 47% think that the time to conduct surgery after diagnosis is
too long. The main challenge in the diagnostic pathway is to speed up
referral time from primary care to specialist care.

Early Diagnosis Recommendations
• Broader and early use of advanced molecular diagnostic in all LC patients
to enable access to personalised healthcare
• Adequate screening programme which are funded
• Replace serial single gene testing with Broad Panel testing
(Advance Molecular Diagnostics testing/Comprehensive Genomic
Profiling)
EAPM lung cancer report ESMO 18 September 2020

• Upgrade data infrastructure, registries and curating data
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3) National Challenges
The wide variations across Europe in terms of national capacity and
commitment to lung cancer were a recurrent theme in the roundtable.
Marko Jakopovic, Head of the Thoracic Oncology Unit at the University
Hospital Centre in Zagreb, provided a detailed assessment of the situation
in Croatia. Echoing the earlier comments about the influence on survival
of lung cancer from the initial stage at diagnosis, he cited approvingly the
results of the 2018 Nelson Trial in the Netherlands and Belgium, that showed
a 26% reduction in lung cancer mortality and men and a 39-61% reduction
in lung cancer mortality in women depending on how early diagnosis was
performed.
But the implementation of lung cancer screening programs varies from
country to country, Jakopovic pointed out. They are fully implemented in
only 4%, partially implemented in 13%, planned but not started to implement
in 31%, and not even planned in 52%.
A national lung cancer screening program is now due to commence in
October 2020 in Croatia, after delays resulting from Covid. But fewer than
10% of the country’s key centers are accredited to perform next generation
sequencing (NGS) and CGP procedures. Only a quarter can do “most”,
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and another quarter can do “some”.
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Top row: Denis Horgan, Executive Director, EAPM - Marko Jakopovic, Head of the Thoracic
Oncology Unit, University Hospital Centre in Zagreb
Bottom Row: Gilad Weiner, molecular pathologist at the Hadassah Medical Center in Israel Paolo Bironzo, Assistant Professor at the Department of Oncology, Turin University

He made the point that the Croatian healthcare system today has a
heterogeneous and underutilized healthcare infrastructure, with limited
screening, and lack of access to innovative medicines – and has the second
worst cancer mortality rates in Europe. There is a vision to achieve a
comprehensive patient-centered transformation of the healthcare system
through a national CGP center to cater for all newly diagnosed metastatic
patients. The vision also includes an oncology database combining data
from genomics profiling and clinical practice for all new CGP patients, and
the aim is to networking the 12 oncology hospitals. Two special funds would
be created to cover the cost of testing and molecularly guided treatment
options.
“The combination of new science, new technology and new thinking is
bringing within reach new possibilities of early diagnosis, effective
treatment, and more sustainable allocation of healthcare resources,” he
concluded. But he made plain that allocation of adequate healthcare
resources was a pre-condition.

Recommendations to Tackle National Challenges
• Implement national cancer plans which are coordinate at the EU level
• Ensure key centres are accredited to conduct advanced diagnostics
• Improve access to innovative treatments
• Invest in healthcare in ways that secure better allocation of resources
• Establishing Multidisciplinary tumour boards in lung cancer as a valid
treatment concept, just as ESMO recognized the value of CGP/NGS
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in NSCLC.
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4) Easing Treatment Complexity
The positive consequences of novel technologies have also brought with
them some additional complications, observed Paolo Bironzo, Assistant
Professor at the Department of Oncology in Turin University. The increase in
understanding of tumours has been accompanied by inevitable new
uncertainties over the application of new knowledge to the clinic, and how it
can be best factored into personalized treatment decisions, he said.
Bironzo instanced progress with NSCLC as a great example of precision
medicine since discovery of the predictive role of EGFR activating
mutations for TKI treatment. But, he went on, “the current landscape is
becoming clouded by novel targets and specific agents.” The clouds result
from the complexity of the processes engaged. When hitting the target,
cancer cells react and adapt, often creating resistance. Each drug may cause
different resistance mechanisms both on-target and off-target. And the
complexity is intensified by the ability of novel technologies to provide a
deeper analysis of tumour specimens, with the effect of increasing the
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number of rare alterations.
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The resulting complexity can be a challenge to clinicians faced with an
ever-growing range of possibilities and ever-newer treatment options.
For Bironzo, one of the answers lies in pooling high-level expertise.
Multidisciplinary teams can assist navigation of the complexities. In
particular, multidisciplinary tumour boards (MTBs) can benefit patient care
as they provide a multi-speciality discussion of each case. Their authority
can also increase adherence to guidelines, and at the same time speed up
the global diagnostic and treatment plan of the patient. Similarly, as AI
delivers more advanced applications, there is an opportunity for increased

use of clinical decision tools to assist doctors.
MTBs have another important role, in training. They can act as a gymnasium
for doctors, where they can exercise and perfect new skills. They will become essential, offering team discussion with pathologists, biologists, data
scientists and clinicians as molecular data makes decision-making on
treatment becomes more complex. They could also have another valuable
role, Bironzo suggested: “They hold a promise to speed up translational
medicine with a close a link between benches and bed-side.”

Treatment Guidance Recommendations
• Recognize complexity of treatment options
• Alignment of implementation of treatment guidelines across countries
at the EU level
• Provide access to multidisciplinary advice
• Provide access to clinical decision tools
• Develop multidisciplinary tumour boards and testing centres able to
counsel clinicians and patients
• Stronger data infrastructure making use of real-world evidence in
decision-making
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• Interoperable systems for healthcare data in a common data structure
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5) Outcomes Measurement
Giovanni Codacci-Pisanelli, a medical oncologist at La Sapienza University in
Rome, flagged up the importance of remote monitoring and personalised
interventions to improve the deployment of new approaches to tackling
lung cancer. This is a field, he said, where outcome measurement has
traditionally been limited largely to survival. The custom has been to
establish value-based healthcare measures that relate to the value of
treatment and the value of institutes delivering care. It is time, he suggested,
for more comprehensive measurement of standardized outcomes that go
beyond survival, particularly in those patient-reported domains of
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health-related quality of life, including pain, fatigue, cough and dyspnoea.
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There is ample evidence that advances in health information technology
now permit routine, systematic assessment of patient-reported outcomes
with minimal burden. “Real-time’’ health technologies can remotely collect
and transmit patient-reported data, permitting early medical intervention
where merited, exploiting new horizons in digital therapeutics and artificial
intelligence. Improved evidence from clinical trials on the basis of
patient-reported endpoints in studies evaluating anticancer treatments and
prospective evaluations of supportive care interventions and real-world
efficiency of care for cancer patients are also potential benefits.

Outcomes Measurement Recommendations
• Widen measurement beyond survival
• Improve patient follow-up
• Exploit advanced technologies to permit effective remote monitoring
• Early dialogue between regulators, HTA agencies as well as industry,
clinicians & patients
• Develop ICT-tools for data and information sharing
• Should include information on:
- Biobanks
- Data-accessibility
- Information on best practice guidelines
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- Cross-border transferability of patient data
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Conclusion & recommendations
Clinicians, researchers, laboratory services and industry are moving steadily
towards a clearer understanding of the potential of the new technologies
and new science that are widening their options in tackling lung cancer.
But many of the barriers to moving ahead lie beyond those stakeholders,
in the broader world governed by policy decisions and payers. As Sirpa
Pietikäinen pointed out in her remarks to the roundtable, stakeholders will
need to work at refining and delivering clear messages to policymakers –
even those who are sympathetic to their concerns, and all the more so to
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those who are indifferent or downright hostile.
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Sirpa Pietikäinen, Member of the European Parliament

But the roundtable demonstrated some degree of success in moving in that
direction. Its exploration of the challenges generated a sense of
commonly-perceived need and a readiness to cooperate. It also showed
that EAPM has already achieved some success in framing its message to the
European Parliament, since Pietikäinen endorsed the calls for a solid set of
screening guidelines enforced by a European standard, updated and
trustworthy clinical practices guidelines, and improved decision-making for
the benefit of the patients.

She backed calls for early use of advanced molecular diagnostics in all
patients with lung cancer, with suitable reimbursement, supported by a
stronger data infrastructure making use of real world evidence.
It remains for EAPM and lung cancer stakeholders to continue pushing for
political commitments and for structures that provide for evidence based
decision-making exploiting the most advanced technologies. The EU
initiatives on health offer scope for tailored interventions to advance the
lung cancer agenda.

Broad overall conclusions
• Broader increasing of survival rates
• Shorten delays in diagnosis and from diagnosis to treatment
• Widen access to diagnosis and treatment
• Adopt molecular diagnostic approaches on a wide scale
• Engage energetically in messaging to policymakers so that there can
be effective allocation of resources.
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• Improved frameworks for public-private cooperation
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About EAPM
The European Alliance for Personalised Medicine was launched in March
2012, with the aim of improving patient care by speeding development,
delivery and uptake of personalised medicine and earlier diagnostics,
through consensus.
EAPM began as a response to the need for a wider understanding of
priorities in personalised medicine and a more integrated approach among
stakeholders. It continues to ful l that role, often via regular major events
and media interaction.
Our stakeholders focus not just on the delivery of the right treatment for the
right patient at the right time, but also on the right preventative measures to
ensure reliable and sustainable healthcare.
The mix of EAPM members and its broader outreach, provides extensive
scienti c, clinical, caring and training expertise in personalised medicine
and diagnostics, across patient groups, academia, health professionals and
industry.
Relevant departments of the European Commission have observer status,
as does the EMA, and our engagement with MEPs and Member State health
ministries in key policy areas is a crucial part of our ongoing work.

Contact:
Denis Horgan
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EAPM Executive Director
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Avenue de l’Armee/Legerlaan 10, 1040 Brussels
+ 32 4725 35 104
denishorgan@euapm.eu
www.euapm.eu

Next EAPM events
12 October, 2020:
German Presidency Conference - “Ensuring Access to Innovation and
data-rich biomarker space to speed better quality of care for Citizens”
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November 2020:
2nd EAPM Global Conference: “Providing a global forum to ensure
Public Trust in empowering Digital Data for health Science in a Covid
and Post Covid World”
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